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Executive Summary
Eleven patients who underwent surgical/invasive procedures at Sheffield Teaching
Hospitals NHS Foundation Trust (STH), between June 2010 and August 2013, were
identified as having had items of medical equipment left in their bodies after they had
left the operating theatre. This particular type of adverse event is classified by NHS
England as a serious untoward incident and assigned the ignoble rubric of a ‘Never
Event’.
Although remedial actions were taken quickly following each of the ‘Never Events’ it
became a matter of great concern to the senior management of STH and the
Sheffield Clinical Commissioning Group1 (Commissioners) that such serious
untoward incidents continued to occur. As a consequence the two organisations
jointly commissioned this External Review to provide an opinion regarding the
systems, behaviours and culture at STH with respect to the likelihood of such ‘Never
Events’ recurring.2
However, the work undertaken during the course of this External Review has
revealed that the circumstance surrounding one of the surgical procedures did not
meet the criteria set by the National Patient Safety Agency (NPSA) to be classified
as a patient safety incident. Of the remaining ten serious untoward incidents that did
take place only two of them were correctly identified as ‘Never Events’. The other
eight, while correctly being classified as serious untoward incidents, did not meet the
Department of Health or NHS England’s criteria to be classified as ‘Never Events’.
This is because for a serious untoward incident to be characterised as a ‘Never
Event’ national guidance or national safety recommendations must have been
published which if implemented would have prevented the serious adverse event
from taking place, i.e. the serious untoward incident which occurred took place
because the extant national guidance or safety recommendations were not
implemented by the NHS England Trust concerned.3
However no national guidance or safety recommendations have been published with
respect to the circumstances surrounding eight of the serious untoward incidents at
STH thus they should not have been classified as ‘Never Events’. Similarly, the
surgical procedure where the circumstances did not match the NPSA’s criteria to be
considered a patient safety incident was misclassified twice. First, it was
misclassified as a serious untoward incident and secondly as a ‘Never Event’.
Hence, of the eleven surgical/invasive procedures considered to be ‘Never Events’
only two were correctly classified.
Furthermore, following a review of all appropriate documentation, observing
operating theatre procedures and undertaking interviews with crucially placed staff
no evidence has been found to suggest that STH has an unrecognised systemic
patient safety problem. On the contrary, the evidence indicates that, apart from a
number of outliers, the vast majority of the activities undertaken by STH with respect
1

See - NHS Sheffield Clinical Commissioning Group at: http://www.sheffieldccg.nhs.uk/about-us/ Accessed 28 April 2014
Letter of appointment and Terms of Reference, e-mail 5 November 2013
3
Please see http://www.england.nhs.uk/wp-content/uploads/2013/12/nev-ev-list-1314-clar.pdf p.2 Accessed 3 May 2014
2
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to patient safety meet the highest standards. However, where there appears to be
room for improvement recommendations have been in those respects.
Recommendations have also been formulated for consideration by NHS England
and the Medicines and Healthcare products Regulatory Agency.
Finally it should be noted that Systems Theory and human fallibility predict that in an
open sociotechnical system, such as healthcare, regardless of what precautions are
taken there is always the possibility that a serious untoward incident could occur.
Thus the recommendations made in this report, when implemented, will reduce the
risk of patients experiencing the inadvertent retention of a foreign object following a
surgical/invasive procedure at STH. However, what they cannot do is guarantee that
this type of serious untoward incident will never happen again.
Professor Brian Toft OBE
BA (Hons), Dip Comp Sci (Cantab), LLM, PhD,
ICDDS Dipl, FIIRSM, Hon FICPEM, FRSA
Principal
Risk Partnerships
Professor Emeritus of Patient Safety
Coventry University
Professor of Patient Safety
Brighton and Sussex Medical School
June 2014
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Section 1: Introduction
Between June 2010 and August 2013 eleven patients’ who underwent
surgical/invasive procedures at Sheffield Teaching Hospitals NHS Foundation Trust
(STH) had an item of the medical equipment used in their procedure left in their
body.4 In ten of the eleven surgical/invasive procedures discussed in this report the
article of medical equipment left in the patient was done so inadvertently.5 In one
case the item of medical equipment was deliberately left in the patient because the
surgical team did not want to prolong the search as the patient’s medical condition
was unstable.6
When an item of medical equipment is inadvertently left in a patient post-operatively,
(currently categorized as ‘Retained foreign object post-procedure)7, providing the
circumstances do not meet exclusionary criteria,8 such incidents are classified in two
different but related ways. First, they are defined nationally as a ‘Serious Incident’9
and secondly as a ‘Never Event’.10 As a consequence, this type of incident is always
subject to a ‘Root Cause Analysis’ investigation11 (RCA) in an attempt to identify why
and how the incident occurred and to learn lessons that could prevent such a serious
incident from recurring.
However, while an RCA has been undertaken each time a ‘Retained foreign object
post-procedure – Never Event’ has taken place and the lessons learned
incorporated into the organisational fabric and clinical procedures of STH12 the fact
that such incidents have continued to recur is a matter of deep concern to the senior
management. As a result this External Review was jointly commissioned in
November 2013 by Sheffield Teaching Hospitals NHS Foundation Trust13 and the
Sheffield Clinical Commissioning Group14
Terms of Reference
‘Taking into account any appropriate documentation, observation of theatre
procedures and interviews with staff this review aims to:
4

Personnel communication from, Senior Manager 1, Sheffield Teaching Hospitals NHS Foundation Trust - email 12 November
2013
5
D... These incidents are identified in the report as ‘Never Events’ 1, 2, 4, 5, 6, 7, 8. 9. 10 and 11
6
DD ‘Never Event 3’
7
Please note that the nomenclature used to define the type of ‘Never Event’ discussed in this report has changed on a number
of occasions since the policy was first implemented. Currently, the type of Never Event discussed in this report is referred to as
‘Retained foreign object post-procedure’, NHS England, 2013 at: http://www.england.nhs.uk/wp-content/uploads/2013/12/nevev-list-1314-clar.pdf p.4 Accessed 3 Mayl 2014
8
See for example, ‘Retained foreign object post-procedure’, ‘The never events list; 2013/14 update’, NHS England, 2013 at:
http://www.england.nhs.uk/wp-content/uploads/2013/12/nev-ev-list-1314-clar.pdf p.4 Or the item of equipment has been left
in the patient deliberately as part of their clinical care. Accessed 26 April 2014
9
Patient Safety Domain Team, Nursing Directorate, ‘What is a serious incident’, Serious Incident Framework March 2013,
NHS England , update to the 2010 framework published by the NHS Commissioning Board at: http://www.england.nhs.uk/wpcontent/uploads/2013/03/sif-guide.pdf P.10 Accessed 26 April 2014
10
D.. Never Events policy, National Patient Safety Agency, at: http://www.nrls.npsa.nhs.uk/resources/collections/neverevents/policy/ See also ‘Never Events’ at http://www.nrls.npsa.nhs.uk/neverevents/ for the definition of a ‘Never Event’. p.4
11
D.., See Root Cause Analysis, National Patient Safety Agency at: http://www.nrls.npsa.nhs.uk/resources/collections/rootcause-analysis/ Accessed 26 April 2014
12
Personnel communication from, Senior Manager, 1 Sheffield Teaching Hospitals NHS Foundation Trust - email 12
November 2013
13
Letter of appointment and Terms of Reference, e-mail 5 November 2013
14
See - NHS Sheffield Clinical Commissioning Group at: http://www.sheffieldccg.nhs.uk/about-us/ Accessed 28 April 2014
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1. ‘Review the systems that STH has in place for reducing the risks of Never
Events relating to and associated with the use of the WHO Checklist
principles, to include its use outside of main theatres, e.g. radiology,
endoscopy etc.
2. ‘Review STH processes with regard to key operating environment
practices, e.g. how do we undertake swab and instrument counts etc. Are
STH procedures in line with best practice? How standardised is STH
practice across all of its clinical areas? The key areas for review will be
determined in collaboration with the reviewers but will focus on ensuring
that the most effective safety processes are in place.
3. ‘Provide a view on the behaviours and culture observed within the theatre
environment, and whether these support a safe environment for both
patients and staff.
4. ‘Review how training is and should be offered with regard to use of the
WHO Checklist.
5. ‘Review the processes in place for the identification, escalation and
investigation of Never Events within the theatre environment.
6. ‘Review the processes in place to share key learning from operating theatre
Never Events across the Trust.
7. ‘Review whether the processes that STH has in place for assurance
relating to the prevention of operating theatre Never Events are
appropriate, What other methodologies could be used?’.15
Dr Alexander Grice BM, BSc, DCH, FRCA, who is highly regarded in his field of
clinical expertise, was subsequently appointed to this External Review as the Clinical
Reviewer and the report of his observational study can found at Appendix 1.16 I
would like to express my sincere thanks to him for all the support and assistance he
has provided.
Acknowledgments
I would also like to thank the following:
All the members of STH staff who took part in the two studies; Sue Lord, Dawn Stott
and Stephanie Oates, Association of Perioperative Practitioners; Bill Kilvington, The
College of Operating Department Practitioners; Katerina Sarafidou, The Royal

15
16

Letter of appointment and Terms of Reference, e-mail 5 November 2013
Grice, A., Ethnographic Study of Theatre Personnel ‘Theory in use’, see Appendix 1
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College of Surgeons of England; Fran Watts, Joan Russell and Dr David Cousins,
NHS England.
Methodology
One of the conditions specified for undertaking this External Review (ER) was that
the methodology used would be rigorous. To that end the methodology adopted in
this ER is in part based upon that employed by the lead author of this report in other
National Health Service (NHS) Reviews he has undertaken.17 However, the purpose
of this ER is not to investigate a particular ‘Never Event’. But to review all the ‘Never
Events’ which have occurred at STH where patients’ have inadvertently retained a
foreign object following the completion of a surgical/invasive procedure. To
ascertain if the explicit safety and learning systems currently in place at STH ensure
that the risks to patients undergoing surgical/invasive procedures are as low as
reasonably practicable18 and whether those systems are being used by STH staff as
senior management envisage.
Thus, the philosophy which underpins the operational methodology used in this ER
has been drawn from the field of human action studies. Argyris and Schön19 arguing
that:
‘When someone is asked how he would behave under certain
circumstances, the answer he usually gives is his espoused theory of
action in that situation. This is the theory of action to which he gives
allegiance and which, upon request, he communicates to others. However,
the theory that actually governs his actions is his theory-in-use, which may
or may not be compatible with his espoused theory; furthermore, the
individual may or may not be aware of the incompatibility of the two
theories’.20
Argyris and Schön concluding that:
‘We cannot learn what someone’s theory-in-use is simply by asking him.
We must construct his theory-in-use from observations of his behaviour’.21
Therefore this report draws upon a number of sources of information including, but
not limited to, STH’s explicit guidance on the topics to be reviewed and interviews
with crucially placed organisational personnel (theory espoused); observations and
interviews conducted in STH operating theatres;22 the RCA reports produced
following the eleven ‘Retained foreign object post-procedure - Never Events’ and
confidential internal reports (theory in use); publicly available documents and a
limited amount of research.23
17

For example, see the four report published by the World health Organisation at, ‘Reports in the area of Patient Safety’,
Patient Safety - http://www.who.int/patientsafety/information_centre/reports/en/index.html Accessed 26 April 2014
18
D.., ‘ALARP "at a glance"’, Health and Safety Executive at: http://www.hse.gov.uk/risk/theory/alarpglance.htm Accessed 26
April 2014
19
Argyris, C. and D. A. Schön, Theory in practice, Increasing professional effectiveness, Jossey-Bass Classics, 1974
20
Ibid, pp.6-7
21
Ibid, p.7
22
See Grice, A., Ethnographic Study of Theatre Personnel ‘Theory in use’, see Appendix 1
23
See – Research, Oxford Dictionaries at: http://www.oxforddictionaries.com/definition/english/research Accessed 26 April
2014

11
This report is the property of Sheffield Teaching Hospitals NHSFT and it should not be reproduced in full or part without expressed permission. ©

Cognitive biases
A cognitive bias is an influence that can affect the judgement of human beings
without the person or group of people affected being aware that such a psychological
mechanism has operated, i.e. it can occur unconsciously.24 The members of this ER
however were explicitly cognizant of the National Patient Safety Agency caveat
regarding such biases and that:
‘Care should be taken to avoid the following:
‘Hindsight bias is when actions that should have been taken in the time
leading up to an incident seem obvious because all the facts become clear
‘after the event’. This leads to judgement and assumptions around the staff
closest to the incident.
‘Outcome bias is when the outcome of the incident influences the way it is
analysed, for example when an incident leads to a death it is considered
very differently from an incident that leads to no harm, even when the type
of incident is exactly the same. When people are judged one way when the
outcome is poor and another way when the outcome is good, accountability
becomes inconsistent and unfair.’25, 26
The relevance of taking cognitive biases explicitly into account particularly, where it
is thought poor clinical practice might be involved, is clearly spelt out by Crosby who
argues that, ‘Bias is pervasive in the analysis of medical occurrences and may result
in findings against caregivers which are unfair’.27
Additionally, through the explicit use of a critical approach to the collection and
analysis of the data the External Reviewers also sought to minimize the potential
negative effects of ‘Confirmation Bias’ which can cause healthcare and ‘lay’
professionals to unconsciously:
‘?seek only evidence that can be used to confirm hypotheses... [This]
confirmatory bias not only causes one to seek predominantly confirmatory
evidence but influences data interpretation as well’.28
While Klein observes that:
‘Confirmatory bias has been shown to affect peer-reviewers’ assessments
of manuscripts. Mahoney sent fictitious manuscripts with identical methods
24

Balcetis, E. and D. Dunning, ‘See what you want to see: motivational influences on visual perception’, Journal of Personality
and Social Psychology, Vol. 91. No. 4, 2006, 612 – 625 at: http://psycnet.apa.org/index.cfm?fa=buy.optionToBuy&id=200612810-003 Accessed 26 April 2014
25
Patient Safety Division, Independent investigation of serious patient safety incidents in mental health services: good
practice guidance, NPSA, February 2008, http://www.nrls.npsa.nhs.uk/resources/healthcare-setting/mental-healthservice/?entryid45=59836&p=2 Accessed 26 April 2014
26
NPSA, Root Cause Analysis Investigation Tools, Guide to investigation report writing following Root Cause Analysis of
patient safety incidents, NPSA, paragraph 2.3, p.4-5 http://www.nrls.npsa.nhs.uk/resources/?entryid45=59847 Accessed 26
April 2014
27
Crosby, E. ‘Medical malpractice and anesthesiology: literature review and role of the expert witness’, Canadian Journal of
Anesthesia, Vol. 54, p.227
28
Dawson, N. V and H. Arkes, ‘Systematic errors in medical decision making: judgement limitations’, Journal of General
Internal Medicine, Vol. 2, Pt. 2 1987, p.185
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but different results to reviewers. Reviewers gave significantly better ratings
to the methods section when the results supported their pre-existing beliefs.
‘Once again, doctors are not immune to confirmatory bias. In taking medical
histories, doctors often ask questions that solicit information confirming
early judgments. Even worse, they may stop asking questions because
they reach an early conclusion, thus failing to unearth key data. More
generally, the interpretation of information obtained towards the end of a
medical work-up might be biased by earlier judgments’29.
Thus, this ER has been conducted bearing in mind the conclusion drawn by
Kaptchuk that:
‘?a view that science is totally objective is mythical, and ignores the
human element of medical inquiry. Awareness of subjectivity will make
assessment of evidence more honest, rational and reasonable.’30
Readers of this report who are interested in the topic of cognitive biases with respect
to healthcare should note that there is a growing body of literature on the subject.
The ‘BMJ’ and the journal ‘Quality and Safety in Health Care’ web sites both carry
papers on the topic.31
Perception
Human judgement is a complex phenomenon and it is affected by myriad factors,
with Simon and Newell suggesting that man:
‘Dis a mirror of the universe in which he lives, and all that he knows
shapes his psychology, not just in superficial ways but almost indefinitely
and subject only to a few basic constraints.’32
While Rolfe argues that the:
‘Dhuman observer sees the world in relation to his past experience. In
consequence, what he perceives is partly determined by what he expects
to see...’33
Similarly, Levitt and March have observed that:
‘Routines are based on interpretations of the past more than anticipations

29

Klein, J. G. ‘Five pitfalls in decisions about diagnosis and prescribing’, BMJ, Vol. 330, 2 April, 2005, p. 782
Kaptchuk, T. J. ‘Effect of interpretive bias on research evidence’, BMJ, Volume 326, 28 June, 2003, p.1455
31
This section of the report draws heavily upon Toft, B., Independent review of the orthopaedic knee surgery undertaken by
visiting Scandinavian Consultant Orthopaedic Surgeons at the Weston NHS Treatment Centre for comparison with the findings
of the British Orthopaedic Association with respect to the same cohort of patients, South West Strategic Health Authority,
Published in electronic form at: http://www.chfg.org/wp-content/uploads/2011/05/Westonreport.pdf pp.47 – 49. Accessed 26
April 2014
32
Simon, H and A. Newell, Human Problem Solving, Prentice Hall, 1973, p.95
33
Rolfe, J. M ‘Ergonomic and air safety’, in Brown, S.C. and Martin, J. N. T. (eds), Human Aspects of Man- made Systems,
The Open University Press, 1977, p.183.
30
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of the future. They adapt to experience incrementally in response to
feedback about outcomes’.34
With Berger and Luckmann coming to the conclusion that reality is socially
constructed and hence, for human beings perception is all.35 Thus as Flyvbjerg and
colleagues have observed ‘Dif people define situations as real they are real in their
consequencesD’36
Therefore where people are successful in their professional lives, unless there is
robust evidence to the contrary, they have no reason to question their behaviour or
the procedures which they use. Moreover Miller notes:
‘Failure teaches leaders valuable lessons, but good results only reinforce
their preconceptions and tether them more firmly to their ”tried-and-true”
recipes’.37
Hence, human beings would appear to have expectations regarding what is likely to
happen in a frequently encountered situation. Therefore, when an individual or team
of professionals carry out a particular task, what guides their choice of what to
address will be their knowledge of what has happened in the past. Thus, success in
any field of endeavour may lead to an individual and/or team unintentionally failing to
perceive they have made an error. Especially in situations where they do not deem
there is any persuasive evidence that anything is amiss.
System theory
The foundations of systems thinking are to be found embedded in Greek philosophy.
However it was not until the 1930’s that systems thinking gained explicit recognition
through the work of biologist Karl Ludwig von Bertalanffy and his development of
General Systems Theory (GST).38 GST is an approach that moved away from the
scientific paradigm of reductionism and mechanistic relationships to that of holism
and adaptive entities. Thus instead of reducing an entity to its constituent parts
(subsystems) and studying them in isolation GST is concerned with the nature of the
organisational arrangements that connects the elements together to form the whole
and the behaviour of the total system. It is this systems approach which has been
adopted with regard to this ER.
Besides developing GST von Bertalanffy also introduced the concept of an ‘open’ as
opposed to a ‘closed’ system arguing that:
‘A System is closed if no material enters or leaves it; it is open if there is
import and export, and, therefore, changes of the components. Living
systems are open systems, maintaining themselves in exchange of
materials with environment, and in continuous building up and breaking
34

Levitt, B and J. March, ‘Organizational Learning’, Annual Review of Sociology, Vol.14, 1988, pp.319-40
Berger, P. and T. Luckmann, The Social Construction of Reality. Reading: Pelican Books, 1984, p.204
36
Flyvbjerg, B., Landman, T and S. Schram, Real Social Science: applied phronesis, Cambridge University Press, 2012, p.72
37
Miller, D., ‘The Icarus paradox’, in Carnall, C.A., (ed) Strategic Change. Oxford: Butterworth-Heinemann, 1997, p.88
38
Bertalanffy, L. von, General Systems Theory, George Braziller, 1968
35
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down of their components?If a steady state is reached in an open system,
it is independent of the initial conditions and determined only by the
systems parameters?This is called equifinality as found in many
organismic processes, e.g. in growth. In contrast to closed physicochemical systems, the same final state can therefore be reached
equifinally from different initial conditions and after disturbances of the
process’.39
Hence a closed system, for example, a car engine, has a finite number of actions
that it can perform from an initial starting position. In contrast, Systems Theory
predicts that in any open system, in this case an healthcare organisation (STH), the
system can arrive at a given end state from different starting conditions and via
different routes.40 Thus it can be argued, that there are an infinite number of equally
likely ways by which an organisation (or a person) can arrive at or be responsible for
an accident, i.e. a serious untoward incident.41, 42 Consequently, it is impossible for
anyone to identify the totality of the risks and the pathways which might lead to a
patient being inadvertently harmed.
Empirical evidence to support this contention comes from a letter written to The
Honourable Mike Gavel of the United States Senate, when the Comptroller General
of the United States reported, in relation to the Senators concerns over the
confidence that could be placed on quantitative reliability predictions, regarding the
possibility of a catastrophic nuclear accidents that:
‘As far as we could learn during this brief review, DOD [Department of
Defence] and NASA officials can offer little guidance as to how very
rare failures or catastrophic accidents to systems can be anticipated,
avoided or predicted ...NASA goes to extraordinary lengths--reliability
cost is hardly an object--to prevent disasters in manned space
vehicles...Still, three astronauts were lost in one vehicle. The Soviets
suffered similar losses in other attempts. No one can tell if and when
such catastrophic failures will be repeated’.43
The deaths referred to by the Comptroller were those of the Apollo space capsule
crew who perished in a fire during practice drills January 1967 and the crew of the
Soyuz XI space capsule who died following the capsules decompression during reentry June 1971. Since the writing of that letter other examples have only too clearly
illustrated our inability to accurately predict the probability of a disaster occurring.

39

Beishon, J., ‘Systems’, Technology Foundation Course Unit 1, Course T100, The Open University Press, 1976, p.27
Bertalanffy, L. von, General Systems Theory, George Braziller, 1968
41
Lewis, H. et al, Risk Assessment Review Group Report to the U.S Nuclear Regulatory Commission, Nuclear Regulatory
Commission, September 1978
42
Elms, D. G and C. Turkstra ‘A critique of reliability theory’, in Blockley, I. D., (ed), Engineering Safety, McGraw Hill, 1992
43
D.., Annex to WASH 1400 (NUREG 75/014) October 1975, pp.197-198, cited in Toft, B., ‘The mathematical limits to the
modelling of disasters’, in Hood, C and D. K. C. Jones (eds), Accident and Design, UCL Press, 1996, p.99
40
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For example, the tragic loss of the space shuttles Challenger44 and Columbia,45 the
nuclear industry disasters at Chernobyl46 and Fukushima Daiichi.47
In a medical context the alleged failure of senior managers at the Care Quality
Commission48 regarding the untoward events which took place at the University
Hospitals of Morecambe Bay NHS Foundation Trust49 or the breakdown in patient
care which took place at Mid Staffordshire NHS Foundation Trust50 was not
predicted. Similarly, the series of inadvertent errors which led to a child’s treatable
brain tumor not being diagnosed in time51 or those which led to the death of a patient
who was deprived of oxygen during an attempted operation52 also do not appear to
have been foreseen.
Serious untoward incidents
Toft and Reynolds,53 Reason54, Turner and Pidgeon55 and others have all
comprehensively argued that the precursor conditions required for the creation of
any serious untoward incident may lie cloaked in the social and technical fabric of an
organisation for many years before an adverse incident occurs. Similarly, an
organisation’s culture, i.e. the commonly accepted way of behaving within any given
organisational setting, does not spring into existence overnight as an established
phenomenon. It takes time for the complex sets of individual and collective perceptions
to develop and coalesce into a system of commonly shared values.56
Therefore the actions that individuals take within an organisation are determined by
their subjective understanding of any particular situation.57 Thus people try to make
sense of their organisational settings and then act in the belief that the assumptions
that they have made are facts:58 ‘It is therefore imperative to understand the
44

See - The Space Shuttle Challenger disaster occurred on January 28, 1986 at:
http://en.wikipedia.org/wiki/Space_Shuttle_Challenger_disaster Accessed 26 April 2014
45
See: The Space Shuttle Columbia disaster occurred on February 1, 2003 at:
http://en.wikipedia.org/wiki/Space_Shuttle_Columbia_disaster Accessed 26 April 2014
46
See - Chernobyl Nuclear Power Plant, Ukraine 26 April 1986 at: https://www.google.is/webhp?hl=en#hl=en&q=chernoby
Accessed 26 April 2014
47
See - Fukushima Daiichi reactors disaster, 11 March 2011at: http://www.world-nuclear.org/info/Safety-and-Security/Safetyof-Plants/Fukushima-Accident accessed 26 April 2014
48
Donnelly, L., ‘Cover-up over hospital scandal at University Hospitals of Morecambe Bay NHS Trust’, The Telegraph, 13 June
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organisational setting in which the adverse incident[s] took place’.59 Hence, the
organisational contexts in which the eleven ‘Never Events’60 noted earlier will be
briefly described later in this report.
Comments
Cognitive biases affect all human beings to a lessor or greater extent and an explicit
attempt has been made by the members of this ER to take cognizance of such
psychological phenomena.
Systems Theory suggests that risk free medical treatment is impossible to achieve in
practice because healthcare organisations and people can behave in unpredictable
and unlimited ways. In addition, human beings are fallible and therefore errors are
inevitable.61 The World Health Organisation (WHO) explicitly recognising this latter
issue in their guidance to healthcare professionals on how to reduce the risk of
patients inadvertently retaining foreign objects following surgical/invasive
procedures. The WHO observing that, ‘Manual counting methods are not fool-proof,
as they are subject to human error’.62
In addition, since no one can prespecify their own ignorance63 although all the
recognised potential pathways to a serious adverse incident may appear to have
been addressed, in open systems there are always other unidentified routes by
which the same serious untoward incident could occur.64, 65
The aim of the ‘Never Event’ policy ‘Dis to reduce the incidence of never events to
zero’.66 Unfortunately Systems Theory and our inability to prevent all human error
suggest that it will be impossible to achieve. Nevertheless as Berwick observed in
his report:
‘While “Zero Harm” is a bold and worthy aspiration, the scientifically correct
goal is “continual reduction”. All in the NHS should understand that safety
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is a continually emerging property [in open systems], and that the battle for
safety is never “won”; rather, it is always in progress’.67
Thus, ‘Dwhilst perfect safety is always likely to be a utopian vision that does not mean
society should not attempt to approach it as closely as possible. 68
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Section 2: Theory espoused regarding ‘Never Events’
In his report ‘High quality care for all?’69 Professor the Lord Darzi proposed that the
concept of ‘Never Events’ should be introduced into the NHS in England stating that:
‘In some parts of the United States, events that are serious and largely
preventable such as ‘wrong-site’ surgery have been designated ‘Never
Events’, and payment withheld when they occur. The NPSA [National
Patient Safety Agency] will work with stakeholders in this country to draw
up its own list of ‘Never Events’.70
Thus following wide stakeholder involvement the NPSA published a ‘Never Event’
policy and framework for its implementation.71 A ‘Never Event’ being defined as a:
‘Serious, largely preventable patient safety incidents that should not occur
if the available preventative measures have been implemented by
healthcare providers’72
The core list of eight ‘Never Events’ selected by the Department of Health was based
upon the following criteria:
‘• The Never Event may or does result in severe harm or death to patients
and/or the public.
‘• There is evidence that the Never Event has occurred in the past, that it is
a known source of risk (data sources: NPSA Reporting and Learning
System, and other Serious and Untoward Incident reporting systems).
‘• There is existing national guidance and/or national safety
recommendations on how the Never Event can be prevented, along with
support for implementation.
‘• The Never Event is preventable if the national guidance and/or national
safety recommendations are implemented.
‘• Occurrence of the Never Event can be easily identified, defined and
measured on an ongoing basis’.73
Taken together the definition and the criteria used by the Department of Health,
subsequently adopted by NHS England,74 makes it clear that the type of serious
69
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untoward incidents selected as ‘Never Events’ should generally not occur if national
guidance or national safety recommendations have been implemented. Thus:
‘If a provider takes every recommended step to prevent occurrence and an
incident still occurs this argues strongly that the incident was not
preventable and therefore not a “never event”’.75
However that while the fundamental criteria for identifying a ‘Never Event’ has
remained the same,76 the specific terminology and description for defining one in
relation to foreign objects being inadvertently left in a patient’s body following a
surgical/interventional procedure, has been modified on a number of occasions. For
example, in the original list of core ‘Never Events’ issued in 2009 this type of serious
untoward incident was categorized as a ‘Retained instrument post-operation’ and
described as follows:
‘One or more instruments are unintentionally retained following an
operative procedure, and an operation or other invasive procedure is
needed to remove this, and/or there are complications to the patient arising
from its continued presence. This Never Event does not include
interventional radiology or cardiology procedures, and the definition of
instrument does not include guide wires, screws, swabs or other similar
material’.77
Whereas, at the time of writing this report, effectively the same ‘Never Event’ (patient
retains a foreign object - using a higher level of analysis) is now classified in the
2013 - 2014 list of ‘Never Events’ as a ‘Retained foreign object post-procedure’ and
depicted in the following way:
‘Retention of a foreign object in a patient after a surgical/invasive
procedure.
‘‘Surgical/invasive procedure’ includes interventional radiology, cardiology,
and interventions related to vaginal birth.
‘‘Foreign object’ includes any items that should be subject to a formal
counting /checking process at the commencement of the procedure and a
counting /checking process before the procedure is completed (such as
swabs, needles, instruments and guidewires) except where:
‘Items are inserted during the procedure but are intentionally retained after
completion of the procedure, with removal planned for a later time or date.
‘Items are known to be missing prior to the completion of the procedure and
may be within the patient (e.g. screw fragments, drill bits) but where further
75
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action to locate and/or retrieve would be impossible or be more damaging
than retention.
‘Items were inserted at an earlier date or time and not removed as planned
during a later surgical/invasive procedure’.78
Thus because changes have been made with respect to the nomenclature used and
the way in which patient foreign object retention ‘Never Events’ have been described
it will be necessary to evaluate each of the STH ‘Never Events’, which form part of
this review, with respect to the national and local guidance in force at that time. For
example, in the 2009 list of ‘Never Events’ the definition of ‘Retained instrument
post-operation’,79 as can be observed above, does not include swabs80 or throat
packs81 whereas the 2010 - 2011 list does.82 Therefore, if a patient had retained a
swab or throat pack in 2009 that incident would not have been classified as a ‘Never
Event’ whereas in 2010 - 2011 it would.
On the other hand, part of the definition of a ‘Retained foreign object post-procedure’
incident used in the 2013 -2014 list of ‘Never Events’ provides an exception in that if:
‘Items were inserted at an earlier date or time and not removed as planned
during a later surgical/invasive procedure’.83
Thus a retained foreign object incident which meets the 2013 -2014 exception rule
would not to be classified as a ‘Never Event’. Whereas, a serious untoward incident
which occurred in previous years, under exactly the same circumstances as that in
2013 -2014, would have been classified as a ’Never Event’.
‘Never Events’ understandably bring public concern in their wake84, 85 however such
publicity risks undermining the confidence of patients in healthcare professionals
and damaging the morale of those involved with healthcare. Indeed, NHS England
has stated that, ‘They are intolerable and inexcusable’ (emphasis in the original).86
It is therefore extremely important that where serious untoward incidents have been
classified as ‘Never Events’ there should be no doubt whatsoever that they qualify
for that ignoble rubric.
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Guidance: prevention of patients retaining a foreign object post procedure
To date the following organisations have not published a detailed ‘good practice’
protocol advising NHS Trusts on how to reduce the risks of patients inadvertently
retaining swabs, instruments, needles and other miscellaneous items used in
surgical/invasive procedures except in very specific circumstances:
NHS England,87 The National Institute for Health and Care Excellence
(NICE),88 The Royal College of Surgeons of England89 and The College of
Operating Department Practitioners.90
It should be noted however that NICE has published basic guidance on reducing the
risk of swabs being retained following perineal repairs which states that, ‘Equipment
should be checked and swabs and needles counted before and after the
procedure’.91
The NPSA has also published specific national guidance on how the risks of a
patient retaining a throat pack following surgical/interventional procedures can be
reduced.92 As well as advice on how the risk of swabs being retained after a vaginal
birth and perineal suturing can be reduced.93 But neither they nor any other national
body appear to have published formal detailed guidance on how to prevent swabs,
instruments, needles or other sundry items that are used in the vast majority of
surgical/invasive procedures from being inadvertently retained by patients.
The World Health Organisation (WHO) on the other hand has published some
general guidance on the topic of foreign object retention by patients.94 However, that
advice was generated by them drawing upon the recommendations made by a
number of professional bodies including the United Kingdom based Association of
Perioperative Practice (AfPP).95
The AfPP provided detailed guidance in 2007 on how the risk of a foreign object
being inadvertently left in a patient’s body might be reduced96 and a poster entitled
‘Swab, needles and instrument counts: Managing the risk’97 was published based on
that advice. The guidance was subsequently updated in the AfPP ‘Standards and
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recommendations for safe perioperative Practice’.98 In October 2012 the AfPP’s
updated guidance was published once more in a poster format but the title changed
to ‘Accountable items, swab, instruments and needle counts’.99
The intended audience of the AfPP ‘good practice’ posters on reducing the risk of
foreign objects being retained by patients is aimed, in the first instance, at assisting
their members. The AfPP have never nor do they now consider their advice to be
‘national guidance’ as not all those employed in perioperative practice are members
of the AfPP.100 However, the AfPP guidance posters are freely available and can be
down loaded from the ‘standards and guidance’ section of their website by
anyone.101
It should be noted that, both the 2007 and 2012 versions of the AfPP guidance
posters are the subject of copyright and consequently the information contained
within them cannot be copied verbatim without extensive acknowledgements to the
source documents.102 Therefore where AfPP’s recommendations were incorporated
in to STH’s local guidance document103 the information was rephrased to avoid
copyright issues.
In both their guidance posters on trying to prevent the retention of foreign object by
patients following surgical/invasive procedures the AfPP observe:
‘Although UK statute law does not dictate what system or method of
accountable items, swab, instrument and needles counts should be
performed within a perioperative environment, as healthcare practitioners,
the law is quite clear in that we all have a 'duty of care' to the patient’.104
Thus, authoritative detailed guidelines or standards produced or endorsed by a
national body on how the risks associated with patients inadvertently retaining
foreign objects can be reduced might be of assistance to patients, NHS Trusts and
the courts particularly in cases where medical negligence has been alleged. For as
Harpwood observed two decades ago professional guidelines, ‘D determine what
the medical profession believes ought to done in a variety of different situations’.105
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While the ‘NHS England Surgical Never Events Task Force’ has recommended that:
‘NHS England develops a coherent framework of national standards, and
mandates provider compliance with the national standards’.106
Critique: retained foreign object post procedure ‘Never Event’
The research carried out for this review has uncovered what appears to be an
oversight by the Department of Health and NHS England with respect to the
categorisation of serious untoward incidents where a patient has retained a foreign
object as a ‘Never Event’. Part of the fundamental criteria for a patient safety
incident to be classified as a ’Never Event’, as noted earlier, is that:
‘There is existing national guidance and/or national safety
recommendations on how the Never Event can be prevented, along with
support for implementation.
‘The Never Event is preventable if the national guidance and/or national
safety recommendations are implemented’.107
Thus it is clear that for a serious untoward incident to be classified as a ‘Never Event’
some form of national guidance108 must have been published to assist NHS Trusts in
managing the risks associated with the different types of ‘Never Event’. And,
although the wording is slightly different from the 2009 – 2010 list of ‘Never Events’
above the same intent can be seen in the current 2013 -2014 list of ‘Never Events’.
The document stating that amongst other criteria for a serious untoward incident to
be consider a ‘Never Event’ there must be:
‘Dexisting national guidance or safety recommendations, which if followed,
would have prevented this type of never event from occurring (for example,
for ‘Retained foreign object post procedure’ the referenced national
guidance is related to the peri-operative counting and checking processes
that would be expected to occur at the time of the procedure, including
suturing after a vaginal birth).109
However, while there is national guidance to reduce the risk of ‘Retained foreign
objects post procedure’ for vaginal births and perineal suturing110 and throat
106

D.. Standardise, educate, harmonise Commissioning the conditions for safer surgery - Report of the NHS England Never
Events Taskforce, 27 February 2014 at: http://www.england.nhs.uk/wp-content/uploads/2014/02/sur-nev-ev-tf-rep.pdf p.71
Accessed 26 April 2014
107
D., Never Events Framework 2009/10, National Patient Safety Agency, 2009 at:
http://www.nrls.npsa.nhs.uk/resources/?entryid45=59859 p.4 Accessed 26 April 2014
108
The phrase ‘national guidance’ is not defined in any of the Department of Health or NHS England ‘Never Event’ documents
cited in this report. It is expected however that the term ‘national guidance’ is used to denote that the advice must have been
produced or publicly endorsed by an appropriate government institution such as the Department of Health, NHS England,
National Patient Safety Agency, National Institute for Care and Excellence or Medicines, Healthcare Products Regulatory
Agency or the Care Quality Commission to have such status.
109
D.., The never events policy framework - An update to the never events policy, NHS England, October 2012 at:
https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/213046/never-events-policy-framework-updateto-policy.pdf And NHS England, Patient Safety Domain Team, The never events list; 2013/14 update, NHS England at:
http://www.england.nhs.uk/wp-content/uploads/2013/12/nev-ev-list-1314-clar.pdf p.2 Accessed 26 April 2014
110
...., Rapid Response Report, NPSA/2010/RRR012, Reducing the risk of retained swabs after vaginal birth and perineal
suturing, National Patient Safety Agency, 26 May 2010 at: http://www.nrls.npsa.nhs.uk/alerts/?entryid45=74113 Accessed 26
April 2014

24
This report is the property of Sheffield Teaching Hospitals NHSFT and it should not be reproduced in full or part without expressed permission. ©

packs,111 as noted earlier, there is none with regard to reducing the risks to patients
retaining swabs, instruments, needles and miscellaneous items used in
surgical/invasive procedures.
Evidence to support this assertion comes in an answer provided by NHS England,
with respect to a question the author of this report asked under the Freedom of
Information Act 2000 (FOIA), regarding national guidance to the NHS on the subject
of retained foreign objects by patients.112
‘I can confirm that NHS England has not published a model protocol which
explicitly states what procedural checks should be undertaken by staff in an
operating theatre to prevent swabs, instruments, needles and other
miscellaneous items used in surgery from being retained in a patient’s
body’.113
In addition, NHS England when again asked under the provisions of the FOIA by the
author of this report,114 as to what the national guidance or national safety
recommendations were that the Department of Health and NHS England was
referring to with respect to the core list of eight ‘Never Events’, replied that:115
‘The current policy framework and list of never events clearly identifies
relevant national guidance for each never event and the relevant links are
as follows:
‘http://www.idsc-uk.co.uk/docs-2012/never-events-policy-framework-update-to-policy.pdf
Accessed 26 April 2014
‘http://www.england.nhs.uk/wp-content/uploads/2013/12/nev-ev-list-1314-clar.pdf’
Accessed 26 April 2014

However, the guidance cited in the documents, found using the internet links
provided by NHS England in their response to the FOIA request, with regard to
reducing the risk of patients retaining foreign objects such as swabs, instruments,
needles and other miscellaneous items, is that produced by the AfPP for its
members. However, as noted earlier, the AfPP advice116 on those topics is not
national guidance117 as, for example, that published by the NPSA, NICE or NHS
England.
111
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AfPP to be national guidance but solely as advice for their members. This is because the AfPP have approached the Care
Quality Commission, Health Education England and the Department of Health with regard to having their guidance on reducing
the risk of patient’s retaining foreign objects recognised as national guidance and their request has been refused on each
occasion.

25
This report is the property of Sheffield Teaching Hospitals NHSFT and it should not be reproduced in full or part without expressed permission. ©

Thus since no detailed national guidance or national safety recommendations have
been produced with regard to reducing the risk of patients inadvertently retaining a
whole range of foreign objects, then clearly where such incidents occur they do not
meet the required ‘Never Event’ criteria. Therefore logically, none of the serious
patient safety incidents discussed in this report, which fit the category ‘Retained
instrument post-operation’, but for which there is no national guidance or national
safety recommendations, should have been categorised as a ‘Never Events’. This is
not to imply that such incidents are not very serious because they are. But to
contend that such patient safety incidents currently do not and never have met the
criteria specified for ‘Never Events’ by either the Department of Health118 or NHS
England.119
As there never has been any legal or detailed national guidance prescribing the
actions needed to reduce the risk of patients retaining a foreign objects, such as
swabs, instruments, needles and other miscellaneous items, NHS Trusts have
developed their own ‘good practice’ guidance protocols120 to manage those risks.
Thus the majority of the guidance used by healthcare professionals with respect to
reducing the risk of patients inadvertently retaining foreign objects at STH has been
developed in house.121 However, between January 2009 and August 2013 the
guidance produced by STH had to be updated four times. This was because
although the guidance was amended each time in the light of the serious untoward
incidents that had taken place patients continued to suffer from inadvertently
retained foreign objects.122
However, while each of the inadvertently retained foreign object incidents to be
discussed in this report were classified as ‘Never Events’, it should be noted, this
was because, in some cases, there was concern that if STH had disputed the
categorisation with their Commissioner of services it might have led to public
disquiet.123 The Department of Health having warned NHS Trusts that where
disputes arise between the Provider of NHS services and the Commissioners as to
whether or not an incident is a ‘Never Event’:
‘Patients and the public will rightly be concerned with any process that
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D., Never Events Framework 2009/10, National Patient Safety Agency, 2009 at:
http://www.nrls.npsa.nhs.uk/resources/?entryid45=59859 p.4 Accessed 26 April 2014
119
NHS England, Patient Safety Domain Team, The never events list; 2013/14 update, NHS England at:
http://www.england.nhs.uk/wp-content/uploads/2013/12/nev-ev-list-1314-clar.pdf p.2 Accessed 26 April 2014
120
For example, The Newcastle upon Tyne Hospitals NHS Foundation Trust at: http://www.newcastlehospitals.org.uk/downloads/policies/Nursing/CountProcedure201403.pdf uses a different method of presentation and model to
that of STH. As does the East Cheshire NHS Trust at: http://www.eastcheshire.nhs.uk/About-TheTrust/policies/P/Perioperative%20count%20policy%201559.pdf and so on. Accessed 26 April 2014
121
See for example the current guidance entitled: D.., ‘Surgical procedure checks for swabs, needles, instruments, digital
tourniquets and correct prosthesis within the operating theatre’, Operating Services, Critical Care and Anaesthesia, Sheffield
Teaching Hospitals NHS Foundation Trust, March 2013, version 4
122
The guidance provided by D..,Surgical procedure checks for swabs, needles, instruments, digital tourniquets and correct
prosthesis within the operating theatre’, Operating Services, Critical Care and Anaesthesia, Sheffield Teaching Hospitals NHS
Foundation Trust, was updated in February 2010, October 2010, June 2012 and March 2013 following serious untoward
incidents classified as ‘Never Events’.
123
Interview with STH Senior Manger 1, 10 December 2013
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focuses on who is and isn’t correct and which wastes public resources
rather than focusing on improving the care that is provided’.124
In addition, the Department of Health’s guidance on ‘Never Events’ states:
‘Boards, Chief Executives and Accountable Officers of each organisation
undertaking NHS-funded services must ensure that ?relevant staff to know
that if in doubt they report an incident as a never event and then
downgrade it later if investigation proves it not to be’.125
Therefore it was considered to be in the best interests of patients, public,
Commissioners, NHS and STH that where it was initially thought that a retained
foreign object incident had occurred it should be immediately report it as a ‘Never
Event’. At interview a senior manager stated that, ‘Din the grand scheme of things
we would rather over report than under report and be criticised’.126
On the other hand arranging for a ‘Never Event’ to be officially downgraded has
proved to be far more challenging than STH senior management had envisaged.127
Although this may be because although the Department of Health has recommended
that:
‘Commissioners and Providers, whether NHS Providers or independent
(which provide NHS care), discuss and agree a shared understanding for
implementation of the never event framework during the contract
negotiation phase each year’.128
However, the model for commissioning ‘Never Events’ as suggested by the
Department of Health129 has not been implemented by STH at the present time.130
Therefore, it should be remembered that the ‘Never Event’ framework is an important
part of the Standard NHS Contract131 which states that, ‘[t]he provider must ensure
Never Events do not occur?’.132 As a result where a serious untoward incident is
classified as a ‘Never Event’ STH faces the following consequences:
‘Drecovery by the Responsible Commissioner of the costs to that
Commissioner of the procedure or episode (or, where these cannot be
accurately established, £2,000) plus any additional charges incurred by that
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Department of Health / Patient Safety, The Never Events Policy Framework: an update to the never events policy,
Department of Health, 29 October 2013, at: http://www.idsc-uk.co.uk/docs-2012/never-events-policy-framework-update-topolicy.pdf p.39 Accessed 26 April 2014
125
Ibid, p.9
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Interview with Senior Manager (8), 11 December 2013
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Interview with STH Senior Manger 1, 10 December 2013
128
Department of Health / Patient Safety, The Never Events Policy Framework: an update to the never events policy,
Department of Health, 29 October 2013, at: http://www.idsc-uk.co.uk/docs-2012/never-events-policy-framework-update-topolicy.pdf pp.10-11 Accessed 26 April 2014
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Ibid, p.11
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Interview with STH Senior Manger 1, 10 December 2013
131
Department of Health / Patient Safety, The Never Events Policy Framework: an update to the never events policy,
Department of Health, 29 October 2013, at: http://www.idsc-uk.co.uk/docs-2012/never-events-policy-framework-update-topolicy.pdf paragraph 3.2 Accessed 26 April 2014
132
D.., ‘Service Standards’, NHS Standard Contact 2014/2015: ‘Service Conditions’, NHS England, December 2013 at:
http://www.england.nhs.uk/wp-content/uploads/2013/12/sec-b-cond-1415.pdf p.6, paragraph SC 3.1.4 Accessed 26 April
2014
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Commissioner (whether under this Contract or otherwise) for any corrective
procedure or necessary care in consequence of the Never Event’133
Thus, while there is no national guidance regarding reducing the risk of patients
inadvertently retaining swabs, instruments, needles and other miscellaneous items
used in surgical/invasive procedures NHS Trusts have a contractual obligation to
prevent ‘Never Events’ from occurring.
Hence, all published national guidance with regard to the prevention of ‘Never
Events’ must be implemented by STH if it wishes to avoid the financial
consequences associated with such serious untoward incidents. This is because a
failure to implement national guidance that would have prevented a ‘Never Event’
from occurring is part of the criteria for declaring an incident a ‘Never Event’. And,
STH must try to prevent ‘Never Events’ from occurring as it is a contractual
obligation.
At the present time however the clinical procedures intended to prevent the
inadvertent retention of foreign objects by users of STH clinical services have the
status of guidance and therefore their implementation at STH by healthcare
professionals is discretionary.
World Health Organisation safer surgery checklist
On the 26 January 2009 the NPSA, formally abolished on 1 October 2012,134 issued a
Patient Safety Alert entitled ‘WHO [World Health Organisation] Surgical Safety
Checklist’135 which replaced the ‘Correct Site Surgery Alert’ published in 2005 in
conjunction with the Royal College of Surgeons of England.136 The NPSA Alert
stated that:
‘A core set of safety checks has been identified in the form of a WHO
Surgical Safety Checklist for use in any operating theatre environment. The
checklist is a tool for the relevant clinical teams to improve the safety of
surgery by reducing deaths and complications.
‘The National Patient Safety Agency (NPSA), in collaboration with a multiprofessional expert reference group, has adapted the checklist for use in
England and Wales (see overleaf). This checklist contains the core content
but can be adapted locally or for specific specialties through usual clinical
governance procedures’.137
133

D.. ‘Quality requirements, Schedule Part 4 D’ , NHS Standard Contact 2014/2015: Particulars, version 11, NHS England,
December 2013 at: http://www.england.nhs.uk/wp-content/uploads/2013/12/sec-a-part-1415.pdf p.54 Accessed 26 April 2014
134
?.., National Patient Safety Agency, Annual Report and Accounts - For the six months ended 30 September 2012, HC
1084, The Stationary Office, 2013 at: http://www.official-documents.gov.uk/document/hc1213/hc10/1084/1084.pdf p.4
Accessed 26 April 2014
135
D.., ‘Patient Safety Alert UPDATE’, WHO Surgical Safety Checklist, National Patient Safety Agency,
26 January 2009 at: http://www.nrls.npsa.nhs.uk/alerts/?entryid45=59860 A copy of the NPSA ‘WHO Surgical Safety Checklist’
can also be found at Appendix 2 Accessed 3 May 2014
136
D.., ‘Correct site surgery’, Patient safety alert, National Patient Safety Agency and Royal College of Surgeons of England,
2 March 2005 at:
http://www.google.is/url?sa=t&rct=j&q=&esrc=s&frm=1&source=web&cd=7&cad=rja&ved=0CFgQFjAG&url=http%3A%2F%2Fw
ww.sbns.org.uk%2Findex.php%2Fdownload_file%2Fview%2F18%2F112%2F&ei=fvHbUqutHOSm0AXFpIC4Bw&usg=AFQjCN
Hy_qQ1mqiYs2foF69fSy9OyxXnXg Accessed 26 April 2014
137
D.., ‘Patient Safety Alert UPDATE’, WHO Surgical Safety Checklist, National Patient Safety Agency,
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The date chosen for the NPSA ‘WHO Surgical Safety Checklist’ Alert to be
implemented by NHS Trusts in England and Wales was the 1 February 2010.
However, for a variety of reasons, not least of all the size of the task in large NHS
Trusts, this was not completed at STH until March 2010.138 It should also be noted
that on the 11 November 2010 the NPSA, in collaboration with the Royal College of
Obstetricians and Gynaecologists, published a ‘WHO Surgical Safety Checklist for
Maternity Cases ONLY’.139 (Emphasis in the original)
At the present time STH uses five locally adapted versions of the two NPSA ‘WHO
Surgical Safety Checklist’ in the main operating theatre complexes. One version of
the STH ‘Surgical Safety Checklist’ is used for the majority of operations,140 while
four others have been designed to address the patient safety requirements of
specific surgical/invasive procedures. These are the ‘Surgical Safety Checklist’ for
renal transplants,141 cardiac,142 obstetric143 and minor surgery.144
Although each of the five different STH Surgical Safety Checklist’ do have some
differences in the checks that are made they all consist of the same three stages:
‘Sign in’ checks which take place before the patient is anaesthetised; ‘Time out’
checks that occur before a surgeon makes the first incision and ‘Sign Out’ checks
which occur before the patient leaves the operating theatre. With respect to
reducing the risk of patients inadvertently retaining foreign objects one of the ‘Sign
out’ checks is ‘Has the instruments, swabs and sharps count been completed?’145 It
should also be noted that all the ‘Safer Surgery Checklist’ documents are subject to
version control.
In addition, to the ‘WHO Surgical Safety Checklist’ in December 2010 the NPSA
published another document entitled ‘‘How to Guide’- Five Steps to Safer Surgery,146
in which the three steps of the ‘WHO Surgical Safety Checklist, i.e. ‘Sign in’, ‘Time
out’ and ‘Sign out’147 were to be augmented by two further steps. The first of these
was the addition of a ‘team briefing’ period prior to the commencement of an
operating session. The idea being that it is a simple way to encourage members of a
surgical team to share information about the patients scheduled for surgery and to
discuss any safety issues. The second step was the addition of a ‘team debriefing’
period at the end of an operating list so a surgical team can review any issues that
have arisen during the course of that operating session.148

26 January 2009 at: http://www.nrls.npsa.nhs.uk/alerts/?entryid45=59860 Accessed 26 April 2014
138
Interview with STH Senior Manger 1, 10 December 2013
139
D.. WHO Surgical Safety Checklist for maternity cases Only’, National Patient Safety Agency, 11 November 2010 at:
http://www.nrls.npsa.nhs.uk/resources/?entryid45=83972 - see Appendix 3 Accessed 26 April 2014
140
A copy of the STH Surgical Safety Checklist’ for most surgical procedures can be found at Appendix 4
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A copy of the STH Surgical Safety Checklist’ for renal transplant surgery can be found at Appendix 5
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A copy of the STH Surgical Safety Checklist’ for cardiac surgery can be found at Appendix 6
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A copy of the STH Surgical Safety Checklist’ for obstetric surgery can be found at Appendix 7
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A copy of the STH Surgical Safety Checklist’ for minor surgery can be found at Appendix 8
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See Appendices 3 - 8
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D.., ‘How to Guide’ Five Steps to Safer Surgery, National Patient Safety Agency, December 2010 at:
http://www.nrls.npsa.nhs.uk/resources/collections/10-for-2010/five-steps-to-safer-surgery/?entryid45=92901 Accessed 26 April
2014
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See Appendix 2
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How to Guide’ Five Steps to Safer Surgery, National Patient Safety Agency, December 2010 at:
http://www.nrls.npsa.nhs.uk/resources/collections/10-for-2010/five-steps-to-safer-surgery/?entryid45=92901 p.14 Accessed 26
April 2014
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Therefore before an operating list starts national guidance advises surgical teams at
STH to hold a ‘team briefing’ session. After which the ‘WHO Surgical Safety
Checklist’ should be used to ensure all relevant patient safety checks have been
carried out. The use of the ‘WHO Surgical Safety Checklist’ should be explicitly
recorded either in a patient’s medical notes or in some other way.149
At the end of an operating list the surgical and operating theatres teams should have
a ‘debriefing’ session.
The surgical ‘team brief’ was introduced to STH in December 2010 and the ‘team
debrief’ launched in September 2013. Thus, all surgical and theatre teams working
in the main operating theatres at STH should now be following the Five Steps to
Safer Surgery150 process.
With regard to the use of the WHO checklist principles outside of main theatres151
‘Patient Safety First’ provides the following guidance:
‘The immediate requirement of the NPSA Alert (January 2009) is that the
checklist is used for all patients undergoing a surgical procedure on an ‘in
patient’ or day case requiring general, local anesthesia or sedation. This
includes therefore endoscopy, interventional radiology and dermatological
procedures’.152
The Department of Radiology at STH has a surgical safety checklist that follows the
WHO checklist principles.153 On the other hand the Endoscopy Department also use
a safety check list but it is not based upon WHO checklist principles 154
It should be noted however that from a corporate perspective the ‘Five Steps to
Safer Surgery’ are discretionary procedures which healthcare professional at STH
are not bound to follow.
Reducing the risk of patients retaining a foreign object post procedure
The guidance to surgical and operating theatres teams on how to reduce the risk of a
patient suffering from an inadvertently retained foreign object in the main theatre
complexes at STH is in a standardised document entitled: ‘Surgical procedure
checks for swabs, needles, instruments and correct prosthesis within the operating
theatre’155 (Swab Checks). Although not mentioned in the title this document also
149
150

Ibid, p.5

D.., How to Guide’ Five Steps to Safer Surgery, National patient safety Agency, December 2010 at:

http://www.nrls.npsa.nhs.uk/resources/collections/10-for-2010/five-steps-to-safer-surgery/?entryid45=92901 Accessed 26 April
2014
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D.., Terms of Reference for an External Review of Never Events in Interventional Procedures co-commissioned by
Sheffield Teaching Hospitals NHS Foundation Trust and Sheffield Clinical Commissioning Group, item 1
152
D.. ‘9. Is the checklist to be used for all surgical procedures?’, Surgical Safety Checklist Frequently asked questions
Patient Safety First at: http://www.patientsafetyfirst.nhs.uk/Content.aspx?path=/interventions/Perioperativecare/ChecklistFAQs/
Accessed 26 April 2014
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Interview with STH senior manger 7, 11 December 2013, A copy of the STH ‘Surgical Safety Checklist’ for Radiological
Interventions can be found at Appendix 9
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Interview with STH senior manger 6, 11 December 2013
155
D.., Surgical procedure checks for swabs, needles, instruments and correct prosthesis within the operating theatre, version
1, Critical Care, Anaesthesia, Operating Services and Sterile Services, STH, issued January 2009
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contains the NPSA safety recommendations regarding the insertion and removal of
throat packs.
The document was first issued in January 2009 and has been updated on four
separate occasions because patients have inadvertently retained foreign objects
following a surgical/invasive procedure. As with the ‘Safer Surgery Checklist’
document this guidance is also subject to version control.
Guidance to reduce the risk of women inadvertently retaining a foreign object
following a vaginal birth or perineal suturing can be found in a document entitled
‘Swab and needle counting at vaginal birth and perineal suturing’.156 The guidance
in this document is based upon the NPSA advice noted above and STH Swab
Checks. Like the ‘Safer Surgery Checklist’ and Swab Checks this document is also
subject to version control.
Each of the ‘Safer Surgery Checklist’ ‘Sign out’ procedures also contains questions
intended to reduce the risks of a patient inadvertently retaining a foreign object.157
Assurance checks
Assurance to the senior management of STH that the ‘Five Steps to Safer Surgery’
and ‘Surgical procedure checks for swabs, needles, instruments and correct
prosthesis within the operating theatre’ are being employed as envisaged in all main
operating theatres complexes is provided through the use of unannounced
randomised spot checks and formal audits.158 The same process is also used to
provide assurance to senior management regarding compliance with the guidance
provided by Swab and needle counting at vaginal birth and perineal suturing’.159
However, neither the Radiology nor Endoscopy Departments are subjected to such
assurance checks at the present time.160
The teams of perioperative practitioners who carry out the spot checks and formal
audits only undertake those duties in locations where they do not work. Thus the
teams do not evaluate their own colleagues and a level of independence is achieved.
Moreover, the teams undertaking these assurance tasks have been briefed to treat
them as a learning exercise. Thus, should non-compliances be noted during an
evaluation then the perioperative practitioner(s) concerned will receive immediate
on-the-job training with regard to issues that have arisen.161
Safer Surgery clinical audits have reported that:162
Swab Checks compliance rate:
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D.. ‘Swab and needle counting at vaginal birth and perineal suturing’, Jessop Wing Maternity Services Clinical Practice
Guideline, Version 1, September 2011
See Appendices 3, 4, 5, 6, 7 and 8
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Count procedure - 89%. However, on occasions the operating theatre staff
had to be prompted
Team brief compliance rate:
Relevant team members present – 80%
Surgical Safety Checklist compliance rate:
‘Sign in’ - 80%
‘Time out’ - 91%
‘Sign out’ - 69%
At the time the audits noted above were undertaken the ‘team brief’ element of ‘Five
Steps to Safer Surgery’ had not been implemented at STH.
The last formal audit regarding with reference to ‘Swab and Needle Counting at
Vaginal Birth, Perineal Suturing and Instrumental Deliveries’ reported that:163
Normal vaginal delivery compliance rate:
Swab Counts – 72.5%
Infiltration needle counts - 62.7%
Counts should be undertaken by two members of staff – 49%
Instrumental vaginal delivery compliance rate:
Swab counts – 90%
Infiltration needle counts – 90%
Counts should be undertaken by two members of staff – 40%
Perineal Suturing compliance rate:
Swab Counts – 92.2%
Tampon counts – 92.2%
Infiltration needle counts – 92.2%
Suture needle count – 92.2%
Counts should be undertaken by two members of staff – 57%

163

D.. Re- Audit of Jessop Wing Guideline for Swab and Needle Counting at Vaginal Birth, Perineal Suturing and Instrumental
Deliveries, April 2013
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Learning from inadvertent untoward incidents
STH is committed to learning from inadvertent untoward incidents and has a number
of detailed policy documents dedicated to that purpose. These are the ‘Incident
Management Policy’,164 ‘Serious Untoward Incident Policy’,165 ‘Learning from
Incidents, Inquests, Claims and Complaints Process’.166 While the ‘Healthcare
Governance Arrangements Policy’ sets out:
‘?the local healthcare governance structures, systems and processes that
clinical directorates and corporate departments need to have in place. This
will ensure consistency across the organisation and enable local
governance arrangements to meet statutory, regulatory, and Trust
requirements’.167
Taken together this suite of documents provides STH with a comprehensive set of
behaviours and organisational structures which facilitates learning from untoward
incidents.
‘Incident Management Policy’
The incident management policy sets out a framework of general principles,
management accountabilities and specific procedures that must be followed when
any form of inadvertent untoward incident or near miss take place within STH’s
sphere of control.
In the first instance an inadvertent untoward incident or near miss will be reported by
a member of staff to line management and documented. It is then categorised
according to the ‘Guidelines for grading incidents’.168 The level of investigation to be
undertaken by STH is dependent on the severity of the incident. Incidents that are
classified as ‘Major’ or ‘Catastrophic’ will be reported to the ‘Serious Untoward
Incident Group’ (comprised of STH senior management) who will determine what the
most appropriate investigation process will be, for example, internal or external
review. This group will also decide whether any external bodies, for example, the
Medicines and Healthcare products Regulatory Agency (MHRA) or NHS England
need to be informed about an untoward incident.
Inadvertent untoward incidents where the severity is graded as ‘moderate’ or less will
be managed and investigated by staff in the directorate where the untoward incident
occurred, for example, Surgical Services or Obstetrics, Gynaecology, Neonatology.
Following an inadvertent untoward incident the patient and their families are
informed as quickly as possible regarding what has occurred in line with STH
guidance on being open.169 While the member(s) of STH staff involved in an
164
165
166

D.. ‘Incident Management Policy’, Sheffield Teaching Hospitals NHS Foundation Trust, version 7, 2013
D.. Serious Untoward Incident Policy’ Sheffield Teaching Hospitals NHS Foundation Trust, version 1, 2013

D.. ‘Learning from Incidents, Inquests, Claims and Complaints Process,’ Sheffield Teaching Hospitals NHS Foundation
Trust, version 2.1, 2009
167
D.. ‘Healthcare Governance Arrangements Policy’, Sheffield Teaching Hospitals NHS Foundation Trust, version 1.1, 2013
168
D.. ‘Guidelines for grading an incident’, ‘Incident Management Policy’, Sheffield Teaching Hospitals NHS Foundation Trust,
version 7, 2013
169
D.. ‘Being Open Guidance’, ‘Incident Management Policy’, Sheffield Teaching Hospitals NHS Foundation Trust, version 7,
2013
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inadvertent untoward incident will receive support as per ‘Supporting Staff Involved
In Incidents, Complaints and Claims Policy’.170
Incident management training is mandatory for all staff at STH. However, the
sophistication of that training is dependent on the responsibilities and the risks
associated with the role of each staff member.
The monitoring of compliance with the ‘Incident Management Policy’ is via the
‘Healthcare Governance Risk Management Audit Programme’ which is set by the
‘Patient and Healthcare Governance Department’ each year.
It should be noted ‘Never Events’ are not discussed in the ‘Incident Management
Policy’.
‘Serious Untoward Incident Policy’
Where an inadvertent untoward incident is graded as major or catastrophic the
‘Serious Untoward Incident Policy’ is used in its management. The policy sets out
management accountabilities, reporting arrangements and the actions that must be
taken once an inadvertent untoward incident has been categorised as serious.171
As noted above, the ‘Serious Untoward Incident Group’ will be informed and
depending on legal and regulatory requirements decided how the incident is to be
managed. However, on these occasions as with ‘Never Events’ the Commissioners
of STH services are always informed. Moreover, regardless of whether or not a
patient has suffered any harm a ‘Never Event’ is always categorise as an inadvertent
serious untoward incident and must be investigated.
A root cause analysis methodology is always used in the investigation of inadvertent
serious untoward incidents and ‘Never Events’.
Although the ‘Serious Untoward Incident Policy’ contains provisions for dealing with
a serious incident it also repeats some of the arrangement discussed in the ‘Incident
Management Policy’ such as the guidance on being open with patients and families,
supporting staff and mandatory training requirements.
The monitoring of inadvertent serious untoward incidents is undertaken weekly by
the ‘Serious Untoward Incident Group’ while monthly updates are provided to the
Board of Directors and the Executive Group. Lessons that have been learned and
the progress or the lack of it with respect to the implementation of investigation
recommendations is also discussed.
Compliance with this policy is monitored in the same way as the ‘Incident
Management Policy’.

170

D.. ‘Supporting Staff Involved In Incidents, Complaints and Claims Policy’, Sheffield Teaching Hospitals NHS Foundation
Trust, version 1, 2012
171
See Appendix 10 which outlines the complete process
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‘Learning from Incidents, Inquests, Claims and Complaints Process’
Without doubt a patient sustaining inadvertent harm is the most distressing and
expensive way for healthcare professionals172 and the NHS to learn lessons.173 It is
therefore of the utmost importance that the maximum amount of information is
derived from such events. To this end the ‘Learning from Incidents, Inquests, Claims
and Complaints Process’174 document comprehensively details the way in which
incidents, complaints, claims and inquests will be analysed and reported across STH
and at operational levels.
Reporting takes place at least four times a year and consists of both qualitative and
qualitative analysis of incidents, complaints, claims and inquests. Where specific
concerns are raised over a particular incident, complaint, claim or inquest a more
detailed analysis is performed. The results of all the analyses undertaken are
shared across STH Directorates and where appropriate with external bodies such as
STH’s Commissioners, South Yorkshire networks, specialist clinical networks and
NHS England. Thus the aim of this work is to reduce the risk to patients of
sustaining inadvertent harm at STH within the wider healthcare community and
nationally.
Compliance with this document is monitored in the same way as the ‘Incident
Management Policy.
Policy and guidelines
Broadly speaking from a corporate perspective within STH there are two ways in
which senior management seeks to govern the activities that staff undertake. The
first is by the use of STH corporate policy defined in the following way:
‘Policy - A statement of corporate intent explicitly stating responsibility and
accountability. It is not open to interpretation or professional judgment and is
non-negotiable. It may result from national or local directives and provides a
framework within which individuals or specific groups must work’.175
(Emphasis in the original)
Thus STH policy statements are mandatory. Where a STH policy is not complied
with senior management could consider taking disciplinary action against the
person(s) responsible depending on the circumstances surrounding their noncompliance.
The second way is through a STH corporate guideline which is defined as follows:
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Collins, N., ‘Surgeon ‘hanged himself after operation error’, The Telegraph, 21 June 2011 at:
http://www.telegraph.co.uk/news/uknews/8590360/Surgeon-hanged-himself-after-operation-error.html Accessed 26 April 2014
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Parry, L., ‘NHS surgery blunders DOUBLE in a decadeD’, Mail Online, 26 December 2013 at:
http://www.dailymail.co.uk/news/article-2530261/NHS-surgery-blunders-DOUBLE-decade-5-000-people-year-hospital-bungledtreatment.htm Accessed 26 April 2014
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D.. ‘Learning from Incidents, Inquests, Claims and Complaints Process’, Sheffield Teaching Hospitals NHS Foundation
Trust, version 2.1, 2009,
175
D.. ‘Definitions’, Policy for the Development, Approval, Management and Dissemination of Trust Controlled Documents,
Sheffield Teaching Hospitals NHS Foundation Trust, version 7, 2012, p. 7
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‘Guideline - This gives systematically developed recommendations for
practice, which are based on evidence and referenced (if possible). It guides
professionals and allows individuals to use their professional judgment and
decision-making skills. It is flexible and acts as a support and guide, it is not
prescriptive’.176 (Emphasis in the original)
Therefore should a STH corporate guideline be infringed there is no prospect of
senior management considering disciplinary action.
During the External Review it has been stated on numerous occasions that senior
management want all healthcare professionals at STH to comply at all times with the
guidance provided to reduce the risk of ‘Never Events’. Except where there are
robust clinical patient safety reasons for not heeding the practices recommended.
However, at the present time those recommended practices are in the form of
guidelines and therefore healthcare professionals have discretion as to whether or
not they are employed.
As discussed above the Safer Surgery Audits that have been undertaken on ‘Swab
Checks’,’ team brief’ and the ‘Surgical Safety Checklist’ show that highest
compliance rate was 91% . While the compliance rate of the ‘sign out’ element of
the ‘Safer Surgery Checklist’ was only 69%.177
Audits undertaken with respect to ‘Swab and Needle Counting at Vaginal Birth,
Perineal Suturing and Instrumental Deliveries’ show that the highest compliance rate
for a given procedure was 92.2% and the lowest 40%.178
Training: ‘Five steps to Safer Surgery’ and Swab Checks
Consultant Surgeons and surgical trainees receive no formal training on the ‘Five
steps to Safer Surgery’ or Swab Checks.
Anaesthetists are provided with formal training on the ‘Five steps to Safer Surgery’
on their Induction Course at STH but the recording of those who have received such
training is inconsistent. Anaesthetists do not receive any formal training on Swab
Checks.
The majority of Operating Department Practitioners (ODP) are trained in their role at
STH and therefore receive formal training on both the ‘Five Steps to Safer Surgery’
and Swab Checks as part of their ODP training. Any ODP’s not trained at STH
receive ‘Five steps to Safer Surgery’ and Swab Checks training as part of their
Induction Course as do all theatre nurses.179

176

D.. ‘Definitions’, Policy for the Development, Approval, Management and Dissemination of Trust Controlled Documents,
Sheffield Teaching Hospitals NHS Foundation Trust, version 7, 2012, p. 7
177
E-mail - 28 February 2014, from senior manager 1 – PPT presentation entitled ‘Safer Surgery Audits’, September 2013
178
E-mail – 3 March 2014, from senior manager 1, Re-Audit of Jessop Wing Guideline for Swab and Needle Counting at
Vaginal Birth, Perineal Suturing and Instrumental Deliveries, April 2013
179
E-mail 6 March 2014, from senior manager 1 re-training in ‘Five Steps to Safer Surgery’ and Swab Checks at STH
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All midwives who undertake perineal repairs receive training which includes being
taken through the guideline. Trainee doctors also receive the guideline as part of
their Induction Course. 180
Comments
Providing the relevant recommendations extant in national guidance have been
implemented at an NHS England Trust serious untoward patient safety incidents are
not to be classified as a ‘Never Event’.
The nomenclature and description of a serious untoward incident ‘Never Event’
where patients inadvertently retain a foreign object following a surgical/invasive
procedure has changed over time. Thus, although a patient has inadvertently
retained a foreign object it may not have been classified as a ‘Never Event’ because
the definition181 at the time it occurred did not encompass the specific circumstances
in which it took place. Similarly, an incident originally classified as a retained foreign
object ‘Never Event’ might, because of a change in the definition, no longer qualify
for that classification.
National guidance has been published by NICE and the NPSA to reduce the risk of
patients inadvertently retaining foreign objects following perineal suturing. The
NPSA has also published national guidance on how to reduce the risk of a patient
inadvertently retaining a throat pack and on the ‘Five Steps to Safer Surgery’
process which includes the use of the ‘WHO Safer Surgery Checklist’.
National guidance has not however been published on how to reduce the risk of
patients in England inadvertently retaining swabs, instruments, needles and other
sundry items used in surgical/invasive procedures with respect to the ‘Never Events’
- ‘Retained instrument post-operation’ and ‘Retained foreign object post-procedure’.
The guidance published by the AfPP182 and cited in Department of Health and NHS
England documents in relation to the ‘Never Event - ‘Retained instrument postoperation’ and ‘Retained foreign object post-procedure’ does not constitute formal
national guidance since the purpose of the AfPP recommendations are to advise
their members. Notwithstanding that the Care Quality Commission, Health
Education England and Department of Health have all refused to grant the AfPP’s
recommendations national guidance status.
Hence at the present time there is no published detailed legal or national guidance
on how NHS Trusts should manage the risk of patients inadvertently retaining foreign
objects except in three specific cases, i.e. vaginal births, perineal suturing and throat
packs. It would appear therefore that the majority of incidents which have occurred
at STH in the ‘Retained instrument post-operation’ and ‘Retained foreign object post180

E-mail 11 March 2014 from senior manager 1 re-training in D.. ‘Swab and needle counting at vaginal birth and perineal
suturing’, Jessop Wing Maternity Services Clinical Practice Guideline, Version 1, September 2011
As advised by the Department of Health or NHS England
182
D.., Standards and Recommendations for Safe Perioperative Practice, The Association of Perioperative Practice, 2007;
D.., Swab, needles and instrument counts: Managing the risk, Association of Perioperative Practice, October 2007;
D.., Standards and recommendations for safe perioperative Practice 2011, The Association for Perioperative Practice, 2011
can be purchased at: http://www.afpp.org.uk/books-journals/books/book-123 and D.., Accountable items, swab, instruments
and needle counts, Association of Perioperative Practice, October 2012 at: http://www.afpp.org.uk/careers/Standards-Guidance
181
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procedure’ categories should never have been classified as ‘Never Events’. This is
because they do not fulfil the criteria stipulated by the Department of Health or NHS
England to be categorised in such a way. All such events are of course serious
untoward incidents and should always be fully investigated.183
Standardised ‘Safer Surgical Checklist’[s] based on WHO principles have been
developed and implemented for each of the surgical specialities which use the main
STH operating theatre complexes. The Radiology Department has also developed
and implemented its own ‘Safer Surgical Checklist’ based on WHO checklist
principles. However, the safety checklist used in the Endoscopy Department is not
based upon the WHO checklist principles.
The ‘Five Steps to Safer Surgery’ process has now been fully implemented and
should be undertaken in all the main operating theatre complexes and the Radiology
Department.
The Department of Health’s advice encouraging NHS Trusts to report serious
untoward incidents as ‘Never Events’ with the emphasis on downgrading the event if
it should, after careful consideration, not meet the required criteria may have led
STH to over report such incidents to the Commissioners.
The downgrading of a ‘Never Event’ is proving to be far more challenging than the
senior management at STH expected. However, the reason for this may be that the
‘Never Event’ commissioning model suggested by the Department of Health for
managing such incidents has not been implemented by STH at the present time.
The provisions set out in the NHS Standard Contract regarding ‘Never Events’ make
the implementation of national guidance regarding such incidents a contractual
obligation which if not performed has and will continue to result in STH sustaining
financial penalties in the form of unrecoverable costs.
At the present time all the procedures in place at STH to reduce the risk of patients
inadvertently retaining foreign objects, including those which carry national guidance
status, are from a corporate governance perspective discretionary.
The checks which are performed to obtain assurance for STH senior management,
with regard to operating theatre practices regarding the inadvertent retention of
foreign objects by patients and the ‘Five Steps to Safer Surgery’ procedures in the
main operating theatre complexes, consist of unannounced randomised spot checks
and formal audits undertaken by qualified senior perioperative personnel.
The Department of Radiology and Endoscopy are not subject to spot checks and
formal audits at the present time.
To date the formal audits that have been conducted at STH with reference to ‘Five
Steps to Safer Surgery’, ‘Surgical procedure checks for swabs, needles, instruments
and correct prosthesis within the operating theatre’ and ‘Swab and needle counting
183

Patient Safety Domain Team, Nursing Directorate, Serious Incident Framework March 2013, NHS England , update to the
2010 framework published by the NHS Commissioning Board at: http://www.england.nhs.uk/wp-content/uploads/2013/03/sifguide.pdf Accessed 26 April 2014
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at vaginal birth and perineal suturing’ have found that the compliance rates for these
procedures are all less than 100%. The range was 92.2% to a low of 40%.
There is a suite of documents that provide detailed guidance as to how STH will
learn from all untoward incidents including ‘Never Events’.
Although repeated attempts were made to stop patients from suffering from
inadvertently retained foreign objects at STH, they continued to take place. This, it
could be argued, is tentative empirical evidence to support the concept of
‘equifinality’ discussed earlier and the unrelenting nature of human fallibility.
Consultant Surgeons and their surgical trainees receive no formal training at STH on
the ‘Five Steps to Safer Surgery’ procedure or Swab Checks.
Anaesthetists receive training on the ‘Five Steps to Safer Surgery’ on their ‘Induction
Course’ but the recording of who has received the training is inconsistent.
Anaesthetists do not receive any training on Swab Checks.
Operating Department Practitioners receive training on ‘Five Steps to Safer Surgery’
and Swab Checks as part of their STH training or on an Induction Course if they
should join STH from another Trust. Theatre nurses receive training on both
documents as part of their Induction Course
No whole surgical and operating theatre team training is carried out on the ‘Five
Steps to Safer Surgery’ or Swab Checks at STH although there is evidence which
suggests that it has ‘Dutility in enhancing team communication and cohesion’.184, 185,
186
While the ‘NHS England Surgical Never Events Task Force Report’ concludes
that ‘Dteams that work together must, at appropriate stages, learn together’.187
Midwives who undertake perineal repairs at STH receive training on how to
undertake the procedure which incorporates employing the STH ‘Swab and needle
counting at vaginal birth and perineal suturing’ guideline. Trainee doctors are
supplied with the guideline on their Induction Course. 188
It should be noted that the ‘Sign out’ process of the ‘Surgical Safety Checklist’ cannot
prevent patients retaining foreign objects where operating theatre staff perceive the
count to be correct. It does however reduce the risk of such an untoward incident
occurring because a count was not carried out as the result of an oversight.189
184

Gillespie, B. M., Chaboyer, W and P. Murry, ‘Enhancing communication in surgery through team training interventions: a
systematic literature review’, AORN .J, Vol.92(6), December 2010 at: http://www.ncbi.nlm.nih.gov/pubmed/21130202 abstract
Accessed 26 April 2014
185
Amour, F. R., Bramble, J. D and R. Macquillan, ‘Team training can improve operating theatre performance’, Surgery ,
Vol.150(4), October 2011 at: http://www.ncbi.nlm.nih.gov/pubmed/22000190 abstract Accessed 26 April 2014
186
See.’ Whole team training’, Association of Perioperative Practitioners at: http://www.afpp.org.uk/events/wtt and Appendix
12 Accessed 26 April 2014
187
D.. Standardise, educate, harmonise Commissioning the conditions for safer surgery - Report of the NHS England Never
Events Taskforce, 27 February 2014 at: http://www.england.nhs.uk/wp-content/uploads/2014/02/sur-nev-ev-tf-rep.pdf p.76
Accessed 26 April 2014
188
E-mail 11 March 2014 from senior manager 1 re-training in D.. ‘Swab and needle counting at vaginal birth and perineal
suturing’, Jessop Wing Maternity Services Clinical Practice Guideline, Version 1, September 2011
189
de Vries, E. N., Prins, H. A., Bennink, M.C. et al, ‘Nature and timing of incidents intercepted by SURPASS checklist in
surgical patients, BMJ Qual Saf, Vol. 21, 2012, pp.503-8, cited in Rydenfält, C., Åsa, E and P. A. Larsson, ‘Safety checklist
compliance and a false sense of safety: new directions for research’, BMJ Qual Saf, Vol.23, 2014, p.183
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In a recent study which examined the use of the WHO checklist in the UK and Africa
it was stated that:
‘It cannot be assumed that the introduction of a checklist will automatically
lead to improved communication and clinical processes’.190
Similarly, another study examining the effectiveness of the WHO checklist came to
the conclusion:
‘The checklist is a weak type of safety barrier that is easily put out of
function and is vulnerable to normalisation of deviance, especially those
parts that are not perceived as important to all users’.191
While a more recent study which evaluated patient outcomes in the first three
months following the mandatory use of ‘Surgical Safety Checklist’ in acute hospitals
in Ontario, Canada concluded that:
‘Implementation of surgical safety checklists in Ontario, Canada, was not
associated with significant reductions in operative mortality or
complications’.192
However, it should be noted that in an Editorial reply to the Ontario study Leape
suggests that:
‘The likely reason for the failure of the surgical checklist in Ontario is that it
was not actually used. Compliance was undoubtedly much lower than the
reported 98%...Even if full implementation did occur, it is unlikely that an
effect would have been seen within 3 months’.193
Hence while ‘Surgical Safety Checklists’ may194 or may not195 be a useful tool what is
certain is that they cannot prevent inadvertent human error from occurring when a
surgical/invasive procedure is undertaken. However new technologies such as bar
coding and the radio frequency identification of medical equipment used in
surgical/invasive procedures could assist in reducing the risks to patients of
inadvertently retaining foreign objects.

190

Aveling, E-L., McCulloch, P and M. Dixon-Woods, ‘A qualitative study comparing experiences of surgical safety checklists in
hospitals in high-income and low-income countries’, BMJ Open, 2013;3:e003039. doi:10.1136/bmjopen-2013-003039 at:
http://bmjopen.bmj.com/content/3/8/e003039.full.pdf+html Abstract
191
Rydenfält, C., Åsa E and Per Anders Larsson, ‘Safety checklist compliance and a false sense of safety: new directions for
research’, BMJ Qual Saf, Vol.23, 2014, p.185
192
Urbach, D. R., Govindarajan, A., Saskin, R., et al, ‘Introduction of Surgical Safety Checklists in Ontario, Canada’, The New
England Journal of Medicine, Vol. 370, 13 March 2014 at: http://www.nejm.org/doi/full/10.1056/NEJMsa1308261 Abstract
193
Leape, L. L., ‘The checklist conundrum’, Editorials, The New England Journal of Medicine, Vol. 370, 13 March 2014, p.1064
194
D.. Standardise, educate, harmonise Commissioning the conditions for safer surgery - Report of the NHS England Never
Events Taskforce, 27 February 2014 at: http://www.england.nhs.uk/wp-content/uploads/2014/02/sur-nev-ev-tf-rep.pdf p.54
195
Urbach, D. R., Govindarajan, A., Saskin, R., et al, ‘Introduction of Surgical Safety Checklists in Ontario, Canada’, The New
England Journal of Medicine, Vol. 370, 13 March 2014 at: http://www.nejm.org/doi/full/10.1056/NEJMsa1308261 pp.1029-1037
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Section 3: Theory in use at STH
As described earlier there are two guidance documents by which STH seek to
reduce the risk of a patient inadvertently retaining a foreign object following a
surgical/invasive procedure and improve patient safety. These are the WHO ‘Safer
Surgical Checklist’ which has been appropriately adapted and standardised so as to
fit the particular needs of renal transplant,196 cardiac surgery,197 obstetric surgery,198
minor surgery199 and radiological interventions.200 The guidance provided in
‘Surgical procedure checks for swabs, needles, instruments, digital tourniquets and
correct prosthesis within the operating theatre’201 is applicable to all surgical/invasive
procedures. In addition to these two guidance documents a surgical team ‘brief’ and
‘debrief’ have been introduced at STH thus creating the ‘Five Steps to Safer Surgery’
process as advised by the National Patient Safety Agency.202
Observational study STH operating theatre complexes
As noted above, Dr Alexander Grice undertook an observational study of the surgical
and operating theatre staff working in the three operating theatre complexes
managed by STH, i.e. Royal Hallamshire site; the Jessop Maternity Wing and the
Northern Hospital site. In summary, Dr Grice’s principal findings were that:
‘Throughout the observation period it was apparent that STH has excellent
theatre staff that provide high quality patient centred care. Staff were
friendly, supportive and clearly dedicated to providing the best care they
can and whilst some of the behaviours identified in this report do fall short
of aspiration the vast majority of activity assessed was of the highest
standard. Improvement activity following this report therefore needs to
focus on the systems that the staff work with and if the processes are
correct then the compliance will follow. Further work on the safety checklist
and communication will also impact on the safety culture in theatres to the
further benefit of STH patients.203
For the sake of completeness although Dr Grice’s full report can be found in
Appendix 1 his detailed conclusions and recommendations which set out his
concerns and suggests remedial actions have been integrated in to this report.
‘Never Event’ incidents at STH
Eleven patients’ at STH had foreign objects, in the majority of cases, unintentionally
196

A copy of the STH Surgical Safety Checklist’ for renal transplant surgery can be found at Appendix 5
A copy of the STH Surgical Safety Checklist’ for cardiac surgery can be found at Appendix 6
198
A copy of the STH Surgical Safety Checklist’ for obstetric surgery can be found at Appendix 7
199
A copy of the STH Surgical Safety Checklist’ for minor surgery can be found at Appendix 8
200
Interview with STH senior manger 5, 11 December 2013, A copy of the STH ‘Surgical Safety Checklist’ for Radiological
Interventions can be found at Appendix 9
201
The current version is entitled: ‘Surgical procedure checks for swabs, needles, instruments, digital tourniquets and correct
prosthesis within the operating theatre’, Operating Services, Critical Care and Anaesthesia, Sheffield Teaching Hospitals NHS
Foundation Trust, March 2013, version 4
202
D.., ‘How to Guide’ Five Steps to Safer Surgery, National patient safety Agency, December 2010 at:
http://www.nrls.npsa.nhs.uk/resources/collections/10-for-2010/five-steps-to-safer-surgery/?entryid45=92901
203
Grice, A., Ethnographic Study of Theatre Personnel ‘Theory in use’, see Appendix 1, p.22
197
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left in their body following surgical/interventional procedures during the period June
2010 to August 2013. However, it should be noted with respect to those incidents
that it can be extremely challenging, if not impossible to perceive items such as
swabs particularly where they are ‘Dblood soaked and compressed’.204
It should also be noted that if a ‘miss count’ of the items of medical equipment used
in a surgical/invasive procedures takes place and is not identified at the time, then
trying to get the surgical team to accurately recall what occurred sometime later is
fraught with problems. Not least of all because they have no frame of reference.
This is because it is only after an inadvertently retained foreign body has been
discovered that the surgical and operating theatre teams responsible for that
patient’s care become aware that an error has occurred. Therefore memories of
what actually took place are frequently indistinct.205 Thus, on some occasions, it is
not possible for an investigating panel to identify the root cause(s) of a particular
serious untoward incident or a ‘Never Event’.
A brief summary with observations based on the investigation reports of the eleven
‘Retained foreign object post-procedure206 – Never Events’ at STH207 is presented
below.
‘Never Event’ 1: – neurosurgery208
A patient underwent a semi-urgent operation on their lumber spine in 2010. When
the surgeon wanted to close the wound a count revealed that a ‘surgical swab’
(swab) was missing The surgeon examined the patient’s wound while the Scrub
Practitioner209 and Circulating Nurses210 searched their respective environments for
the missing swab. However, the swab could not be found.
As a result the Surgeon decided to use a portable image intensifier211 (fluoroscope)
to establish whether the swab was retained in the patient. Upon examining the X-ray
images that had been taken the Surgeon and Radiographers were of the opinion that
the missing swab had not been retained by the patient. Therefore, although the
Anaesthetist and Scrub Practitioner did not agree the Surgeon decided to close the
patient’s wound and return them to the ward. The fact that a swab was unaccounted
for at the end of the operation was not recorded in the patient medical notes.

204
205

D.., Confidential Investigation Report STEIS Reference: 2011/6598, p.5

Toft, B., Independent review of the circumstances surrounding a serious untoward incident that occurred in the Aseptic
Manufacturing Unit, Royal Surrey County Hospital on Monday, 18 June 2012
Published in electronic form at:
http://chfg.org/articles-films-guides/articles/independent-review-serious-untoward-incident-royal-surrey-county-hospital
Accessed 26 April 2014
206
Nomenclature used in: D.., The never events list; 2013/14 update’, NHS England, 2013 at: http://www.england.nhs.uk/wpcontent/uploads/2013/12/nev-ev-list-1314-clar.pdf Accessed 26 April 2014
207
Investigation reports sent to External Review by Senior Manager 1, Sheffield Teaching Hospitals NHS Foundation Trust 12 November 2013
208
D.., Confidential Investigation Report STEIS Reference: 2010/5013
209
See – ‘Roles of a scrub nurse’, Chron, at: http://work.chron.com/roles-scrub-nurse-3069.html Accessed 26 April 2014
210
See – ‘Role of the circulating Nurse’, Nursingcrib at: http://nursingcrib.com/nursing-notes-reviewer/role-of-circulating-nurse/
Accessed 26 April 2014
211
Also known as a fluoroscope – See: Fluoroscopy, Wikipedia at: http://en.wikipedia.org/wiki/Fluoroscopy Accessed 26 April
2014
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However the Swab Checks212 in place at the time of this operation did not contain
any advice213 on what processes should be followed if an accountable item214 (in this
case a swab) was found to be missing. Consequently, the Surgeon used his
prerogative as the Surgical Team Leader to resolve the lacuna in the guidance
document.
Subsequently, the patient’s wound began discharging serous fluid.215 Therefore the
patient was returned to the operating theatre so that the wound could be cleaned
and exploratory surgery undertaken to discover the reason for the unexpected
discharge. During the course of this investigative procedure the swab which had
been missing at the end of the patient’s original operation was found. Thus the
patient had inadvertently suffered a serious untoward incident which was categorised
as a ‘Retained instrument post-operation - Never Event’.216
With regard to the X-ray images taken at the time of the patient’s operation the
investigation report states that:
‘The x-ray taken at the time was reported by a radiologist (SPR) [Specialist
Registrar] the following day?and the [X-ray] report states ‘?some granular
calcific change seen around both of these screws?..’ The findings of the
report indicate that the radiologist was not informed that a swab was
missing and this affected her ability to report on the image accurately’.217
The missing swab was apparently later identified by a number of Radiologists on the
X-ray images which had been taken at the time of the patient’s original operation.218
However, those Radiologists had the advantage of knowing (benefit of hindsight) that
a swab was present within the area covered by the X-ray images. Whereas, when
the X-rays were taken there was no certainty a swab would be present in the
patient’s wound.
Root cause analysis
The investigation reports states that:
‘The root cause of the incident was that a swab was identified as missing
during the operation and although further exploration of the wound site and
2 Xrays were taken (which ultimately identified the swab) the swab was not
located. The surgeon determined that the patient’s wound should be closed
and subsequently this began to discharge serous fluid requiring a re-

212

….., Surgical procedure checks for swabs, needles, instruments and correct prosthesis within the operating theatre,
version 2, Critical Care, Anaesthesia, Operating Services and Sterile Services, STH, issued 12 February 2010
213
NB: The instructions provided in guideline documents are discretionary. Only the instructions provided in policy documents
are compulsory unless there is reliable evidence to support a contrary view.
214
See: Accountable items, swab, instruments and needle counts, Association of Perioperative Practice, October 2012 at:
http://www.afpp.org.uk/careers/Standards-Guidance p.2
215
See: Serous fluid, Wikipedia at: http://en.wikipedia.org/wiki/Serous_fluid
216
D.., ‘Never Events Framework: update for 2010/11’, NPSA, March 2010 at:
http://www.nrls.npsa.nhs.uk/resources/?entryid45=68518 p.7
217
Confidential Investigation Report STEIS Reference: 2010/5013 p.4
218
Confidential investigation report: STEIS Ref: 2010/5013 p.4
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admission to theatres for an exploration and washout of the wound. During
this procedure the swab was found’.219
The root causes of this serious untoward incident are discussed further in the
‘Observations’ section below.
Principal lessons learned
Guidance to be developed on the procedures to be followed by a surgical team in the
event there is a discrepancy in the swab count and revised Swab Checks guidance
document issued.
An ‘escalation’ process should be developed so if there are differences of opinion in
a surgical team regarding what action should be taken when dealing with a missing
swab a second opinion from senior colleagues in the speciality concerned and who
is independent of the operation should be sought to resolve the issue.
Observations
As evidenced earlier, no advice has been published or explicitly endorsed as
national guidance by any NHS organisation on how the risks to patients inadvertently
retaining swabs, instruments, needles and other miscellaneous items used in
surgical/invasive procedures might be reduced. Thus, in the opinion of the author of
this report, this serious untoward incident did not meet the national criteria to be
classified as a ‘Never Event’.
In addition ‘Never Events’ are defined as:
‘Serious, largely preventable patient safety incidents that should not occur if
the available preventative measures have been implemented by healthcare
providers’220
Therefore, as argued earlier, given that the available preventative measures221 at
STH were implemented, but did not prevent the incident occurring this serious
untoward incident should not have been classified as a ‘Never Event’ as it did not
meet the criteria necessary to be placed in that category.
It is of interest to note that the AfPP 2007 poster on ‘Swab, needles and instrument
counts: Managing the risk’,222 which was extant at the time this serious untoward
incident occurred recommends that:
‘If a thorough search does not locate the item, an X-ray should be taken
before the patient leaves the operating theatre, or if this is not feasible,
before the patient leaves the operating department. The check X-ray
219
220

D.., ‘Root cause analysis’, Confidential Investigation Report STEIS Reference: 2010/5013

D., Never Events Framework 2009/10, National Patient Safety Agency, 2009 at:
http://www.nrls.npsa.nhs.uk/resources/?entryid45=59859 p.3 Accessed 26 April 2014
221
D.., Surgical procedure checks for swabs, needles, instruments and correct prosthesis within the operating theatre, version
2, Critical Care, Anaesthesia, Operating Services and Sterile Services, STH, issued 12 February 2010
222
D.., Swab, needles and instrument counts: Managing the risk, Association of Perioperative Practice, October 2007
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should be a plain film and not taken by a C Arm Fluoroscopy machine
(Lamont 2005, MHRA 2005b)’.223
In addition, the MHRA also made an attempt to raise awareness of this important
patient safety issue in a helpful tip stating that:
‘Invisibly Intense
‘We have received reports of failure to locate radiopaque swabs left in the
body following an operation using an image intensifier in theatre.
‘Users should be aware that, under these circumstances, a plain X-ray may
be helpful’.224
This same message was restated by the MHRA in 2008225 using the same format as
that in 2005.226 But it is important to recognise that the information provided by the
MHRA on the potential use of plain X-rays with regard to patient’s inadvertently
retaining foreign objects is not in the form of national guidance but that of a useful
suggestion.
However, if the recommendation made by the AfPP227 in their poster or the MHRA’s
tip228 regarding the use of plain -rays had been incorporated into the Swab Checks
document it would seem ‘almost certain’229 this serious untoward incident would
have been prevented.
The ‘Surgical Safety Checklist’ which had been introduced into STH operating
theatres in March 2010 had been correctly completed. It did not however prevent
this incident from taking place.
Following the discovery of the retained swab a number of Radiologists were able to
identify 2 radio-opaque threads on the images that had been taken at the time of the
patient’s operation. However, these Radiologists had the benefit of hindsight and
knew for certain that a swab was present in the area covered by X-rays. Whereas
the Surgeon and Radiologists who studied the X-ray images at the time of the
patient’s surgery had no such certainty.
In addition, the Surgeon had already undertaken a thorough search of the patient’s
wound and not found a swab. Thus when the X-ray images also did not appear to
223

D.. ‘Count Discrepancy’, Swab, needles and instrument counts: Managing the risk, Association of Perioperative Practice,
October 2007 p.2
224
D.., ‘Invisibly Intense’, One Liners Issue 35 - July 2005, MHRA at:
http://www.mhra.gov.uk/Publications/Safetyguidance/OneLiners/CON1004209 Accessed 26 April 2014
225
Invisibly Intense’, One Liners Issue 56, - March 2008, MHRA
at:http://www.mhra.gov.uk/home/groups/clin/documents/publication/con014518.pdf
Accessed 26 April 2014
227
D.., Swab, needles and instrument counts: Managing the risk, Association of Perioperative Practice, October 2007
228
D.., Invisibly Intense’, One Liners Issue 35 - July 2005, MHRA at:
http://www.mhra.gov.uk/Publications/Safetyguidance/OneLiners/CON1004209 or ‘Invisibly Intense’, One Liners Issue 56, March 2008, MHRA at:http://www.mhra.gov.uk/home/groups/clin/documents/publication/con014518.pdf Accessed 26 April
2014
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It is impossible to say that it is 100% certain that if the advice about using a plain X-ray would have prevented the event
from occurring. This is because that advice, if it had been included in the Swab Check guidelines, would have only been
advisory and therefore, although the risk is small, the Surgeon could have ignored it.
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show a swab in the patient’s wound, in all probability, this would have been taken as
independent evidence that the patient had not retained a swab. Consequently, the
Surgeon may have been unconsciously affected by ‘confirmation bias’ as discussed
above.
Similarly, the Radiologists who took the X-rays would have been aware that the
Surgeon had undertaken a careful physical search of the patient’s wound. As a
result when X-ray images did not appear to show that a swab was present she or he
could also have been unconsciously affected by ‘confirmation bias’.
The investigation report230 postulates that a Radiologist who was asked to report on
the patient’s X-ray images the day after the operation and who did not identify that a
swab was present, had not been informed that they were to look for a swab. If that is
a ‘fact’ then the Radiologist perception would not have been calibrated to look for
signs of a swab and may well have compromised their ability to find it. However, that
begs the question of what the Radiographer thought they were looking for when
asked to review the X-ray, unfortunately, the investigation report is silent on that
point. Similarly, there is no discussion in the investigation report as to why the
Surgeon did not write a note in the patient’s medical records that a swab was
unaccounted for at the end of operation.
An underlying root cause of this incident, it can be argued, and one which the
investigation report does not consider, is the failure of the Swab Checks guideline231
to inform surgical teams that a plain full field X-ray of the site of a patient’s operation
should be obtained if, after a thorough search, a missing swab still cannot be found.
The reason for coming to this conclusions is because if the information published by
the AfPP and MHRA regarding such X-rays had been available available at the time
of the operation it is almost certain that Surgeon would have acted on that advice
and the swab would have been found.
Thus, with the benefit of hindsight it can be seen the investigation did not recognise
the crucial role played by the failure of the fluoroscope to clearly show, as a plain full
field X-ray would have, that the patient had a retained swab since no conclusion was
drawn or recommendation made in that regard.
Because there was no guidance in the Swab Checks document232 regarding the
actions to be taken in the event of a discrepancy in a swab count the operating
Surgeon used his discretion to resolve the issue. Similarly, the AfPP guidance on
the prevention of retained foreign objects does not provide any advice on how a
surgical team with differing opinions regarding the action to be taken during a swab
count discrepancy might resolve such a situation. As a consequence, the AfPP have
been briefed regarding the ‘escalation’ process and invited to consider whether it
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should be included in the next iteration of their guidance on how to reduce the risk of
patients inadvertently retaining foreign objects.233
‘Never event’ 2: breast surgery234
A patient had breast surgery in 2010. The operation went well. Swab Checks235
were undertaken prior to closure of the incisions that had been made during surgery
and the swab count was perceived to be correct. The ‘Surgical Safety Checklist’ was
also completed but this serious untoward incident still occurred.
Subsequently, the patient was discharged from the hospital and went home.
However while at home the patient suffered a recurring infection at the site of one of
the incisions made during the operation. The infection was treated by the patient’s
General Practitioner (GP).
Approximately two weeks after the surgery while attending a routine post-operative
appointment the patient told her surgeon about the infection. The surgeon examined
the patient and upon reopening the incision found a swab had been inadvertently left
in the wound. The patient was classified as having suffered a ‘Retained foreign
object post-operation – Never Event.’236
Root cause analysis
The root cause of this serious untoward incident was that the surgical team did not
perceive that a swab had been inadvertently left in the patient’s wound, i.e. human
error. As the investigation panel was not able to identify the reason(s) for the error a
number of speculative scenarios were discussed.
Principal lessons learned
The Swab Checks which failed to identify a swab was missing were carried out just
prior to the patient’s wounds being closed. It was reasoned therefore that if an
additional Swab Checks were to be undertaken after a patient’s wounds were closed
this would reduce the risk of a similar event occurring. Thus, a swab check after skin
closure was added to the guidelines237 as was advice on what actions should be
taken if there was a discrepancy in the Swab Checks.238
Observations
This was a serious untoward incident, but as rehearsed in the arguments earlier, in
the opinion of the author, it was not a ‘Never Event.’
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Swab Checks and the ‘Surgical Safety Checklist’ checks were carried out but this
serious untoward incident still occurred due to the reason noted by the WHO, i.e.
human error.239 Because the root cause of this serious untoward incident could not
be established the investigation panel discussed a number of hypothetical scenarios
regarding the way in which the error might have been made.
‘Never event’ 3: vascular surgery240
In 2011 a patient had a surgical procedure to repair to an aortic aneurysm. Because
the patient suffered a massive post-operative bleed he was returned to the operating
theatre for an emergency operation. The emergency surgery successfully stopped
the bleeding but the Surgeon and Anaesthetist were both very concerned about the
patient’s unstable medical condition.
Prior to the Surgeon closing the patient’s incision Swab Checks discovered that a
swab was missing. The surgeon conducted a careful search of the patient’s wound
while other members of the surgical team searched the operating theatre. The swab
could not be found.
The Surgeon requested a full plain film X-ray of the operation site be taken to
ascertain if the missing swab was still in the patient. However, this request could not
be complied with due to the design of the operating table used for the patient’s
surgery. Consequently, the Radiologist had no other option but to use a fluoroscope
because:
‘In order to have provided the accurate plain film image it would have been
necessary to transfer the patient from the theatre table on to a trolley, alter
their position, take the film and move them back to the theatre table. The
risks associated with such manoeuvres in an unstable patient were deemed
greater than returning the patient to ICU for stabilisation and a further
operation’.241
Therefore when the fluoroscope images did not reveal the presence of a swab in the
patient, as his medical condition was precarious, the surgical team agreed that the
safest action would be for the wound to be closed and the patient returned to the
Intensive Care Unit (ICU) as soon as possible.
The following morning plain full field X-rays were taken at the site of the patient’s
operation and the location of the swab identified. The patient was then returned to
the operating theatre where the swab was removed. The patient was classified as
having suffered a Retained foreign object post-operation – Never Event’.242
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Root cause analysis
The root cause analysis described in the investigation report states that:
‘It was known within theatre that the swab was missing and as it was not
located within the waste the likelihood was that it remained within the
patient therefore the root cause of the incident was the failure to identify the
location of the missing swab. The imaging equipment used in this case
gave a small field and poor quality picture, this is not optimal for locating
lost swabs however the surgeon and anaesthetist did not want to delay
further due to the patient’s condition. The actions required to locate a swab
in normal circumstances were not best suited for an emergency situation of
this nature.243
However, using a slightly different perspective the root causes of this particular
situation could also be described as being due to (1) human fallibility - as the surgical
team were able to locate the swab in the patient’s body (2) the design of the
operating table which prevented plain full field X-rays from being taken and (3) the
patient’s unstable medical condition given the X-ray equipment available at the time
was ‘not fit for purpose’.
Thus, the root cause of the ‘Never Event’ scenario, i.e. the patient leaving the
operating theatre with a retained swab was because there was no equipment
available that would allow a plain full field X-ray to be taken without risking his life.
Principal lessons learned
Amongst the lessons learned in this incident of particular note was that fluoroscopes,
as occurred in ‘Never Event’ 1 – Neurosurgery’,244 can fail to clearly identify a swab
even when it is suspected that it has been retained by a patient. As a result it was
recommended that a flow chart be developed for Swab Checks245 which showed the
different options for X-ray imaging when a swab could not be found.
Observations
The NPSA’s definition of a patient safety incident is as follows:
‘A patient safety incident is any unintended or unexpected incident which
could have or did lead to harm for one or more patients receiving NHS
care’.246
While the definition of a serious patient safety incident which requires an
investigation is:
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‘Dan incident that occurred during NHS funded healthcare (including in the
community), which resulted in one or more of the following;
‘unexpected or avoidable death or severe harm of one or more patients,
staff or members of the public;
‘a never event - all never events are defined as serious incidents
although not all never events necessarily result in severe harm or
death.’247
However, the definition used in the ‘Never Event’ list with regard to ‘Retained foreign
objects post-operation’ at the time this operation was undertaken stated that it
excluded incidents:
‘? where any relevant objects are found to be missing prior to the
completion of the surgical intervention and may be within the patient, but
where further action to locate and/or retrieve would be more damaging than
retention, or impossible. This must be documented in the patient’s notes
and the patient informed’.248
The patient left the operating room with a retained swab because in the opinion of
the surgical team it would improve his chances of recovery. Hence, their actions
were not unintended or unexpected but quite deliberate and undertaken solely to
reduce the risk of harm to the patient – which it did.
The surgical team knew that a swab was ‘missing’; undertook an extensive search to
find it and when it could not be found the Surgeon requested that a plain field film Xrays be taken.249
However, plain full field X-rays could not be acquired due to the design of the
operating table and the patient’s unstable medical condition. Thus a fluoroscope
was used in the hope it might locate the swab. When the X-ray images produced by
the fluoroscope did not reveal a swab it was decided that because of the patient’s
unstable medical condition he would be returned to the ICU. All these actions fit
with the Department of Health’s ‘Never Event’ exclusion criteria and accord with best
practice.250
Therefore, in the opinion of the author of this report, the circumstances surrounding
this patient’s operation did not warrant the rubric of a ‘Never Event’, ‘serious
untoward incident’ or ‘patient safety incident.’
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It would appear that neither the investigation panel at STH or the Commissioners
were aware of the exclusion criteria251 regarding this particular ‘Never Event Retained foreign object post-operation’.
‘Never event’ 4: obstetrics – swab252
During the process of giving birth to her baby in 2011 a mother suffered a 3rd degree
perineal253 tear.254 Subsequently, the mother, now also a patient because of the
need to have the perineal tear repaired,255 was transferred from Jessop Wing Labour
Ward (JWLW) to the obstetrics operating theatre where the perineal tear was
successfully repaired. Subsequently, the mother and her baby were discharged to
home.
The new mother was readmitted to JWLW a few days later because her baby was
not thriving as expected. While in hospital she passed a blood soaked surgical
swab. Therefore, the mother/patient was classified as having suffered a ‘Retained
foreign object post-operation – Never Event’256
The investigation report noted that the type of swab retained by the patient is used in
both the labour ward and obstetric operating theatre. However, whilst the counting
of swabs before and after an operation is standard practice in operating theatres
historically that has not been the case in labour wards.
However, because there was evidence of actual and potential harm to women
receiving NHS maternity services from the inadvertent retention of swabs, in May
2010, the NPSA issued a Rapid Response Report (RRR) entitled ‘Reducing the risk
of retained swabs after vaginal birth and perineal suturing’.257 The RRR advised that
all NHS Trusts providing maternity services in England and Wales should introduce
swab counting for pre and post vaginal births and perineal suturing in labour
wards.258
The labour partogram259 used in JWLW to monitor women in labour was modified to
comply with the NPSA RRR. However, the investigation report of this serious
untoward incident observed that:
‘Dthe area on this chart where the swab count should be documented
251
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lends itself to swab counting post perineal suturing but does not clearly
indicate that it is intended for swab counting post delivery also’.260
This finding was made because there was no record on the Partogram to
demonstrate that a count of swabs had been undertaken both pre and post birth as
recommended. This does not prove however that a swab count did not take place
only that if it did take place it was not documented.
Root cause analysis
The report of the investigation states that:
‘The root cause of the retained vaginal swab cannot be established with
any certainty however there are four possible scenarios’.261
The reason for this finding was because the investigation panel could not determine
whether the swab had been placed in the patient’s vagina while she was in JWLW or
in the obstetric operating theatre. The fact there was ‘Dno documentation of a swab
count at birthD’262 at least in part, was one of the reasons why the investigation
panel had difficulties in establishing where the inadvertent error was made. As the
investigation panel was not able to identify the reason(s) for the error a number of
speculative scenarios were discussed.
Principal lessons learned
Partogram to be redesigned so that the instruction for swab counting is to be carried
out and documented both pre and post birth as recommended in NPSA RRR263 is
unambiguous.
It was also recognised during the course of the investigation that having small
swabs, cotton wool balls and tampons increased the potential risk of mothers
receiving maternity services retaining foreign objects. Thus, all such disposable
items of medical equipment are to be removed from the various clinical packs used
in JWLW and larger swabs used in their place.
Observations
In the opinion of the author of this report, this serious untoward incident should not
have been classified as a ‘Never Event’. STH had implemented the national
guidance issued by the NPSA but the event occurred anyway. Therefore the
circumstances surrounding this incident, as noted above,264 did not meet the criteria
to be classified as a ‘Never Event’.
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Because the root cause of this serious untoward incident could not be established
the investigation panel discussed a number of theoretical scenarios with respect to
the way in which the error might have been made.
‘Never event’ 5: obstetrics – surgical tampon265
A pregnant woman was admitted to JWLW in 2011. During her labour, in a ’Delivery
Suite’,266 it was found necessary to perform an episiotomy267 to assist the birth of the
baby. The repair of the episiotomy was carried out shortly after the baby was born.
However, at the end of the procedure the doctor who performed the repair of the
episiotomy was called from the mother/patient’s268 Delivery Suite to an emergency
on the labour ward.269 As a result Swab Checks were not undertaken and
unknowingly the mother/patient retained a surgical tampon.
As the baby had been born premature the mother/patient remained an inpatient in
JWLW. Eight days after the surgical/invasive procedure had been carried out the
mother/patient complained of perineal discomfort and reported that she had found
Pus270 on her sanitary pad. A swab of the episiotomy site was undertaken and sent
to the laboratory for tests which revealed that the mother/patient had an infection
which could be treated with antibiotics. The mother/patient and her baby were
subsequently discharged to home.
Five weeks and five days after the birth of her baby the mother/patient went to her
GP complaining of a vaginal discharge, perineal pain and feeling ill. The GP
performed a vaginal speculum examination271 and took vaginal swab cultures.
However, two days later the mother/patient was admitted to the Gynaecology Ward
at STH. She complained of having felt unwell for some time, a malodorous vaginal
discharge and the fact she had passed a surgical tampon earlier that day.
Thus, the patient was classified as having suffered a ‘Retained foreign object postoperation – Never Event’272 After a medical examination the mother/patient was
started on a course of antibiotics and discharged home with an appointment to see a
consultant obstetrician two days later.
It should be noted that this serious untoward incident and ‘Never Event 4: – swab’
were discovered on the same day although the errors that led to them occurring
were several weeks apart. Therefore, although separate investigation panels were
set up to review each ‘Never Event’ the principal recommendations are the same
since as the systems failures that led to them are similar.
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Root cause analysis
The root cause(s) of this serious untoward incident were the failure of the doctor who
carried out the repair of the mother/patient’s episiotomy to perceive that a surgical
tampon which had been used in the procedure had not been removed from the
patient’s body. The second failure was that the doctor failed to carry out a swab and
tampon count post procedure.273
However, it can be argued, that neither of those errors might have been made if the
doctor who undertook the repair of the mother/patient episiotomy had not been
‘hurriedly’ called away to an emergency on the labour ward. For as Turner observes
when discussing the underlying causes of socio-technical systems274 disasters on
occasions occur because:
‘Dwhen some hazard or problem was perceived, action taken to deal with
that problem distracted attention from the problems which eventually
caused trouble. In other words, a contributory factor to the disasters was
the attention paid to some well- defined problem or source of danger which
was dealt with, but which distracted attention from another dangerous but
ill-structured problem in the background’.275
Therefore, as the doctor had been in the process of completing the surgical/invasive
procedure when the call to attend an emergency on the labour ward came it is quite
possible she was unconsciously captured by what Turner has called the ‘decoy
phenomenon’276 discussed above.
Principal lessons learned
It was recognised during the course of the investigation, as it was in ‘Never Event 4’,
that having small swabs, cotton wool balls and tampons increased the potential risk
of such items being inadvertently retained by those receiving maternity services in
JWLW. Thus, it was recommended that all such disposable items be removed from
the clinical packs used in JWLW and larger swabs used in their place.
An incidental lesson drawn from this serious untoward incident (the relevant
guidance for the doctor to have followed was that relating to perineal suturing) was
that the Partogram used in the JWLW to monitor a pregnant woman’s labour needed
to be redesigned so it was clear that swab counting should be carried out both pre
and post birth as recommended in the NPSA RRR.277
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Observations
This serious untoward incident was a ‘Never Event’. The episiotomy was a planned
surgical/invasive procedure and the doctor who carried out the operation should
have undertaken a swab and tampon count post procedure.278
There is no discussion in the investigation report regarding the emergency to which
the doctor was called or why she would appear to be the only healthcare
professional available who could deal with it.
The evidence suggests that the doctor involved in this ‘Never Event’ may have been
a victim of the ‘decoy phenomenon’.
‘Never Event’ 6: obstetrics – indwelling vaginal pack279
A pregnant woman with a diagnosis of placenta praevia280 and potential placenta
accreta281 had a caesarean section282 in the obstetric operating theatre in 2012. As
the patient had a postpartum haemorrhage283 the Surgeon decided to use a ‘Rusch
Balloon Catheter’284 with a proflavine285 vaginal pack286 to control the bleeding
postoperatively. Explicit instructions with regard to the removal of the Rusch Balloon
Catheter (RBC) and the proflavine vaginal pack were made in the notes of the
operation.
However, the post-operative documentation transferred with the patient only made
reference to the RBC. It stressed that the process of RBC removal should
commence at 18:45hrs that day. No reference was made to the vaginal pack that
had also been inserted into the mother/patient’s vagina to help control the bleeding.
The investigation revealed that because midwives had been present when the
caesarean section was performed the staff in the obstetric operating theatre
assumed that they were all aware a vaginal pack had been used in conjunction with
the RBC. This perception was erroneous.
Furthermore, after the operation had been completed there was no evidence to show
that the ‘Sign out’ section of the ‘WHO Surgical Safety Checklist for Maternity Cases
ONLY’ had been completed. It should be noted however that at the time of this
serious untoward incident the ‘Sign out’ section of the NPSA ‘WHO Surgical Safety
278
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Checklist: for maternity cases ONLY’287 (emphasis in original) did not have a check
to make sure that information regarding swabs and/or packs that had been
intentional left in a patient was recorded in the post-operative instructions.
The handover of the mother/patient by the obstetric theatre staff to the midwife
receiving her was verbal. As opposed to using the information contained in the
mother/patient’s operation notes which referred to a vaginal pack being inserted.
The removal of the RBC was discussed with the midwife but again nothing was said
with respect to the vaginal pack.
The use of a solely verbal handover also occurred on a number of other occasions
when the care of the mother/patient was being handed over from one member of
staff in the JWLW to another, i.e. the mother/patient’s operation notes were not
consulted.
The process to remove the RBC from the mother/patient was completed by the
medical staff. However, as her operation notes could not be found and there were
no external signs that a vaginal pack had been inserted just the RBC was removed.
Typically, the tail (a thread of material) of a vaginal pack will be left outside the
mother/patient’s vagina as a visual reminder to healthcare professionals that a pack
has been inserted.288 On this occasion no such visual sign was present.
Similarly, when the Consultant Obstetrician reviewed the mother/patient the following
day he also did not see anything to indicate that the vaginal pack which had been
inserted with the RBC was still retained by her and so assumed that it had been
removed.
The STH guidelines regarding the use of an RBC, which the medical staff who
removed it from the mother/patient had consulted, states, ‘A vaginal pack may not be
needed if the woman has had an elective caesarean section?’289 Thus, given the
RBC guideline advice, the fact there was no vaginal pack tail visible and the
mother/patient’s operation notes which contained the information regarding the
vaginal pack could not be found and therefore not read, it is not surprising that the
staff who took out the RBC were unaware that the mother/patient also had a vaginal
pack which also needed to be removed.
The mother/patient made an uneventful postnatal and post-operative recovery and
was subsequently discharged from maternity services. However, eight weeks after
the mother/patient’s caesarean section she attended the JWLW Triage unit
complaining that she had felt something in her vagina and on self-examination found
a long strand of thread. She also reported that some weeks earlier she had been to
see her GP about a malodorous discharge from her vagina. The GP had undertaken
a speculum examination and prescribed antibiotics however her condition had not
been cured.
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The mother/patient was subsequently examined by the duty Obstetric Registrar who
removed an offensive smelling vaginal pack from the mother/patient’s vaginal
fornix.290 This serious untoward incident was classified as a ‘Retained foreign object
post-operation – Never Event’.291
The mother/patient was admitted to STH, intravenous antibiotics were started while
blood cultures and a high vaginal swab were taken for laboratory analysis. The
mother/patient was discharged the following morning with oral antibiotics and
advised to see a GP in seven days. However, on reflection this was recognised as
inappropriate and an appointment for the mother/patient to be seen by her
Consultant Obstetrician was made.
Root cause analysis
The investigation report of this serious untoward incident states that:
‘The investigation team identified the root cause as failure to communicate
the presence of a vaginal pack with emphasis of communication being
verbal in relation to the insertion and safe removal of the Rusch balloon.
With no further review of the operation notes by either obstetric or
midwifery staff’.292
Principal lessons learned
In any operation where a foreign object has been intentionally inserted into a
patient’s body a distinctive red sticker should be used on the patient’s medical
records to identify that they have an indwelling item.
The ‘Sign out’’ section of the ‘WHO Surgical Safety Checklist: for maternity cases
ONLY’ should be redesigned so that foreign objects intentionally left in a patient are
brought to the attention of the on-going care team.
Both written documentation and verbal communication should be used when the
care of a mother/patient is being transferred from the obstetric theatre to JWLW.
The SBAR293 tool should be introduced to improve communication between
obstetrics theatre and JWLW staff members.
Observations
This was a serious untoward incident, but as rehearsed in arguments discussed
earlier, in the opinion of the author, it is not a ‘Never Event.’ This is also evidenced
by the example provided in Appendix ‘A’ of the NHS England document ‘The never
events list; 2013/14 update’.294
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Furthermore, if this serious untoward incident had occurred on or after the 12
December 2013 by definition it could not have been designated as a ‘Never Event’.
This is because NHS England changed the definition of a ‘Retained foreign object
post-procedure’ at that time. Three clauses were written into a new definition and
these exclude certain types of retained foreign objects incidents from being classified
as ‘Never Events’.295 One of the exclusionary clauses concerns:
‘Items were inserted at an earlier date or time and not removed as planned
during a later surgical/invasive procedure’296
Thus, as in this case the vaginal pack was deliberately inserted and planned for
removal at a later time but did not take place. Therefore although the patient
experienced a ‘Retained foreign object post-procedure’297 under the new exclusion
criteria it could not have been classified as a ‘Never Event.
As noted above the RBC guidelines stated that ‘A vaginal pack may not be needed if
the woman has had an elective caesarean section?’298 However, in this case a
vaginal pack was required. Yet there is no explicit prompt in the RBC guideline for
the medical staff removing an RBC to carry out an internal inspection of a
mother/patient’s vaginal fornix to confirm whether a vaginal pack has been inserted
following an elective caesarean section.
The ‘WHO Surgical Safety Checklist: for maternity cases ONLY’ did not contain a
check to ensure that post-operative instructions for a patient’s on-going care
included information regarding any intentional indwelling swabs and/or packs. The
‘Sign out’ therefore could not have prevented this serious untoward incident from
occurring.
However, even if the documentation or the verbal handover fail to highlight the fact
that a vaginal pack has been inserted into the mother/patient it was still possible for
the medical staff removing the RBC to be aware that a vaginal pack was present.
This is because, as noted earlier, the tail of a vaginal pack should be visible at the
mother/patient’s vagina – in this case it was not.
Therefore another root cause of this serious untoward incident, but not discussed in
the report of the investigation, is the reason for the tail of the vaginal pack not being
visible at the mother/patient’s vagina.299 For if the tail of the vaginal pack had been
visible then the medical staff would have seen its presence and removed it. Hence
this incident would not have occurred.
In a similar vein the RBC guideline which states that a mother/patient whose baby is
delivered by caesarian section will not necessarily need a vaginal pack may also be
295
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a root cause. This is because while the guideline is accurate it can inadvertently
create an unsafe ‘mental model’300 in the person(s) reading it.
One interpretation of the guideline is that where a baby has been delivered by
means of a caesarian section and the mother/patient has had a RBC inserted, the
absence of evidence of a vaginal pack can be expected. Thus, the fact that there
was no explicit evidence of a vaginal pack appears to have been taken by the
medical staff removing the RBC as corresponding to the information provided by the
guideline. This suggests that they may have been the unconscious victims of
‘confirmation bias’. Therefore the phrasing of the guideline may have had a direct
bearing on this serious untoward incident taking place and consequently can be
hypothesized as one of the root causes.
Likewise, the failure of the medical staff to locate the mother/patient’s operating
notes which contained the information that vaginal pack had been inserted can also
be postulated as one of the root causes of this serious untoward incident. This is
because if the operation notes had been found and read the vaginal pack would
have been removed and the event would not have occurred.
As noted earlier, the verbal handover to the JWLW midwife by the obstetric theatre
staff stressed the importance of the removal of the RBC at the time specified. The
vaginal pack on the other hand was not discussed. Hence, the obstetric theatre staff
could have been unconsciously affected by the ‘decoy phenomenon’ as discussed in
‘Never Event 5’.
‘Never Event’ 7: gynaecological surgery301
In 2012 a female patient underwent two gynaecological302 operations consecutively.
The first a, ‘Sacrocolpopexy,’303 was followed by a ‘Fenton’304 procedure. Prior to
the two operations the Scrub Practitioner checked 10 swabs. Nine swabs were
placed on the instruments set up for the first operation and one swab on the
instruments set up for the Fenton procedure. During the Sacrocolpopexy operation
the patient’s bladder was injured and subsequently repaired. Once all the surgical
procedures were complete the patient was returned to the ward.
Two weeks after the gynaecological procedures had been completed the patient
underwent a ‘Cystoscopy’305 to check that there was no permanent damage to her
bladder as a result of the injury sustained in the previous surgery. During the course
of this procedure the Surgeon undertaking the procedure discovered a retained swab
in the patient’s vagina. This serious untoward incident was classified as a ‘Retained
foreign object post-operation – Never Event’.306
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The patient’s medical notes were then consulted and no clinical interventions had
been undertaken since the two gynaecological procedures had been performed
previously. It was assumed therefore that the swab must have been inserted into the
patient’s vagina during the earlier surgery and that the Swab Checks must have
been incorrect.
The patient’s medical records stated that Swab Checks were correct. However, only
the Scrub Practitioner’s signature is present on the document rather than hers and
the Circulating Nurse which should have been the case.
Root cause analysis
The investigation panel could not identify the specific scenario which led to the swab
being retained by the patient and therefore discussed a number of hypothetical
scenarios in an attempt to ascertain how the error was made. However, human error
appears to be the underlying feature of this serious untoward incident and the reason
that the Swab Checks undertaken by the Scrub and Circulating Practitioners failed to
identify that the swab count was incorrect.
Principal lessons learned
All operating theatre staff were informed that a retained swab ‘Never Event’ had
occurred and reminded that it is the responsibility of everyone to support the Scrub
Practitioner in completing the swab count. In particular, surgical staff were reminded
that if a swab is inserted in to the body cavity of a patient it must be recorded on the
Swab Board.
Observations
This was a serious untoward incident, but as rehearsed in the arguments earlier, in
the opinion of the author, it was not a ‘Never Event.’
Two separate operations were performed on the same patient consecutively. Thus
in preparing to move to the second operation the Scrub and Circulating Practitioners
could have been distracted and it is possible they may have been unconscious
victims of the ‘decoy phenomenon’ discussed earlier.
As the root cause of this serious untoward incident could not be established a
number of hypothetical scenarios were explored in an attempt to determine how the
error had occurred.
There is no discussion in the report of the investigation as to why the Circulating
Practitioner did not sign the Swab Checks in the patient’s medical records as
expected.
‘Never Event’ 8: general surgery307
A patient underwent an appendicectomy308 in 2012. The operation was planned to
307
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be performed using a laparoscopic309 procedure. However, because the patient’s
medical condition was found to be more complex than envisaged the Surgeon
decided to convert to ‘open surgery’.310 When the operation was complete the
patient was returned to the ward. The ‘Safer Surgery Checklist’ ‘Sign out’ procedure
was not completed.
Eight days later the patient was returned to the operating theatre so that an
exploration of their dehisced311 appendisectomy incision could be undertaken.
During this procedure the tissue retrieval collection bag which had been inserted
during the laparoscopic appendisectomy was found to have been retained by the
patient. This serious untoward incident was classified as a ‘Retained foreign object
post-operation – Never Event’.312
Following this serious untoward incident an internal review of all ‘Never Events’
where patients had retained foreign objects was commissioned by the STH ‘Serious
Untoward Incident Group’.313
Root cause analysis
The tissue retrieval collection bag was not classified as an accountable item by the
Scrub Practitioner and therefore not recorded on the Swab Board. Hence, when the
laparoscopic appendicectomy was changed to open surgery it was not included in
the Swab Checks that were carried out314 and as a consequence, it was
inadvertently retained by the patient.
However, the definition of an ‘accountable’ item, i.e. an item of medical equipment
which must be recorded on the Swab Board, in Swab Checks is ambiguous for it
states that:
‘Accountable items can be classified as those instruments and other sundry

items which by their very nature are at risk of being retained within a patient
and require mandatory documentation’.315
The phrase ‘Dby their very nature are at risk of being retainedD’ (Authors
emphasis) provides an unwitting opportunity for Scrub Practitioners, with the benefit
of hindsight, to inadvertently misclassify items of medical equipment. This is
because the definition of accountable items used in the Swab Checks allows them to
use their discretion as to what items of medical equipment should be categorised as
accountable. Thus, if a Scrub Practitioner considers that the risk of a patient
retaining a particular item of medical equipment is zero or infinitesimally small then
308
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they are at liberty not to record that item on the Swab Board for inclusion in Swab
Checks.
However, the AfPP definition with respect to countable items published in 2012
states that:
‘Countable items may include, but are not limited to and may include
anything additional procured during surgery that has the potential to be
retained within a body cavity:
‘Blades • Bulldogs • Cotton wool balls • Diathermy tip cleaners •
Instruments including screws or detachable parts • Lahey swabs (peanuts,
pledgets) • Liga-reels • Local infiltration needles • Laparascopic retrieval
bag [sic] • Other isolation bags • Needles • Ophthalmic micro sponges •
Patties • Red ties from swab packs (also acts as an additional check with
the count board for swab number accuracy) • Slings/sloops • Shods •
Sponges • Tapes • X-ray detectable gauze swabs, mops or packs – names
vary according to local requirements’316. (Authors emphasis)
Thus, as can be observed the AfPP (2012) guidance on accountable items includes
‘Laparascopic retrieval bag’ (sic).
Principal lessons learned
Guidance should be provided to all operating theatre staff on what objects are
considered to be accountable items.
All tissue collection bags are to be recorded as part of the surgical check procedure.
The introduction of a revised surgical procedure check list modified to clarify what
accountable items require recording.
Observations
This was a serious untoward incident, but as rehearsed in the arguments earlier, in
the opinion of the author, it is not a ‘Never Event.’
There is no discussion in the report of the investigation to why the Scrub Practitioner
did not classify the tissue retrieval collection bag as an accountable item of medical
equipment.
The root causes and lessons learned cited in the report of this investigation implicitly
characterise the fundamental root cause of this serious untoward incident but it is not
explicitly articulated. The root cause of this serious untoward incident was the
definition of accountable items used in Swab Checks which allows Scrub
Practitioners discretion over the items of medical equipment which are to be
characterised as accountable.
316
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Had the AfPP (2012) guidance on accountable items had been included verbatim in
the Swab Checks this serious untoward incident should not have occurred.
Never Event’ 9: thoracic surgery317
A patient underwent a resection318 of their lung for an adenocarcinoma319 in 2013.
The operation was uneventful and on completion the patient was returned to the
ward. Six days later a routine x-ray identified that a swab had been retained by the
patient and they were returned to theatre for its removal which was also uneventful.
The patient was subsequently discharged to home. This serious untoward incident
was classified as a ‘Retained foreign object post-operation – Never Event’.320
Root cause analysis
The cause of this serious untoward error was human error. The Scrub and
Circulating Practitioners did not identify that an error had been made in the swab
count.
The individual soiled surgical swab are counted into groups of five and then put into
an opaque plastic bag plastic for disposal. Thus the total number of swabs used in
an operation cannot be visualised as individual items at the end of a surgical
procedure.
Principal lessons learned
The practice of counting soiled surgical swabs in groups of five into opaque plastic
bags should be replaced in operating theatres by a system which allows
perioperative practitioners to visually perceive each individual soiled swab at the end
of an operation.
Observations
This was a serious untoward incident, but as rehearsed in the arguments earlier, in
the opinion of the author, it is not a ‘Never Event.’
The fact this was the first instance of a patient inadvertently retaining a foreign object
in over 20,000 operations in cardiac theatres demonstrates that no matter how good
the safety record of an organisation human fallibility will always be a threat to it.
A system which would allow a Scrub Practitioner to perceive each individual soiled
swab that has been used in an operation would in theory be of help in reducing the
risk of such errors. However, this system still requires human beings to use their
senses in its operation and thus can still be defeated by human error.
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‘Never Event’ 10:

surgery321

322
dressing
A patient was returned to the operating theatre for a routine
change in 2013. During the procedure a ‘Throat Pack’ was discovered which the
patient had retained from the previous dressing change.

The reason for the pack being inadvertently retained by the patient was because the
surgical team who inserted it had not followed the guidance in the Swab Checks323
which incorporates the national guidance provided the NPSA.324
In the first instance, having opened the required ‘Oral Surgery Procedure Pack’
(OSPP) the Scrub Practitioner did not record the throat pack which was part of the
OSPP on the Swab Board. The contents of the OSPP, including the throat pack,
were subsequently transferred to Scrub Practitioner’s trolley which forms part of the
sterile field during an operation. However, the throat pack was still not recorded on
the Swab Board contrary to Swab Checks guidelines.325
At some point during the procedure a throat pack was inserted by the Surgeon into
the patient’s oral pharynx326 (throat) but neither the Scrub Practitioner nor
Anaesthetist were informed of this. Thus, although a throat pack had been inserted
into the patient’s throat it was not recorded on the Swab Board. Moreover, the act of
insertion was also not recorded in the theatre documentation and no ‘“throat pack in
situ”’327 label was placed on the patient as a visual reminder to the healthcare
professionals present that a throat pack had been inserted. All of which, as noted
earlier, is contrary to NPSA328 and Swab Checks guidance329 In addition, the
surgical team did not read out aloud the elements of the ‘Safer Surgery Checklist –
‘Sign out’’ at the end of the procedure.330

The Surgeon did however record in the Operating Room
Management Information System (ORMIS) that ‘?green gauze found in; not BIPP332
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pack?’.333 Upon reading this note a member of the operating theatre staff informed
the Deputy Nursing Director that a serious untoward incident had occurred. The
Surgeon subsequently reported the incident via the Datix334 online system.
Root cause analysis
The surgical team did not comply with national and local guidance on how to prevent
the risk of a patient retaining a throat pack following a surgical/invasive procedure.
Principal lessons learned
Throat packs should be removed from Oral Surgery Procedure Packs so they can
only be obtained by an explicit request to the Scrub Practitioner.
All Surgeons are to be reminded they are not allowed to remove any items from the
Scrub Practitioners workspace without their explicit knowledge.
A consultation with all users of STH operating theatres is to be undertaken to decide
whether throat packs should only be inserted and removed from a patient when both
surgical and operating theatre teams are present so they can verify ‘pack in’ and
‘pack out’.
Observations
This serious untoward incident was a ‘Retained foreign object post-operation –
‘Never Event’’. National and STH guidance with regard to the insertion and removal
of throat packs was not complied with.
The reason(s) why the surgical team did not scrupulously follow the NPSA and STH
guidance on reducing the risk of patients retaining throat packs is not discussed in
the investigation report. Nor is/are the reason(s) for the surgical team not complying
with the instructions on ‘Safer Surgical Checklist’ that:
‘Before the patient leaves theatre
‘The checklist coordinator verbally confirms with the team? Have clear
post operative instructions been left and recorded, including any swabs or
packs to remain in the patient?’335
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In addition, two of the recommendations made in the report of the investigation
appear to be redundant one states that:
‘Determine whether a sticker can be used even if it cannot be directly placed
on the patients airway to identify that a throat pack is in situ.337
However, as noted earlier, the Swabs Checks in place at the time of this ‘Never
Event’ required that:
A “throat pack in situ” label should be visibly applied to the patient e.g. on
the catheter mount, or tape holding the tube’.338
Therefore the guidance the recommendation seeks to provide was already in place
at the time of the ‘Never Event’ but not followed.
While a second recommendation states:
‘Review through the Surgical Safety Group the amendment of “Sign Out”
process to include throat packs within the confirmation of the swab policy is
complete’.339
If the intention of this recommendation is to have the ‘Safer Surgical Checklist - ‘Sign
out’’ stage amended so that throat packs are included in the final checks then this
proposal is also redundant. This is because the ‘Sign out’ section of the ‘Safer
Surgery Checklist’ in place at the time this ‘Never Event’ took place states:
‘Have clear post operative instructions been left and recorded, including
any swabs or packs to remain in the patient?’340
Thus once again the guidance the recommendation seeks to provide was already in
place at the time this ‘Never Event’ took place.
‘Never Event’ 11: cardiothoracic surgery341
In 2013 a patient underwent heart surgery. During the operation the Surgeon
needed to irrigate342 the patient’s left ventricle343 with saline. This was to ensure that
any particles of calcified tissue which might have had fallen in to the left ventricle as
a result of the surgery he had undertaken on the patient’s aortic valve344 would be
flushed out. The Surgeon’s normal practice was to use two bulb syringes345 in quick
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succession to perform the wash. Hence, the Scrub Practioner prefilled two bulb
syringes with saline in readiness.
On this particular day however a new type of surgical drape346 was being used for
the first time in the operating theatre. The purpose of surgical draping is to create a
sterile barrier around the patient to prevent the passage of microorganisms travelling
between sterile and non-sterile areas.347 However, the Scrub Practitioner did not
know whether the sterility of the new surgical drapes might be compromised if they
got wet. Therefore as bulb syringes have a tendency to leak and the Scrub
Practitioner did not want to risk compromising the sterility of the surgical drapes, she
placed one of the detachable caps348 supplied with bulb syringes on the second one
to be used in the washout process.
The Surgeon requested a bulb syringe to commence washing out the left ventricle
and the Scrub Practitioner handed him one ready to use. In anticipation of the
Surgeon requesting the second bulb syringe the Scrub Practitioner placed it near the
patient’s feet on top of the surgical drapes, which were on the operating table and
where she assumed it could not be easily reached. However, the placing of items of
medical equipment in such a location is not accepted practice.349 This is because:
‘The normal practice for handling instruments and equipment during an
operation is for their use within the operative field to be controlled by the
scrub practitioner. If an instrument is required, the scrub practitioner is
asked for it and it is handed to the requester. If instruments are directly
taken from the scrub practitioner’s trolley for any reason, it is usual practice
for the scrub nurse to be told what is being taken’.350
However, when the Surgeon requested the second bulb syringe the Scrub
Practitioner could not respond immediately as she was undertaking another task.
On turning back to face the operating field the Scrub Practitioner realised that the
second bulb syringe had been used. Despite that the Scrub Practitioner did not
make any enquires as to the whereabouts of the detachable cap that she had fitted
to the second bulb syringe to prevent leakage.
At interview the Surgeon reported he thought he would have requested the second
bulb syringe and waited for it to be handed to him. This was because his practice is
not to take instruments without requesting them. However, none of the other staff
standing at the operating table can remember the Surgeon making a request for the
second bulb syringe.
Similarly, none of the staff stood at the operating table, including the Surgeon,
noticed that the second bulb syringe was fitted with an opaque detachable cap the
same colour as the syringe.351 Thus, when the Surgeon applied pressure to the bulb
346
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of the second syringe unknown to him the detachable cap was ejected in to the open
aortic valve.352 The detachable cap subsequently came to rest in the left ventricle
where it could not be seen because of its position in the interior of the patient’s heart.
As there were no indications at the time that a serious untoward incident had taken
place the Surgeon continued to operate.
At approximately 17:00hrs the Scrub Practitioner shift ended and another Scrub
Practitioner took her place. As required a complete count of swabs and instruments
was carried out prior to the Scrub Practioner being relieved of her duties.353 The
Swab Checks were correct and the operation continued to completion.
Following the operation the patient was admitted to the Cardiothoracic Intensive
Care Unit (CICU). Overnight the patient made poor progress and a Transthoracic
Echocardiograph354 (TTE) was conducted at 06:05hrs which revealed that the patient
had poor cardiac function.
At approximately 07:15 hours the patient suffered a cardiac arrest followed by a
second one at around 08:00hrs. The patient was then given a Trans Oesophageal
Echocardiograph355 (TOE) which suggested that a foreign body might be responsible
for his critical medical condition. The patient suffered another loss of cardiac output
at around 13:00hrs. A second TOE was carried out which showed the presence of a
foreign body in the patient’s left ventricle tentatively identified as the detachable cap
of a bulb syringe.356
The patient experienced another cardiac arrest at about 13:30hrs after which he was
returned to the operating theatre where the detachable cap from the bulb syringe
was successfully removed from his left ventricle. On completion of this emergency
operation the patient was admitted to the CICU however his medical condition
continued to deteriorate and he subsequently died.
Root cause analysis
The investigation report states that:
‘The removal of the syringe from the sterile site did not follow standard
practice and was not effectively communicated to the scrub nurse
‘The syringe cap is made of similar plastic to the bulb syringe and was not
noticed when in place on the syringe’.357
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The root causes of this serious untoward incident are discussed further in the
‘Observations’ section below.
Principal lessons learned
The recommendations made in the report of the investigation include:
‘Removal of the equipment from all theatre environments and replacement
with a product which has no plastic cap
‘Actions should be taken to devise a policy to ensure a consistent approach
in dealing with all additional material included in single use items.
‘Concerns regarding lapses in standard theatre practices and etiquette
should be identified and addressed.
‘Discussions should take place with the MHRA and manufacturer to
address the issue of the need to manufacture protective caps in a
contrasting colour’.
‘Risk Leads from all directorates to raise awareness of the incident in their
areas in order to identify risks with any other equipment in use’.358
Observations
This was a serious untoward incident, but as rehearsed in the arguments earlier, in
the opinion of the author, it was not a ‘Never Event.’
The circumstances surrounding this serious untoward incident, it can be argued, are
analogous to those which occurred in ‘Never Event’ 8: General surgery’.359 In so far
as in that serious untoward incident the root cause was the amount of discretion
Swab Checks allowed the Scrub Practitioner to have regarding the selection of items
of medical equipment that should be designated as ‘accountable’.
Following the recommendations made following ‘Never Event’ 8: General surgery’.360
The definition of accountable items was changed from:
‘Accountable items can be classified as those instruments and other sundry
items which by their very nature are at risk of being retained within a
patient and require mandatory documentation’.361 (Authors emphasis)
To:
‘An accountable item is classified as those items that enter the sterile field
which by their very nature are at risk of being retained within a patient
and require mandatory documentation’.362 (Authors emphasis)
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It can be observed that both the old and new definitions of accountable items use
exactly the same phrase ‘by their very nature are at risk of being retained within
a patient’ to describe the type of medical equipment which must be designated
‘accountable’ and therefore recorded on the Swab Board. Thus, while the definition
of ‘accountable’ items was changed slightly Scrub Practitioners still have the same
discretion to decide what will be recorded as ‘accountable’ items of medical
equipment on the Swab Board even if they are in the sterile field.
Therefore as in ‘Never Event’ 8: General surgery,363 the root cause of this serious
untoward incident, but not identified as such in the report of the investigation, is the
definition of accountable items used in Swab Checks which allowed the Scrub
Practitioner discretion over what should be classed as accountable items.
However, if the AfPP definition of accountable items, noted earlier,364 had been
included verbatim in Swab Checks this serious untoward incident should not have
occurred. This is because the AfPP definition recommends that ‘Instruments
including screws or detachable parts’ be classified as accountable items and
therefore the detachable bulb syringe caps would have been recorded on the Swab
Board and included in the Swab Checks. Thus, when the detachable cap was found
to be missing a search would have been instigated and the item located.
In addition, the investigation report does not discuss a number of issues including:
•

The rationale used by the Scrub Practitioner when deciding that the bulb
syringe detachable caps should not be treated as accountable items
particularly as they were inside the sterile field.

•

How the bulb syringe came to be in the Surgeon’s possession given he was of
the opinion that he had made a request for that item and it had been passed
to him.

•

How the Scrub Practitioner came to know that the second bulb syringe had
been used by the surgeon. For example, the report does not say whether the
Scrub Practitioner was handed the empty bulb syringe by the surgeon or
found it empty at the location where she had put it.

•

Why the Scrub Practitioner did not immediately ask the Surgeon and other
staff present if they knew where the cap of the bulb syringe it was given she
knew it to be missing.

•

Why the Scrub Practitioner did not enquire into the sterile properties of the
new operating drapes prior to the operation commencing given she knew that
bulb syringes had a tendency to leak and were to be used.
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•

Why when the first TOE suggested that a foreign body was in the patient’s
heart steps were not undertaken immediately to establish if that impression
was correct. Rather than waiting for the third cardiac arrest before carrying
out the second TOE.

•

Recommendations to be suggested to MHRA regarding protective caps in that
(1) is there any need for protective caps and (2) if protective caps are
necessary can they be attached to the medical device concerned in such a
way they are not detachable.

Comments
Investigations into serious untoward incidents
As discussed ‘Section 2: Theory espoused regarding ‘Never Events’ STH has taken
a robust approach to the reporting and learning from untoward incidents. A suite of
documents 365 have been created which provide detailed guidance on how STH
personnel are to investigate and chronicle the causes of untoward incidents. In
addition, incident management training is mandatory for all staff at STH.
However, the reports of the investigations reviewed above (‘Never Events’: 1-11) are
of variable quality. For example, in some investigations the ‘Surgical Safety
Checklist’ is referred to and in other it is not. Root causes are not always articulated
in a clear and concise way or in some cases do not appear to have been identified.
The structure of several reports makes it difficult to quickly pull together the essential
details of why and how a particular serious untoward incident occurred.
There is also very little in the way of evidence provided in the text to support
assertions made in the investigation reports, i.e. there are no quotes from the
documents to which the investigation panel have referred or the verbatim replies of
the healthcare professionals interviewed during an the investigation to support the
conclusions that have been drawn.
Some of the reports also raise issues that are then not addressed which may mean
not all the lessons that could have been drawn from a given serious untoward
incident are learned. It would also appear that investigators do not always check the
current criteria governing the classification of a serious untoward incident as a ‘Never
Event’.366
In ‘Never event’ 2: breast Surgery,’367‘Never event’ 4: obstetrics – swab368and Never
Event’ 7: gynaecological surgery369 when the investigation panels could not
establish the root cause of the event they employed speculative scenarios as a
means to try to ascertain how the serious untoward incident might have occurred.
However, as discussed above, Systems Theory predicts that there are an infinite
365
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number of ways in which an adverse event can occur. Therefore employing such a
tactic can carry the risk of recommendations being made which do not address the
root cause of the adverse event that occurred but add complexity and/or additional
costs to surgical/invasive procedures that are not warranted.
However, regardless of how good the structure of a learning system might be, clearly
all such tools are dependent for their effectiveness upon untoward incidents being
reported. Hence, it is imperative that all staff should report all untoward incidents
and be familiar with the relevant policies. Dr Grice in his report however states that:
‘It was universally agreed that serious events would be reported to senior
staff however lesser incidents (like theatre list detail errors) would go
unreported. Staff were unaware of the trust incident reporting policy and
were unsure where to source guidance beyond discussion with a senior
staff member. Junior staff would not report any incident – these were
discussed with senior staff and the reporting left to them. The value of
incident reporting was also discussed and overall this was viewed
neutrally.370
Evidence to support this finding would appear to be reflected in the fact that the
National Reporting and Learning System371 ranks STH 23 out of the 25 NHS Trusts
in the comparator group for the reporting of inadvertent untoward incidents.
Inadvertent misclassification of ‘Never Events’
‘Never Event’ 3 (Vascular surgery)372 should not, in the opinion of the author of this
report, have been categorised as a patient safety incident since it does not meet the
national criteria published by the NPSA to be placed in that category.373 Thus, only
ten of the surgical/invasive procedures which were categorised ‘Never Events Retained instrument post-operation374 or Retained foreign object post-procedure’375
at STH should have been classified as serious untoward incidents ‘Never Events’.
However, no national guidance has been published regarding reducing the risk of
‘Never Events - Retained instrument post-operation376 or Retained foreign object
post-procedure’377 with respect to swabs, instruments, needles and other sundry
items of medical equipment. As a result only two of the ten serious untoward
incidents classified as ‘Never Events - Retained instrument post-operation or
Retained foreign object post-procedure’ appear to be congruent with the criteria
370
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issued by the Department of Health and NHS England. These are ‘Never Events’ 5
(‘Obstetrics – surgical tampon’)378 and 10 (‘
surgery’).379
Hence, nine of the serious untoward incidents classified as ‘Never Events - Retained
instrument post-operation or Retained foreign object post-procedure’ at STH appear
to have been inadvertently misclassified.
Statistics on foreign objects inadvertently retained by patients
During the period June 2012 to August 2013, 164,324 surgical/invasive procedures
were carried out in the operating theatres at STH.380 As argued above there were in
fact a total of 10 patients’ who experienced serious untoward incidents where the
patient inadvertently retained a foreign object. Thus, the average rate at STH for
patients inadvertently retaining items of medical equipment is 1:16,432 operations
performed.
There appears to be no robust data on the frequency that an item of medical
equipment is inadvertently left inside a patient.381, 382 However, one study in the
United States (US) based upon medical negligence claims suggests a conservative
estimate of patients inadvertently retaining foreign objects might be between 1 in
9,000 and 1 in 19,000 inpatient operations.383 Another US study which examined
more than 190,000 operations reported a patient retention rate of 1 in 5,500.384
While the WHO note that the ‘Dlikelihood has been estimated to be as high as 1 in
1000’.385 Thus the average rate, at which foreign objects have been inadvertently
retained by patients at STH compares well with the first study, is roughly three times
better than the second and 16 times safer than the third estimate.
A crude analysis of data obtained by the British Broadcasting Corporation for the
years 2009 -2012 revealed that in total there were 762 ‘Never Events’386 in NHS
Trusts. Of these 322 were in the category ‘Retained foreign object post-operation’
thus this category represents approximately 42% of all ‘Never Events’ during that
four year period. Similarly, data published by NHS England for the first two quarters
of 2013-2014 shows there were 148 ‘Never Events’ in England.387 69 of which were
378
379
380
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in the category Retained foreign object post-operation’ representing approximately
47% of the total number of ‘Never Events’.
A breakdown of the 69 ‘Never Events - Retained foreign object post-operations’ that
occurred in the first two quarters of 2013 – 2914 undertaken by NHS England
reveals that the top four items of medical equipment inadvertently retained by
patients were vaginal swabs or tampons (27), surgical swabs (11), throat packs (4)
and specimen retrieval bags (3). Hence, the overwhelming majority of medical
equipment items retained by patients at STH during the period covered in this
External Review are similar in nature to those retained by patients at other NHS
Trusts. Hence, there does not appear to be an atypical pattern with respect to the
items of medical equipment being inadvertently retained by patients at STH.
In addition, from the reports of the investigations into the surgical/invasive
procedures discussed above there appears to be no discernable pattern of
behaviour which suggests that STH has a systemic problem with patient safety. No
member of any surgical or theatre team has been involved in more than one of the
‘Never events’ reviewed. Each of the ‘Never Events’ which took placed did so due to
a unique set of circumstances prevailing at the time. They also appear to have taken
place at random over the three year period covered by the External Review. While a
study in the United States suggests that the:
‘Occurrence of an RFO [retained foreign object] was nine times as likely
when an operation was performed on an emergency basis and four times
as likely when the surgical procedure changed unexpectedly’.388
Therefore it would appear that since the surgeon had to unexpectedly change from
laparoscopic to open surgery in ‘Never Event’ 8: general surgery389 the risk of the
patient inadvertently retaining a foreign object significantly increased. Similarly, in
‘Never Event’ 7: gynaecological surgery390 the literature suggests that where two
procedures are performed in one operation the risk of a patient inadvertently
retaining a foreign object increases.391 It is not known however if either surgeon was
explicitly aware of the increased risk they faced since the reports of these ‘Never
Events’ do not discuss the topic.
Internal report on ‘Never Events’
The internal report of the review on retained swabs392 which was commissioned by
the STH Serious Untoward Incident group following ‘Never Event’ 8: General
surgery393 states that:
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‘A further review of guidance published by the Association of Peri-operative
Practice (sic) [AfPP] has shown that STH policy [Swab Checks] is
comparable with those standards laid out in the guidance (Oct – 12)’.394
However, if the guidance published by the AfPP on reducing the risk of patient’s
inadvertently retaining foreign objects had been incorporated verbatim in to the STH
Swab Checks it is highly probable that ‘Never Event’ 1 – Neurosurgery’,395 ‘Never
Event’ 8: General surgery’396 and ‘Never Event’ 11: Cardiothoracic surgery’397 would
have been prevented. Thus, while STH Swab Check procedures may be considered
to be comparable to those of the AfPP they are not identical and as usual ‘the devil is
in the detail’.398
Human factors
In Never event’ 2: Breast Surgery,399 ‘Never Event’ 7: Gynaecological surgery400 and
Never Event’ 9: Thoracic surgery401 the reason for the patient retaining a foreign
object was because whilst undertaking counts during Swabs Checks human errors
were made inadvertently. The only way at the moment by which swab counting
errors might be significantly reduced it would appear is through the use of radio
frequency tagging402 or bar code403 technologies.404 Although the recommendation
made in ‘Never Event’ 9: Thoracic surgery’405 regarding the introduction of clear
plastic pockets so that each soiled swab can be visually identified at the end of an
operation has merit. However, this method is still vulnerable to human error.
In several of the surgical/invasive procedures reported above the evidence suggests
that dysfunctional human cognitive factors may have unconsciously captured the
healthcare professional(s) involved and thus played a role in the eventuation of the
serious untoward incident. However, they were not identified in the reports of the
investigations concerned. In a similar vein, the human factors which led the surgical
team in ‘Never Event’ 10:
surgery406 not to comply with the Swab
Checks procedures and NPSA guidance with regard to throat packs were not
394
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identified. For example, was the failure to following the guidance a conscious
violation, miscommunication or was there some other reason(s).
However, it should also be noted that national the picture with regard to the
investigation of untoward incidents by NHS Trusts in England is not dissimilar to that
of STH with the ‘NHS England Surgical Never Events Task Force Report’ stating
that:
‘In the course of our discussions and consultation, many observers raised
doubts about the quality of local investigations (for instance, they may be
conducted by someone with little experience of preventable event
investigations, or may not systematically review human factors)’.407
MHRA
The MHRA might like to consider whether the detachable protective caps on the bulb
syringes, which in part led to Never Event’ 11: Cardiothoracic surgery,408 are
necessary and if they are whether the caps can be tethered to the medical device to
prevent a similar serious untoward incident occurring in future.
Surgical safety checklist
Although the ‘Surgical Safety Checklist’ was correctly completed on a several
occasions it did not prevent the serious untoward incidents from occurring.
There were occasions when all the elements of the ‘Surgical Safety Checklist’ were
not completed.
Swab Checks
Although the guidance for Swab Checks has been modified on four occasions and is
broadly comparable with AfPP guidance on reducing the risks of patients retaining
foreign objects, the former document allows Scrub Practitioners a wide margin of
discretion whereas the latter does not.
In particular, the phrase that items of medical equipment ‘Dby their very nature are
at risk of being retained within a patient ?‘ in Swab Checks forces Scrub
Practitioners to make highly subjective decisions as to what will be categorised as an
accountable item for a particular operation. On at least two occasions, ‘Never Event’
8: General surgery409 and ‘Never Event’ 11: Cardiothoracic surgery,410 the decision
by a Scrub Practitioner not to categorise a particular item of medical equipment as
accountable led to patients experiencing the inadvertent retention of a foreign body.
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Section 4: heterogeneous issues
During interviews held with senior management at STH411 as part of this External
Review by the author of this report the following issues arose.
STH has no National Patient Safety Agency or NHS England Patient Safety ‘Alerts’
which have past their recommended implementation date.
The Operating Room Management Information System (ORMIS) is not installed in
Cardiac Theatres at the STH Northern site. As a consequence all operations are
recorded on a paper system which makes the undertaking of audits very time
consuming and more difficult than should be the case.
When operating theatre staff report untoward incidents frequently the individual or
individuals concerned do not receive any detailed feedback as to what actions were
or are to be taken and this leads to a sense of frustration.
It was observed that there are some members of surgical staff who do not fully
embrace the ‘Five Steps to Safer Surgery’ process.
It has also been reported that in situations where surgical staff are antagonistic
towards the ‘Five Steps to Safer Surgery’ process if a member of the operating
theatre staff is leading the ‘Safer Surgery Checklist’, it can cause them considerable
anxiety because they are fearful of being criticised for delaying the start of an
operation.
It was also reported that there are frequently problems with ensuring the ‘debrief’
element of the ‘Five Steps to Safer Surgery’ process is carried out in the operating
theatres devoted to cardiac surgery. This is because at the end of a cardiac
procedure the anaesthetist in charge of a patient’s care is at their busiest and
therefore needs to concentrate fully on the tasks in hand. The patient needs to be
transferred to Cardiac Intensive Care Unit and settled in as quickly as possible.
During this ‘settling in’ period the anaesthetist has to ensure that all the appropriate
therapies the patient needs are being administered and that all clinical indicators
confirm that the patient is stable before she or he can leave the patient.
Typically by the time an anaesthetist has returned to the operating theatre to take
part in the ‘debrief’ process all other staff involved in the operation will have left the
theatre. Hence, under such circumstances the ‘debrief’ will not have been
conducted in the manner advised by the ‘Five Steps to Safer Surgery’, i.e. that all
members of the surgical and operating theatre should be present.
It was also reported that the ‘air exchange system’412 used to help control surgical
site infection413 in a room used for preparing the instruments to be used in the next
cardiac operation at the Northern site has failed to pass the statutory tests. As a
411
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consequence the room can no longer be used to for its previous purpose. This in
turn means that the instruments to be used in a second cardiac operation in the
same operating theatre can only be prepared once the theatre has been cleaned
after the first operation has been completed.
The time available between one cardiac operation and the next starting is limited.
Thus since trainee perioperative practitioners need more time to prepare instruments
for a given operation than experienced practitioners, the preparation of instruments
for a second operation is now only undertaken by those who are known to be
proficient. Hence, trainee practitioners are not receiving the level of practical
experience preferred and there is considerable pressure on trained perioperative
practitioners to complete the preparation of instruments in the time available so that
the second operation is not delayed.
STH does not have an explicit policy as to which role in the surgical and operating
theatre teams will take the lead to ensure that the ‘Five Steps to Safer Surgery’
process is completed as envisaged. The process at the present time is typically
undertaken by the most senior member of the operating theatre team.
A surgeon should only perform an operation using the accountable items that have
been passed to him by the Scrub Nurse. However, in ‘Never Event’ 11:
cardiothoracic surgery’414 the surgeon used a bulb syringe that was not passed to
him by the Scrub Nurse and this, at least in part, lead to the incident occurring.
The amount of time STH allocate to disseminating the lessons to be learned from
untoward patient safety incidents with regard to ‘Morbidity and Mortality’ meetings is
thought to be insufficient.
Comments
STH has no patient safety alerts outstanding and therefore patients are being
protected as per national guidance.
The recording and auditing of cardiac operations at the STH Northern site is made
more difficult because it is not possible to capture the data electronically at the
present time. This in turn means that the total volume of data on the cardiac
operations carried out at STH is not available for analysis at any given time.
Therefore potentially lessons which might be learned could be missed.
The failure of NHS Trusts to provide feedback to healthcare professionals who have
reported untoward incidents, it has been suggested, can lead to ‘clinical
disengagement’ with the reporting process.415 However, STH has explicit processes
which are intended to facilitate the dissemination of such information to all relevant
internal and external stakeholders.416 But as the ‘Report of the NHS England Never
Events Taskforce’ observes:
414
415
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‘Din some trusts, it would appear that although there is a focus on learning
from events the lessons are shared only (if at all) with the teams
involved’.417
Hence, STH is not unique in not always being able to ensure that all relevant internal
stakeholders are kept informed of what actions are being taken with respect to a
particular untoward incident. Nevertheless, such a situation does suggest that the
processes for the dissemination of information in STH regarding untoward incidents
are not working as envisaged.
It has been suggested that there is resistance to the ‘Five Steps to Safer Surgery’
process from some members of surgical teams. As a consequence there are
numerous occasions when not all the elements of the ‘Sign in’, ‘Time out’ ‘Sign out’
procedures are undertaken. The ‘Safer Surgery Audit’418 discussed above and the
findings of Dr Grice419 are strongly supportive of this assertion. However, this is not
an issue which only confronts STH for as the ‘Report of the NHS England Never
Events Taskforce’ states, ‘Barriers to successful implementation [of the Safer
Surgery Checklist] include resistance from senior surgical and anaesthetic staffD’420
Some perioperative practitioners have reported feeling anxious when leading the
‘Five Steps to Surgical Safety’ process when they are aware that a member of that
surgical team is a reluctant participant in the checks which are to be undertaken.
Such a situation however is most undesirable with recent research suggesting that,
‘Danxiety, and worry, in particular, can drain resources and lead to functional
disability’.421 Similarly, the charity ‘Mind’ observe that where anxiety is severe
individuals ‘Dmay find it difficult to hold down a job, develop or maintain good
relationshipsD’422
Anaesthetists find it difficult if not impossible to carry out the ‘debrief’ section of the
‘Five Steps to Safer Surgery’ process due to their patient care demands at the end of
a cardiac procedure. However, there is some guidance on such difficulties by the
National Patient Safety Agency who suggest that the ‘debrief’ ‘Dcould be done
during wound closure of the last patient on the list’.423 This is of course when all
surgical and operating theatre team members should still be present and just prior to
an anaesthetist having to undertake the high demands of immediate patient care
required following the completion of a patient’s surgery.
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The failure of ‘air exchange system’ in what was the Perioperative Practitioners
surgical instruments preparation room has at least two major disadvantageous. (1) It
reduces the number of times in a given time period that a trainee Perioperative
Practitioner has the opportunity to prepare the surgical instruments for a given
operation. (2) The experienced Perioperative Practitioner who has to prepare
surgical instruments for a second operation is also placed under pressure (stress) to
get the work completed so there will be no delay to the second surgical procedure
starting. This however is an undesirable situation for the United Kingdom Health and
Safety Executive observe that:
‘Work-related stress is a major cause of occupational ill health, poor
productivity and human error. It can result in sickness absence, high staff
turnover and poor performance and a possible increase in accidents due to
human error’.424
Similarly, the ‘Report of the NHS England Never Events Taskforce’ observes that
‘Dtime pressures and the use of ‘work arounds’ to manage work pressureD’ are
well-known sources of error.425
The role of the person to lead the ‘Five Steps to Safer Surgery’ process has not been
explicitly assigned at STH and it is usually the senior perioperative practitioner in an
operating theatre that will take on the responsibility of seeing it completed. However,
as discussed above, this can lead to perioperative practitioners being placed in a
stressful situation which is undesirable. On the other hand the ‘Report of the NHS
England Never Events Taskforce’ has concluded that:
‘There is clear evidence linking the quality of Checklist use to markers of
surgical performance. Where the Checklist is used well, and particularly
where surgeons visibly lead the process, it can improve teamwork and
compliance with processes of care (such as checking ID, procedure,
antibiotics). As well as being general markers of surgical performance,
some of these demonstrated improvements are likely also to prevent never
events’.426 (Authors emphasis)
Custom and practice dictates that only the Scrub Nurse should hand a surgeon the
instruments he requires. Thus there is no formal rule, regulation or policy which
prevents a surgeon from taking an accountable item from those laid out for use if she
or he so desires. Similarly, there are no formal strictures to prevent any other person
in an operating theatre from handing a surgeon the accountable item of medical
equipment that he has just requested if the Scrub Nurse is cannot respond
immediately. This is undesirable in an operating theatre where inadvertent errors
can have catastrophic consequence for the patient as for example occurred in Never
Event’ 11: cardiothoracic surgery’.427
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One of the ways in which the medical staff at STH gain knowledge about untoward
incidents including ‘Never Events’ is through attending ‘Morbidity and Mortality’
meetings .428 However, such meetings need to be long enough to cover all the items
on the agenda without having to guillotine topics and of sufficient frequency to
ensure that large gaps in local learning from untoward incidents do not appear
across medical staff employed at STH.
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Section 5: Conclusions and recommendations
The conclusions that have been drawn from the evidence presented above and Dr
Grice’s report (Appendix 1) are noted below in plain text, with recommendations
shown in bold italic. To preserve the findings of the two separate but closely
interwoven reviews (clinical and non-clinical) the conclusions and recommendations
of each study are presented separately.
Non-clinical study
Safety culture
Both the data acquired by the BBC and that published by NHS England on the
inadvertent retention of foreign objects by NHS patients demonstrates this particular
‘Never Event’ is experienced by numerous NHS Trusts and on multiple occasions.
Thus, the pattern of serious untoward incidents of this type experienced by STH is
not atypical. Similarly, whilst no patient ought to suffer from a ‘Never Event Retained foreign object post-procedure’429 the rate at which this type of serious
untoward incident has occurred at STH is low when compared to the frequency rates
cited in the medical literature.
In addition, following a review of all the appropriate documentation, observing
operating theatre procedures and undertaking interviews with crucially placed staff
there is no evidence to suggest that STH has an unrecognised systemic patient
safety problem. On the contrary, the evidence indicates that, apart from a number of
outliers, the vast majority of the activities undertaken by STH with respect to patient
safety meet the highest standards. However, where there appears to be room for
improvement recommendations have been in those respects.
System failures
The evidence reviewed suggests that 10 of the 11 serious untoward incidents
classified as Never Event - Retained foreign object post-procedure’ were the result of
inadvertent human error and systems failures. The circumstances surrounding
‘Never event’ 3: vascular surgery’,430 in the opinion of the author of this report,
means it should not have been classified as patient safety incident.
Dissemination of lesson learned
The many lessons that have been drawn as a result of this External Review may be
of value to healthcare professionals in NHS England and worldwide.431
Recommendation 1
STH should make a copy or a redacted version of this report available to NHS
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England so they are made aware of the recommendations specifically
addressed to them.
In a similar vein STH should consider publishing this report or a redacted
version of it on its website so that all those who have an interest in patient
safety might benefit from the insights which have been gained.
Corporate governance
Through the provisions in the NHS Standard Contract regarding ‘Never Events’,
national guidance such as that provided by the ‘Five Steps to Safer Surgery’ process
must be implemented by STH if financial penalties are not to be incurred. However,
from an STH corporate governance perspective national guidance is discretionary
with regard to its implementation at the present time. Thus an anomaly exists
between the contractual obligations of STH and corporate governance.
Recommendation 2
All national guidance with regard to patient safety should be incorporated into
STH’s portfolio of policies.
With regard to the ‘Five Steps to Safer Surgery’ process when patients need
transferring to an Intensive Care Unit, the ‘debrief’ element of that process
should be undertaken during wound closure432 as suggested by the National
Patient Safety Agency.
STH internal safety guidance procedures such as Swab Checks, for example, assist
in preventing patients suffering serious untoward incidents however at the present
time such procedures are discretionary in nature.
Recommendation 3
All STH internal guidance with regard to patient safety should be incorporated
into STH’s portfolio of policies.
Not all untoward incidents that occur to patients at STH are reported by the staff to
their Line Manager or Risk Lead.
Recommendation 4
STH should make it policy that all untoward incidents are to be reported by
staff to their Line Manager or Risk Lead.
It is ‘normal’ practice in an operating theatre for the Scrub Nurse to hand
accountable items of medical equipment to the operating surgeon. Although the
custom was instituted some time ago it is nevertheless a discretionary behaviour, i.e.
it is not compulsory. However the circumstances surrounding ‘Never Event’ 11:
432
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cardiothoracic surgery433 has demonstrated that such optional practices can result in
unwitting unsafe behaviours that can result in tragedy.
Recommendation 5
STH should make it policy that surgeons must not use any accountable item of
medical equipment if it is not passed to them by the Scrub Nurse except where
a failure to do so it would compromise the life of a patient.
The role of the person to lead the ‘Five Steps to Safer Surgery’ process has not been
explicitly allocated at STH. This has resulted in the most senior operating theatre
staff person undertaking that responsibility. However, some members of the
operating theatre staff feel anxious when leading the ‘Five Steps to Safer Surgery’
process where it is known that a surgical team member has antipathy towards the
checks which need to be done. This is an undesirable situation.
The ‘Report of the NHS England Never Events Taskforce’ has observed however
that the one of the factors which improves the effectiveness of the ‘Safer Surgery
Checklist’ is ‘Dwhen senior surgeons actively drove and promoted its use’.434
Recommendation 6
STH should make it policy that the senior surgeon or doctor undertaking a
surgical/invasive procedure is accountable for the ‘Five Steps to Safer
Surgery’ process being completed in its entirety.
If STH Swab Checks had been identical to the recommendations made by the
Association for Perioperative Practice (AfPP) with regard to the management of
accountable items of medical equipment435 then it is highly likely that Never Event’ 1
– Neurosurgery’,436 ‘Never Event’ 8: General surgery’437 and ‘Never Event’ 11:
Cardiothoracic surgery’438 would not have occurred.
Recommendation 7
STH should enter discussions with the AfPP to explore how their published
recommendations in the area of Swab Checks might be incorporated in to STH
policy without AfPP’s copyright being breached.

433
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Training
Consultant Surgeons and surgical trainees receive no training on the ‘Five Steps to
Safer Surgery’ and ‘Swab checks’.
Recommendation 8
STH should make arrangement so as to ensure that all Consultant Surgeons
and surgical trainees receive training on the ‘Five Steps to Safer Surgery’ and
‘Swab Checks’ and documented on their training records.
Anaesthetists do not receive training in Swab Checks.
Recommendation 9
STH should make arrangement so as to ensure that all Anaesthetists receive
training in Swab Checks.
The recording of the Anaesthetists who have undergone training for the ‘Five Steps
to Safer Surgery’ is inconsistent.
Recommendation 10
STH should make arrangement so as to ensure that all Anaesthetists who have
been trained on the ‘Five Steps to Safer Surgery’ process are accurately
recorded.
Whole team training could be a means of improving team communication and
cohesion between the surgical and operating theatre teams at STH.
Recommendation 11
STH should explore undertaking whole team training for surgical and
operating theatre teams as, for example, that developed by the Association of
Perioperative Practioners.
Morbidity and Mortality meetings are one of the ways in which the medical staff at
STH become acquainted with the circumstances surrounding serious untoward
incidents. Currently it is thought that insufficient time is being allocated to these
important meetings.
Recommendation 12
STH should consult with other NHS Trusts to ascertain the amount of time
they allocate to Morbidity and Mortality meetings. Senior management should
then ensure that the medical staff at STH are provided with at least the same
opportunity to learn from their colleagues.
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Investigation of serious untoward incidents
Although there are robust policies and guidance documents on how investigations
into serious untoward incidents are to be undertaken at STH the findings of
investigations in to serious untoward incidents are of variable quality. The reports
often fail to provide any explicit details of the methodology employed within an
investigation. There are no references to human factors and an absence of robust
evidence to support the conclusions and recommendations which have been drawn.
In addition, nine of the eleven serious untoward incidents discussed in this report
were inadvertently misclassified as ‘Never Events’. In short investigations at STH
into serious untoward incidents do not appear to take a forensic approach and thus
important lessons may be missed.
Recommendation 13
All Investigating Officers at STH should receive additional training on human
factors and how investigations in to serious untoward incidents ought to be
undertaken.
The report on ‘Never Event’ 10:
surgery439 does not adequately explain
why the breaches of STH Swab Checks and NPSA national guidance on the
insertion of throat packs occurred.
Recommendation 14
The circumstances surrounding Never Event’ 10:
surgery440
should be re-examined and the reason(s) for the failure of the surgical team to
follow STH and NPSA guidance regard the insertion and removal of throat
packs established.
There is no explanation in the investigation report of ‘Never Event’ 10:
surgery441 why the surgeon who found the throat pack which had been inadvertently
retained by the patient did not immediately inform the operating theatre staff that a
‘Never Event’ had occurred. Nor is there any discussion as to what the surgeon did
with the throat pack once it had been found.
Recommendation 15
The Surgeon who found the retained throat pack in ‘Never Event’ 10:
surgery442 should be interviewed. The reason(s) why the
operating theatre staff were not informed that a ‘Never Event’ had occurred
and precisely what the Surgeon did with the retained throat pack once it had
been found should be established.
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Some STH Staff have expressed disappointment that having reported an untoward
incident they did not receive any feedback on what actions were to be taken as a
result.
Recommendation 16
STH should verify that the feedback system which provides information to
staff who have reported untoward incidents is working as envisaged.
Equipment
Human error cannot be completely eliminated but the risk of a patient inadvertently
retaining a foreign object can be significantly reduced through the use of technology.
Recommendation 17
STH should investigate the possibility of introducing new technology such as
bar coding or radio-frequency identification to reduce the risks of patients
inadvertently retaining foreign objects following surgical/invasive procedures.
The Cardiac Operating Theatres at the Northern Hospital site do not have the
Operating Room Management Information System (ORMIS) installed which means
that STH cannot access the totality of information available with ease. Failure to
have access to ORMIS also causes difficulties when formal audits are undertaken at
the Northern Hospital site. This is because paper records have to be accessed
which is labour intensive work and thus the audits are not always as comprehensive
as they might be. Similarly, recording the details of an operation is more time
consuming because all the information has to be hand written in to the patient
records rather than typed.
Recommendation 18
STH should install ORMIS in the Cardiac Operating Theatres at the Northern
Hospital site as soon as practicable.
The air exchange system in the room(s) previously used to prepare surgical
instruments for cardiac operations at the Northern Hospital site do not meet statutory
air quality standards. This prevents them for being used by perioperative
practioners. This creates undesired additional pressures of work for experienced
members of operating theatre staff and significantly reduces the number of
opportunities for trainee perioperative practitioners to be coached in the practical
aspects of their work.
Recommendation 19
STH should ensure that the air exchange system operating in the rooms
previously used to prepare surgical instruments for cardiac operations at the
Northern Hospital site are, as soon as reasonably practicable, repaired and/or
upgraded so as to meet statutory air quality standards.
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Formal audits, spot checks and checklist
The departments of Radiology and Endoscopy are currently not subject to spot
checks and formal audits at the present time.
Recommendation 20
Arrangements should be made for the introduction of formal audits and spot
checks for the departments of Radiology and Endoscopy.
The department of Endoscopy does not have a safety checklist based upon the
WHO Safer Surgery Checklist principles.
Recommendation 21
The department of Endoscopy should develop a safety checklist which
incorporates the principles of the WHO Safer Surgery Checklist.
Rusch balloon guideline
The guideline for the removal of a Rusch Balloon following an elective caesarean
section does not mandate that a physical check be undertaken to ascertain whether
a patient has vaginal pack which also needs to be removed. The lack of such an
instruction may, in part, have led to ‘Never Event’ 6: obstetrics – indwelling vaginal
pack’443 occurring.
Recommendation 22
The guideline for the removal of a Rusch Balloon should include a requirement
that a physical examination be undertaken to ascertain whether a patient has a
vaginal pack which also needs to be removed.
Absence of national guidance and national safety recommendations
National guidance and/or national safety recommendations to reduce the risk of
patients inadvertently retaining swabs, instruments, needles and other miscellaneous
items has never been published. Thus, only two of the 11 serious untoward
incidents which were reported to STH Commissioners as ‘Never Events - Retained
instrument post-operation444 or Retained foreign object post-procedure’445 meet the
criteria stipulated by the Department of Health and NHS England for an incident to
be classified as a ‘Never Event’.446
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Downgrading of ‘Never Events’
It is perceived to be difficult for STH to have serious untoward incidents once
categorised as a ‘Never Event’ downgraded by the Commissioners of services.
However, this may be because the recommended commissioning process for ‘Never
Events’ has not been implemented by STH at the present time.
Recommendation 23
STH should approach the Commissioners of services with a view to
implementing the ‘Acommissioning process for never events’447 as advised by
the Department of Health and NHS England.
Recommendation 24
STH should make a submission to the Commissioners of services to have the
nine serious untoward incidents that were misclassified as ‘Never Events Retained instrument post-operation or Retained foreign object post-procedure’
downgraded.
Recommendation 25
STH should enter into discussions with the Commissioners of services with
respect to the recovery of any financial penalties imposed on them through the
provisions of the NHS Standard Contract as nine of the 11 serious untoward
incidents were misclassified as ‘Never Events - Retained instrument postoperation448 or Retained foreign object post-procedure’.449
National issues
The Department of Health and NHS England’s criteria for the ‘Never Events Retained instrument post-operation450 or Retained foreign object post-procedure’451
means that only untoward incidents where national guidance on throat packs,
vaginal births and perineal suturing has not been followed qualify for that rubric.
All serious untoward incidents which involve swabs, instruments, needles or other
sundry items do not meet the criteria for Never Events - Retained instrument postoperation452 or Retained foreign object post-procedure’453 since no national guidance
or national safety recommendations to prevent such events has been published.
The guidance cited by the Department of Health and which is still cited by NHS
England, in their documentation regarding the prevention of patients inadvertently
447
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retaining foreign objects, is that produced by the Association of Perioperative
Practioners (AfPP) and was developed for use by their members. Therefore it has
no official national standing. This is evidenced by the fact that the Care Quality
Commission, Health Education England and the Department of Health have all
refused to endorse the AfPP guidance in this area when requested to do so.
Recommendation 26
NHS England should as a matter of urgency publish their own or publicly
endorse the AfPP’s guidance on the management of swabs, instruments,
needles and sundry items so that the ‘Never Event -‘Retained foreign object
post-procedure’454 will also apply where such items are inadvertently retained
by patients.
Two of the criteria published by the Department of Health and endorsed by NHS
England for a serious untoward incident to be classified as a ‘Never Event’ is that:
‘There is existing national guidance and/or national safety
recommendations on how the Never Event can be prevented, along with
support for implementation.
‘The Never Event is preventable if the national guidance and/or national
safety recommendations are implemented’.
As discussed earlier the eradication of all human error is unachievable and the
property of ‘equifinality’ possessed by an ‘open system’, in this case healthcare
means that it is impossible for a 100% guarantee to be given that any particular
serious untoward incidents will never occur.
Recommendation 27
NHS England should re-consider whether it is appropriate to use the concept
of a ‘Never Event’ in relation to serious untoward incidents since the
unthinkable as well as obvious events can occur.455
In addition, the total number of ‘Never Events’ experienced by NHS England Trusts
between 2009 and 2012 using BBC data approximately 42% were classified as
‘Retained foreign object post-operation’. While NHS England data for the period
1 April 2013 and 31 December 2013 revealed that out of a total of 229 different
‘Never Events’ 100 or approximately 44% were classified as ‘Retained foreign object
post-operation’. Such a large percentage of the same type of serious untoward
incident being placed into the same ‘Never Event’ category, it can be argued, is likely
to gravely undermine the whole idea in the minds of the general public.
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Recommendation 28
NHS England should re-consider whether it is appropriate to use the concept
of a ‘Never Event’ as a category in relation to untoward incidents which are
caused through an item of medical equipment being inadvertently left in the
body of a patient.
In Never Event’ 11: Cardiothoracic surgery,456 a detachable protective cap from a
bulb syringe inadvertently entered a patient’s heart.
Recommendation 29
The MHRA should consider whether the protective caps on bulb syringes and
other medical devices can be dispensed with and if not whether there is a
method by which they can be tethered to a device so they cannot become
detached.
Clinical observational study
Conclusions and recommendations
The observational study focussed on two main areas of practice in theatre – how
retainable items are managed by the surgical team and how reliably have the
changes in safe surgery practices (the five moments of patient safety) been
implemented. For the first area the standards used for assessment of retainable item
management are clearly described in the STH swabs needles instruments
guideline.457 This guideline clearly describes the processes that staff should follow
when handling retainable items but lacks sections on monitoring compliance and
details on how the organisation demonstrates that staff have read and understood
their obligations under it.
Recommendation 30
The guideline for surgical procedure checks should be rewritten as a policy.
Consideration should be given to including sections on compliance
monitoring and training. Steps should be taken to ensure that STH can
demonstrate that staff understand their obligations under this policy including
the escalation process to follow in the event of a missing item.
Management of retainable items
Throughout the period of observation staff demonstrated a remarkable degree of
consistency with the checking processes for retainable items in theatre. Recent
changes in number of checks taken had been well communicated and adopted. Staff
demonstrated a high degree of awareness of the need to check each detachable
component of an instrument and additional instruments were consistently cross
456
457
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checked against their traceability tag. Two-person checking was consistently
observed and item terminology was universal (swab names for example.) Swab
counts and instrument checks occurred at the correct points in the operative
procedure but were commonly interrupted. Surgical awareness of a critical safety
check being undertaken was not always apparent nor was the realisation that such
interruptions can impact on the reliability of the check.
Recommendation 31
STH should review checking processes and mandate that critical safety
checks should proceed without interruption (‘sterile cockpit’).
Swabs were counted in batches of five and documented on the white board in fives.
Staff consistently counted out the swabs and confirmed the tail of each was present.
Swabs left in cavity were identified by a clip attached to the tail wherever possible
and when used swabs were handed off to the circulating nurse and counted in
batches of five. Whilst this process was universally used throughout STH it could not
always be followed (set of five swabs occasionally broken up for catheterisation for
example.) In addition this approach does not lend itself to comply with section 2.8 of
the surgical procedure check guideline458 where swabs need to be fully visible for the
surgical and anaesthetic team.
Recommendation 32
STH should review alternatives for displaying used swabs which will facilitate
both counting processes and estimation of blood loss. (If this process
incorporates the handing off of single swabs then this would also address
concerns about the occasional necessity to deviate from the practice of
always handling swabs in batches of five).
Needles and sutures were meticulously counted and documented on the whiteboard.
Two separate methods were observed in the trust for recording the number of sharps
– sequential 1,2,3,4D(with the preceding number crossed through) and serial
1+1+1D Whilst both systems have merit staff did recall instances where confusion
arose due to numbers being misread with the sequential system. Staff were also
unsure whether both needles and sheaths needed counting and documenting
separately (similar issue with diathermy caps or plastic beads that accompany
subcuticular sutures.)
Recommendation 33
STH should review methods for documenting the number of sharps on the
whiteboard to determine if one method is safer and to ensure the preferred
method is consistently utilised across the organisation.
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Recommendation 34
The policy for surgical procedure checks should contain explicit guidance
about which items should be retained and counted and how these items
should be documented on the whiteboard.
Although swab checking procedures were seen to be highly reliable throughout the
observation period (including the management of throat packs) the review has
highlighted that a risk is present with the sanctioned use of cotton wool balls. These
items do not have integral Raytec for radiographic identification and as they are
broken up during use it remains impossible to determine whether every piece has
been returned. These items are therefore impossible to count and as such present a
risk of inadvertent retention.
Recommendation 35
STH should undertake a risk assessment for the use of cotton wool balls in
theatre and if alternatives are deemed unsuitable determine if a more
dependable means of tracking them is available.
Implementation of Safe Surgery Checks
In January 2009 the NPSA issued a Patient Safety Alert459 requiring trusts to
implement a Surgical Safety Checklist that had been developed by the World Health
Organisation. The alert allowed organisations to modify the format to facilitate
integration into established internal processes but key checks had to be undertaken
and compliance was required by February 2010. STH designed its own checklist and
following a period of intensive implementation reported compliance with this alert in
March 2010 and in an internal report to the Healthcare Governance Committee
confirmed sustained compliance for over 95% of theatre episodes. 460
In order to assess this compliance this review undertook direct observations from a
wide selection of theatres. This observational study had to take into account the fact
that there was no policy or guideline which staff were expected to be compliant with
in respect to the safe surgery checks. Such a policy would have provided standards
against which behaviours could be measured so in the absence of any such
guidance the assessor set a standard that every patient should be considered
against every check on the relevant checklist. The absence of such a policy is a
missed opportunity for STH. Such a policy could encompass the whole surgical
pathway including preparation for surgery, day of surgery admission, consent,
marking, pre-operative ward preparation, and the 5 moments of patient safety as well
as aspects of theatre conduct.

459
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Recommendation 36
STH should develop a safe surgery policy describing what standards of care
every patient should receive during a theatre episode. The policy should
include a compliance monitoring section as well as detailing training
requirements.
During the three day study period eleven theatre episodes were observed. Theatre
team briefing was observed in four theatres and was found to be excellent. A
bespoke STH briefing checklist was used throughout the organisation and
comprehensively completed during the briefing. At each of the briefings attended the
whole team was present, the process was clearly led and each of the facets of the
briefing checklist were covered. Records of completion were available in every
theatre audited and were seen to be reliably completed.
Throughout the study period nine Sign In episodes, nine Time Out checks and three
Sign Out checks were observed. Observation from the Jessop Maternity Wing for a
single case provided the only theatre episode where the checklist was completed
comprehensively. In all other areas of the organisation compliance with a standard
which states that every check should be undertaken for every patient stands at zero
per cent. The extent of violation varied but it was common for only one or two of the
eight Sign In checks to be completed and at no point outside maternity was the Time
Out comprehensively covered.
A bundle compliance of zero stands at odds with the governance report that checks
occur in over 95% of episodes and in part this can be explained by the differences in
undertaking qualitative versus quantitative research. It should also be noted that the
95% statistic was calculated by running a report from database data fields that have
a default value of ‘yes.’
Conclusions about why compliance with the checklist is poor are more subjective
and open to bias. Staff did describe frustration with the process with perceived
repetition, excessive length, a lack of utility in some of the checks and a belief that
the checks did not improve patient safety (‘box ticking’) and it is understandable how
some of the violations seen could be accounted for by these arguments. Countless
Trusts in the NHS struggle with the introduction of the WHO checklist with one of the
main barriers being the length of the checklist and the discipline needed to complete
every check. The STH checklist contains more text and more check items than the
original checklist and it is therefore understandable why compliance is less than
ideal.
Recommendation 37
The safe surgery checklist should be redesigned.
In redesigning the checklist STH should maximise on the efficacy of the briefing
process. Multiple checks contained within the checklist could be moved to briefing
(for example infection control alerts, anaesthetic machine safety checks, patient
positioning, anticipated blood loss, equipment requirements, implant requirements,
patient warming requirements, hair removal, glycaemic control and essential imaging
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availability.) This would reduce the density of the checks undertaken during the
procedure, significantly shorten Sign In/Time Out and increase the reliability of the
checks as a result.
The checklist will also be more workable if the checks are brief and have a clear
justifiable clinical reason. Draft versions should be widely circulated for
multidisciplinary feedback and views should be actively sought from all grades of
theatre staff that will be required to implement the checklist. As shown by a recent
article from Canada461 a top down implementation by mandate will not realise the
significant safety benefits that countless other studies have shown can be achieved.
Whereas as described by Atul Gawande in a replying editorial462 when the checklist
is introduced with simultaneous efforts to change the surgical safety culture then real
benefits can be achieved.
Recommendation 38
If ‘anaesthetic machine check’ is moved to team briefing the anaesthetic
machine check logbooks become obsolete and should be removed.
The Time Out check could also occur in the format of a clinical discussion between
surgeon, anaesthetist and scrub nurse where the remaining key points are covered.
Introductions should be retained as theatre staff does alter throughout the day but
the introduction of a clinical conversation would emphasise the professional nature of
what is discussed rather than focussing the team on the completion of a checklist.
Recommendation 39
STH should trial Time Out in a three way scripted discussion format.
The review has also highlighted the fact that apart from a computer database field no
records are made to confirm that the checks are undertaken. If the patient’s theatre
documentation was altered to include a redesigned checklist, staff would have to
sign to confirm each section has been completed. The requirement to sign the
checklist would focus attention on the importance of undertaking the checks as well
as serving as a prompt for each of the checks. Such documentation would
additionally provide confirmation to outside inspectors that the checks have been
undertaken (compliance with CQC Outcome 21).
Recommendation 40
STH should include a theatre checklist in the patient’s notes/theatre pathway
documentation.
Whilst there was evidence of an active audit process of the safe surgery checks at
the Northern Site with senior theatre nurses auditing other theatres no such process
was evident at the Hallamshire site. The Safe Surgery Steering Group has significant
461
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representation from the Northern Site but only one member from Hallamshire
theatres.
Recommendation 41
The membership of the safe surgery steering group should be reviewed to
increase representation from other theatre suites.
Recommendation 42
Identical audit processes for the safe surgery checks should be in place in all
theatre suites.
Following discussion with theatre staff at both sites variable views on how patients
should be marked for theatre were apparent. None of the theatre staff questioned
were able to identify where guidance on marking practices could be found surgical
teams had individual practices which were not consistent across the organisation.
The only guidance on requirements for marking for theatre available is contained
within the 2008 policy for Ensuring Correct Surgical Procedure. [7] This policy
predates the 2009 patient safety alert and has not been revised since version 2 was
ratified in 2008.
Recommendation 43
A policy for surgical marking should be written with recommendations for training and
auditing of compliance. This policy could be incorporated into an overarching ‘safe
surgery policy.’
One of the checks undertaken during Sign Out requires staff to verify specimen
labelling and processing requirements. When this check was asked the response of
the theatre staff was seen to vary. The documentation of specimens on ORMIS was
not consistently undertaken at the time the samples were taken nor were the
recorded details specific. Confirmation of correct specimen number and processing
following a protracted case would therefore prove challenging to staff during the sign
out check.
Recommendation 44
Specimen handling processes should be reviewed to improve reliability and
consistency. The process should enable staff to demonstrate the presence of the
correct number and type of specimen during Sign Out.
Theatre culture and behaviours
During the study period numerous staff were asked about their attitude and approach
to incidents and the reporting of glitches. It was universally agreed that serious
events would be reported to senior staff however lesser incidents (like theatre list
detail errors) would go unreported. Staff were unaware of the trust incident reporting
policy and were unsure where to source guidance beyond discussion with a senior
staff member. Junior staff would not report any incident – these were discussed with
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senior staff and the reporting left to them. The value of incident reporting was also
discussed and overall this was viewed neutrally. Awareness of details surrounding
serious incidents was poor and staff said that incident feedback (including the
recommendations arising from the reported incident) did not occur.
Recommendation 45
STH review how details from SIRI investigations and reported incidents are
communicated back to both the theatre team and the wider organisation.
Staff also told me that significant changes in practices were introduced with little
consultation. This was not the view of the more senior theatre staff (potentially those
involved in consultation) but was commented on consistently by more junior staff
who felt that major changes were imposed upon them. This approach would impact
on the priority junior theatre staff gives to change in practice as compliance with
expected behaviours will always be better if staff understand why the change is
important and have ownership over it (the new theatre whiteboards being an
example).
This was best evidenced by observation of the theatre safety checks. These were
rarely undertaken with a quiet fully attentive theatre (‘sterile cockpit’); on the whole
the theatre remained busy. When asked, staff not directly involved in the Time Out
check did not feel their attention was necessary or added any value to the patient
and this justified the reasons why they remained busy. This was also witnessed
when staff, from other areas, interrupts safety checks in theatre.
Recommendation 46
STH consider the introduction of a theatre ‘code of conduct’ which
emphasizes the important of critical safety checks and includes the
requirement for a ‘sterile cockpit’ during these checks.
Such a theatre code of conduct could also encompass expectations in terms of
incident reporting and a zero tolerance approach to critical safety check omissions.
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Executive Summary
Between 2010 and 2013 Sheffield Teaching Hospital NHS Foundation Trust (STH)
has declared eleven ‘Never Event: retained foreign object post-procedure’ incidents
that occurred in the theatre environment. During that time the Trust has undertaken a
considerable amount of quality improvement work in safe surgery practices and
swabs/needles/instrument management in theatre. [1] Despite these efforts incidents
continued to be reported and in response the STH Healthcare Governance
Committee developed a ‘Never Event Improvement Plan’ which included the
requirement to commission an external review of theatre practice. [2]
The terms of reference for this external review required two separate approaches –
an analysis of the Trusts systems, policies and procedures which are in place to
reduce the risks of ‘Never Events’ and an analysis of staff actions and behaviours.
This appended report addresses the latter approach and details the findings from the
direct observation of what staff actually do; an ethnographic study.
The observational study focussed on two main areas of practice in theatre – how
retainable items are managed by the surgical team and how reliably have the
changes in safe surgery practices (the five moments of patient safety) been
implemented. For the first area the standards used for assessment of retainable item
management are clearly described in the STH swabs needles instruments guideline.
[3] Following the publication of the NPSA alert [4] detailing how organisation should
implement the WHO checklist (NPSA/2009/PSA002/U1) STH has undertaken a
considerable amount of work to generate their own checklist and implement this
within the theatre environment. To date, however, STH has not approved a policy to
support this work which could be used by an observational study for reference. For
the purposes of this study therefore an assumption was made that the checklist
should be viewed as a bundle and each of the items within the bundle should be
completed for every case as described at the top of the checklist form.
Following a three day period of direct observation at the Royal Hallamshire site, the
Jessop Maternity Wing and the Northern Hospital site this review has confirmed that
all staff demonstrated highly consistent and reliable practice when handling
retainable items in theatre. Process knowledge was excellent (including the
management of patients presenting to theatre with swabs already in-situ) and this
translated into reliable well-practiced handling of retainable items. Counting checks
were undertaken at the correct point during the procedure and undertaken in a
consistent manner. Recommendations have been made in the report to review
alternative approaches to collecting and displaying swabs and to review the reliability
of pathology specimen processing but overall nothing was identified with retainable
item management which caused a concern.
Witnessed compliance with the safe surgery checklist however was more
concerning. Five moments of safety are described for theatre lists, briefing at the
start of the list, debriefing at the end of the list and each patient in the list should
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have a Sign In, Time Out and Sign Out check. Briefing was seen on several lists
during the period of observation and this process was seen to be well designed, fully
supported and accompanied by clear documentation that was comprehensively
completed. Sign In, Time Out and Sign Out checks however were seen to be
variably complied with. Good compliance was seen in the Jessop Wing but
elsewhere significant violations were observed. If the checklist is viewed as a bundle
then witnessed bundle compliance was seen to be zero per cent; at no point was
every item on the checklist completed. The reasons for this are multifactorial and this
review has made some recommendations which the author would suggest are a high
priority.
Observations around theatre behaviours and culture are significantly more subjective
and open to observer bias. Following discussions with numerous theatre staff
however, this review has also generated some recommendations which are intended
to improve attitudes towards governance and safety. Reporting practices and the
reluctance of the staff to report glitches should be addressed and as staff confirmed
no mechanism currently exists which facilitates feedback from reported incidents and
SIRI’s STH should review the options available for feeding back this learning both to
the teams involved and across the wider organisation.
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Introduction
Ethnographic data collection methods aim to record ‘ordinary activities of people
(informants) in their naturally occurring settings.’[5] This approach can utilise various
methods of data collection but for a clinical environment like the operating theatre
empirical data collection though direct observation of actions represented the best
practical approach as it allowed informative data to be collected within a reasonable
timeframe whilst limiting both observer bias and the Hawthorne effect [6].
Reflexivity
One of the biggest challenges with this approach however rests with the observer
being able to record observations in a transparent way. In this section I have
reported information as it was reported to me and I have not qualified this information
with my assessment of whether it is credible or not. No observational study can ever
be free from bias in this regard and the main observer in this study will be influenced
by previous involvement in theatre safety in his own organisation. Responsibility for
the design and introduction of the Royal Devon and Exeter’s ‘Safe Surgery and
Interventional Procedures Policy’ will have influenced the observers expectations of
what attitudes and actions should be witnessed. Whilst these observations are
correct for Royal Devon and Exeter’s environment they may not be transferrable to
STH. In order to limit the impact of observer bias it is necessary to refer to policies
and procedures which were adapted by STH at the time of the study and compare
observed behaviours against the requirements of these policies.
Behaviours and actions surrounding the handling of swabs needles and instruments
is described in the STH’s guideline ‘Surgical procedure checks for swabs, needles,
instruments, digital tourniquets and correct prosthesis within the operating theatre
[Version 4].’ The author is not aware of any policy that was in place at the time of the
study which would inform how this guideline was to be actioned by staff and whether
it was advisory or contractual but for the purposes of this study the observer based
observations on requirements stipulated in this guideline.
Behaviours and actions surrounding the use of theatre safety checklists are more
open to observer bias in this study. In order to limit this, a reference source for
expectations would be necessary. Whilst STH had the ‘Policy for Ensuring Correct
Surgical Procedure – version 2’ this document was written in 2008, preceded the
introduction of the ‘5 moments’ and had not been revised as suggested in July 2011.
It was therefore not possible to base observations on expectations laid down in this
policy. STH had modified procedures in theatre with the introduction of the new
checklists [ref] as required by the 2009 NPSA alert and compliance with these
checklists therefore formed the basis of the record set.
As requirements for relevant actions and behaviours are not stipulated in any policy
clinical context cannot be applied and it is therefore necessary to record any
deviation from these checklists as a variance.
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Three of the terms of reference applied to this aspect of the study namely
2. Review STH processes with regard to key operating environment practices,
e.g. how do we undertake swab and instrument counts etc. Are STH
procedures in line with best practice? How standardised is STH practice
across all of its clinical areas? The key areas for review will be determined in
collaboration with the reviewers but will focus on ensuring that the most
effective safety processes are in place.
3. Provide a view on the behaviours and culture observed within the theatre
environment, and whether these support a safe environment for both patients
and staff.
4. Review how training is and should be offered with regard to use of the WHO
Checklist.
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Ethnographic Observations
Theatre A: RHH
General Observations
The theatre team consisted of two surgeons, anaesthetist, scrub nurse, two
circulating nurses and an ODP. The theatre team acknowledge that they have
worked together for a long time and have a good team rapport. The team had some
awareness of previous incidents ‘that occurred at the northern’ but were unable to
describe any specific details. They were aware that these events had prompted the
introduction of the theatre specific whiteboards, which they supported, but none of
the staff reported any specific training in regard to procedures in theatre other than
learning through observation of custom and practice. Similarly staff told me that if an
issue with the swab/instrument count was detected they were not familiar with any
specific guidelines to follow beyond immediate escalation. The team were familiar
with the processes to follow if a vaginal pack was to be left in place (orange sticker)
and how patient’s arriving with such packs in place were to be managed.
When discussing incidents the team reported that the likelihood of reporting incidents
varied depending on severity. Major and catastrophic incidents would be reported
however incidents with a lesser severity would not. An example given was incorrect
details on operating lists (including side of surgery). These were known to occur and
on occasion were fed back to the surgical teams’ secretary but would be unlikely to
be reported centrally. The team also noted that little to no feedback was received for
incidents that had been reported.
Compliance with Surgical Procedure Checks: swabs/needles/instruments
Swab management was followed throughout a surgical case and the observer was
impressed by the diligence seen. Correct counting at each of the four stipulated
moments throughout the case was given a high priority; swabs left in cavity had clips
attached to the tail and separate documentation on the whiteboard. Counting of each
pack of five was consistent and as specified in the guideline. When used, swabs
were collated into fives (2 person confirmation) and placed in a clear bag which was
left visible in the theatre. The only deviation noted with swab management was the
use of two swabs from a pack of five for catheterisation. These have to be counted
separately and whilst carefully managed the variation in process raises the possibility
of error if staff are not familiar.
Instruments were similarly managed in a diligent manner. The scrub nurse was
observed carefully checking equipment for components that could become detached
(screws, nuts etc) and if additional separate items were needed the traceability tags
were retained to provide confirmation of issue during the final checks. The only glitch
observed was when an instrument was dropped. It was retrieved by one of the
circulating nurses and left in a tray but this was not communicated to the other
circulator that subsequently had to undertake the final check. She was unable to
locate the item which served as a distraction to the final checking process.
It was also noted that whilst each of the four required equipment checks were
followed they did not occur in a ‘sterile cockpit.’ Interruptions during the checking
counts with requests from the surgical team for swabs sutures or instruments were
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seen to occur commonly and the staff did not appear to expect the checks to occur
without interruptions.
Surgical Safety Checks
The sign in check was observed for one patient. This occurred against the laminated
safety checklist card. The check included patient’s name, date of birth, hospital
number, the consent form was checked and confirmed as signed, allergies were
confirmed and the patient position was confirmed. The sign in check did not confirm
essential imaging was displayed (with surgeon present), MRSA status, anaesthetic
machine check completed, anticipated blood loss or anticipated anaesthetic issues.
The time out check was similarly made against the laminated card and included the
patient identity and consent form. The surgeon confirmed there were no anticipated
surgical issues to raise and the anaesthetist similarly confirmed there were no
anticipated anaesthetic difficulties. Equipment sterility was confirmed and antibiotic
prophylaxis was discussed. The time out check did not specifically go through each
of the bullet points in the anticipated critical events not did it include patient warming
requirements, hair removal, DVT prophylaxis, or essential imaging displayed. During
the timeout check the theatre remained busy and the staff member that escorted the
patient was not attentive during the check.
The sign out check was also observed in this theatre although the observer felt that
this may not have been a regular occurrence. During this check the procedure was
confirmed, the completed count verified and equipment problems were asked. The
check did not request information about specific issues for recovery nor did it confirm
correct specimen handling.
Comment: the management of specimens observed throughout this case was not felt
to be underpinned by reliable processes. Specimens were taken at various points
throughout the case and recorded separately on ORMIS (histologyx1, cytologyx1,
cytologyx1) but specific details were not recorded. Nor did the team confirm the
specimens were correctly identified at the end of the case. This raises the possibility
that errors in specimen collection/processing or specimen loss may not be detected
at a correctable point.
It was also noted that whilst ORMIS provides the opportunity to document the
occurrence of Sign in, Time out and Sign out these do not require completion by the
theatre team as the system sets a default value of Yes to each field prior to the start
of the list.
Theatre B: RHH
General Observation
The theatre episode observed here was the afternoon continuation session of an allday list. The session therefore had the same theatre team as the morning session
except the anaesthetist changed. Theatre staff included surgeon, anaesthetist, ODA,
scrub nurse, 2 circulators and three additional observing staff (student nurses,
medical students.) It was noted that the team had undertaken a team brief in the
morning (documentation comprehensively completed) and a note had been made at
that time of the need to re-brief in the afternoon (new anaesthetist.) This re-brief did
not occur.
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Staffs told me that on the whole the theatre checks were not undertaken against the
checklist, but relied on memory to repeat, and a significant proportion of the checks
were not undertaken as they were felt to have unnecessary duplication and
repetition. Staff also commented on feeling that undertaking some of the checks in
front of an awake patient was inappropriate.
Asking about incidents resulted in answers which were consistent with the preceding
theatre. ‘Lesser incidents’ would be unlikely to generate an incident report, staff had
no knowledge of previous incidents/never events that had occurred in the
organisation and they did not understand why the changes in swab counting practice
and whiteboards had to occur. Staff confirmed that list detail errors would not get
reported and feedback from previous incidents did not occur.
Compliance with Surgical Procedure Checks: swabs/needles/instruments
The initial comprehensive swab/needle instrument check was observed for this case
and again the observer was impressed with the diligence and consistency
demonstrated. Swab counting followed the guideline exactly and documentation on
the white board was accurate. Equipment was checked for all detachable
components with notable attention to detail. The scrub nurse confirmed that this was
done in this way in order to mitigate the risk that pieces could become detached and
left behind in the patient.
The closure checks were also observed and noted to be comprehensive, however,
as with the previous theatre, these were not allowed to complete without interruption.
Several specimens were taken throughout the case (both frozen and pathology
samples), each with an important level designation. In this theatre staff had a well
described process which they followed to ensure labels were checked as correct,
samples were labelled correctly and a record kept of each sample as it was issued.
These samples were then carefully checked by the surgeon at the end of the case
who verified all details. This was felt to be a highly reliable process and contrasted
with the approach taken in the previous theatre.
Personal Comment: counting errors have occurred at STH which have resulted in
retained swabs (never event 2.) Whilst counting error cannot be eliminated checking
counts are known to be more prone to error when interruptions occur.
Personal Comment: needle counts were found to universally use an alphanumerical
system (1 2 3D.) and as needles are issued the preceding value is crossed through.
This raises the possibility that some of the numbers could be confused (5 and 8, 1
and 7) and this could lead to counting errors. Staff reported that this error has
occurred previously but each time the discrepancy had been picked up when next
referenced against the number of open needle packets.
Surgical Safety Checks
Sign in was witnessed to occur in the presence of the ODA, anaesthetist, and patient
escort. All sign in checks (except point 3 – essential imaging) were undertaken.
When asked, the ODA felt that the check to confirm imaging was not easily
achievable without entering theatre and disturbing the surgeon. This would distract
the surgeon from processing the preceding case and raises a risk in its own right.
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Time out was also observed for the same patient. The observer felt this check was of
low qualitative value. No team introductions occurred (nursing students were
present) and during confirmation of patient identity the surgeon was not attentive
(focussed on examining the patient.) When asked about significant blood loss the
surgeon was openly dismissive and declined to answer. Antibiotics were discussed
and equipment sterility confirmed however none of the other critical event checks
were asked. Similarly there was no discussion about VTE or essential imaging.
Sign out check was observed for the preceding patient. This check did not occur as a
stop moment and did not confirm what operation had been undertaken.
Swab/instrument count was confirmed and as discussed the specimen checking was
diligent. Key concerns for recovery were confirmed but no comment made about
equipment concerns or post-operative instructions.
Theatre C: RHH
General Observations
This theatre was visited towards the latter end of a protracted major case so none of
the surgical safety checks were witnessed. Staff told us that whilst efforts were made
to complete all the safety checks they were felt to have an unnecessary degree of
duplication which negatively impacted upon their completion. The staff felt that the
recent changes in practice had been imposed without much, if any, consultation.
This theatre had two large whiteboards that were necessary to track every item and
they were felt to be overly complex and difficult to follow by the theatre staff. Similarly
the theatre staffs were unaware of previous incidents that had recommended these
changes.
Compliance with Surgical Procedure Checks: swabs/needles/instruments
Whilst present I was able to observe the first closure count. This case had required
multiple sets to be opened and a huge number of traceable items to be recorded.
However, in spite of the team’s reservations about the whiteboard, the checking
process proceeded in an organised and comprehensive manner. Clear systematic
checks were performed throughout each tray and each item verified as being intact
when necessary.
One point was raised however concerning the use of cotton wool balls. These items
were surgically essential and no alternative option had been found to be as effective.
However as they were broken up in use it remained impossible to track all the
pieces. The scrub nurse was therefore unable to verify if every piece had been
accounted for as part of the counting process. This does raise the possibility that
some of the pieces could be retained without detection at the end of the case.
Theatre D: RHH
General Observations
Discussion with the staff in this theatre provided a contrasting view to previous
comments and concerns. The sister in charge of the theatre had good awareness of
some of the reported SIRI incidents with specific reference to the retained
laparoscopic retrieval bag. She was very supportive of the new whiteboards and
clearly felt that these had been introduced with thorough consultation and active
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involvement of the theatre management team. The group could not find a generic
solution that was as effective (but would have allowed greater flexibility) so it was
agreed to use speciality specific boards. She felt that the board was ‘owned’ by the
theatre team and the team had been adequately consulted on design. This view did
contrast with the opinion of staff from theatre C.
I was told that no formal processes were in place to allow dissemination of
information from previous incidents so opportunities for learning were being missed.
At present staff relied on ‘coffee room gossip’ (direct quote) to learn about problems
and issues elsewhere.
Staff also told me that they had been involved in a case where a swab had been left
in an axilla that was detected prior to closing as the scrub nurse had undertaken a
swab count at a point that was not stipulated in the checking guideline at that time.
This near miss was not reported and the team subsequently heard of an identical
retained swab (Never Event 2) later that year and felt that an opportunity to prevent
that error had been missed.
Comment : I was not able to examine further whether this difference in opinion was
due to different team dynamics between theatres or due to differences in seniority of
staff expressing opinions.
Compliance with Surgical Procedure Checks: swabs/needles/instruments
In this theatre the first equipment check was observed prior to the start of the case.
This was a major laparoscopic procedure which would occupy the majority of the list.
Again the checking procedure was well practiced and comprehensive. Counting
practices were consistent with other theatres and complied with the theatre
guideline. The swab board was correctly populated prior to the start of the case with
universal terms used to describe recorded items. The swab count used the
alphanumeric system and hypodermic needles and sheaths were kept together to
permit both to be tracked.
Comment: hypodermic needles were seen to be handled differently between
theatres and staff was unsure what the correct process should be. This theatre
retained the needle sheaths and ensured they were included in the counting
process; other theatres disposed of the sheaths on receipt and just counted the
needle.
Surgical Safety Checks
Team briefing was observed prior to the start of this list. This was clearly supported
and attended by the whole team and led by the consultant surgeon. This appeared to
be an expected occurrence and staff reported (and could demonstrate) that this was
reliably undertaken for every list. A written checklist was followed and results
documented on the ‘briefing record.’ The briefing included 14 points (which were
consistent in all theatres) and all of these checks were covered in the discussion.
Sign in for the patient was then observed. On this occasion the laminated card was
not used (nor could I locate it.) This check confirmed patient identity (name, date of
birth and hospital identity number) only. This would cover point one on the checklist
but points 2 through to 8 were not touched on in spite of this being a major all-day
case. The check occurred between the ODA and the escort and when the
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anaesthetist entered the room and asked ‘checks done’ he was told ‘yes’ and so
proceeded to anaesthetise the patient.
Time out was also observed when the patient had been positioned on the table (a
complex undertaking due to the unusual position). This check again confirmed the
patient identity but the check was not made against an identity bracelet that was
attached to the patient. The check was made against an identity bracelet that had
been removed to facilitate insertion of an arterial line and was therefore produced
from the theatre escort’s pocket. After the patient identity was confirmed allergies
were also confirmed (not written on the whiteboard) but none of the other checks
were undertaken (team introductions, anticipated critical events, surgical site
infection bundle, VTE prophylaxis or essential imaging.)
Comment: this patient was to undergo a laparoscopic unilateral resection and was
not marked to confirm side of procedure. Whilst practices for marking do vary
between organisations staff they were not aware of any policy or clear
recommendation as to what procedures should be marked, how the marking should
be undertaken and by whom the patient should be marked.
Personal opinion: the safe surgery checks witnessed in this theatre fall significantly
outside what I believe any professional body would endorse. There is significant risk
that information would not be communicated between team members and in
particular the practice of confirming patient identity against an identity band that is
not physically attached to the patient raises a real possibility of the wrong patient
being operated on.
Theatre E: RHH
General Observations
In a general discussion with the theatre team the staff were positive about safety
checks and swabs/instruments guidelines. The team felt that the whiteboard design
had not been agreed with adequate consultation and engagement of the team
required to use it. The staff had ideas about how to improve it and was keen to feel
involved in quality improvement work as they regarded safe patient care as their first
priority (quoted direct from discussion.)
Compliance with Surgical Procedure Checks: swabs/needles/instruments
Initial equipment check was observed for this case and no concerns were identified.
Each item was carefully checked against documentation and items were confirmed
to be fully intact with nuts/washers present. The whiteboard was populated correctly
and in this case items were added individual using a serial counting system
(1+1+1+1+1 etc.)
The case had a throat pack placed in the anaesthetic room. National
recommendations for the management of throat packs is described in an NPSA
Safer Practice Notice [7] and assessment here was based on the recommendations
from that document. On insertion of the pack an external label was placed on the
tube ties and when the patient entered theatre the insertion and subsequent removal
of the packs was correctly documented on the swab count whiteboard and confirmed
by two people. In this case the management of the throat pack complied fully with
national recommendations.
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This case also required nasal packs to be placed to facilitate topical preparation of
the nasal cavity with Moffat’s solution. Five swabs were counted out and given to the
surgeon by the circulating nurse and the surgeon then placed four in the nasal cavity
and left one on the tray. After undertaking a surgical scrub the surgeon then came
back and announced to the theatre team that ‘four packs present in the nose, one on
tray.’ The circulating nurse retrieved the last swab, taped it to the white board and
documented +1 on the swab count. When the nasal packs were removed they were
counted by the surgeon and circulating nurse and +4 was added to the swab count.
This process whilst bespoke for nasal packs was seen to comply fully with the
theatre guidelines.
Surgical Safety Checks
The sign in check was witnessed for this patient. Identity, date of birth and hospital
number was checked against the consent form but the remainder of the checks (2
through to 8) were not attempted.
Time out was also observed and again identity and intended operation were
discussed, the scrub nurse asked for confirmation about any specific surgical
equipment. Compression stockings and warming requirements were discussed but
introductions/surgical critical events, anaesthetic critical events, antibiotics, hair
removal, glycaemic control and imaging were not discussed.
The patient in question was known to have a significant disorder of coagulation that
raised the risk of increased intra-operative bleeding (confirmed by the anaesthetist.)
This issue was not raised at Time Out and discussed with the team or identified
during the Sign In check. Extra precautions for haemostasis and a management plan
for haemorrhage were therefore not discussed nor was a valid cross-match sample
confirmed as being available.
Comment: When compliance with the safety checks was discussed with the team,
with reference to the extent of checklist completion the team felt that checks were
not done because they were perceived to add nothing to the care of the patient.
Patients on this list were normally not marked (internal central procedures), imaging
was not normally required, the anaesthetic machine was checked at the start of the
list and not rechecked between cases and the patient position was consistent and
therefore known to the team.
When challenged about the potential for blood loss in this case and the omission of
Sign In check 8 (expected blood loss) the team felt that if an issue was present the
anaesthetist would be expected to ensure that necessary steps were in place. As it
happens in this instance the anaesthetist had taken necessary steps (confirmation
from direct questioning) but this had not been confirmed by the team prior to direct
questioning. If the anaesthetist had failed to undertake these checks (through human
error) the system currently operational would not have picked this up.
Theatre F: RHH
General Observations
An attempt to review practice in this theatre was made however on arrival the
consultant surgeon became quite animated and objected to an ‘unannounced
governance assurance process.’ In spite of having a patient awaiting the Time Out
109
This report is the property of Sheffield Teaching Hospitals NHSFT and it should not be reproduced in full or part without expressed permission. ©

check on table he insisted on speaking to senior theatre management before
proceeding any further. As it was felt that irritating the surgeon during a list was
clearly not in the patient’s best interest and remaining present would add little to the
overall review it was decided to step out and allow the list to complete without further
interaction. When this event was discussed with other theatre members the surgeon
in question was correctly guessed each time and his behaviour did not come as a
surprise to anyone.
Theatre G: RHH
Surgical Safety Checks
Briefing was witnessed for this list which was led by the surgeon with the full team
present except one circulating nurse whom was delayed as a morning list had
overrun. This was noted in the briefing and arrangements made to cover all briefing
details with her when she arrived separately. The briefing checklist was completed
as the items were covered and the proforma was followed in detail.
Sign in for the first patient was also seen. Upon my arrival in the anaesthetic room
the patient was being sat up in preparation for a spinal anaesthetic. When my
presence was noted the team changed plan, the patient was covered with a blanket
and the ODA undertook a Sign In check. This check confirmed the patient identity,
operation being undertaken (verified against consent form) and the absence of
patient allergies. Sign In checks 2, 3, 4, 5, 6, 7 and 8 were not covered.
Opinion: had the theatre episode not been externally observed it would appear
unlikely that Sign In would have occurred in any form.
It was also possible to witness the Time Out check for this patient and this was led
by the surgeon. This check included patient identity and operation, surgical critical
events and anticipated blood loss, anaesthetic specific concerns, equipment
requirements and sterility. The surgical site infection bundle was discussed, VTE
prophylaxis and imaging. This check had good whole team engagement and
everyone was attentive throughout.
Comment: the quality of both briefing and time out in this theatre contrasted with
other theatres witnessed on this site. It should be noted that this list was led by a
consultant surgeon whom openly admitted that he recognised the significance of the
checks and the importance of undertaking them in a way that it did not become a tick
box exercise (direct quote.) This illustrates perfectly the impact that senior clinical
leadership can have on attitudes and behaviours in theatre.
Theatre H: Jessop Wing
General Observations
The maternity theatres are separate from the main theatre suite and have their own
dedicated theatre staff. When the surgical safety checklist was introduced it was felt
to be unworkable in the maternity setting and the team therefore redesigned the
checklist so it was more streamlined and applicable for obstetrics.
It was also noted that following the incidents with the retained vaginal packs the
Trust had introduced a visible orange sticker to identify when patients were being
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transferred to theatre from delivery suite with a pack in place. Guidance on the use
of these stickers was widely displayed in the theatre suite and on discussion with
staff everyone was clear and consistent about the significance of the sticker being
present and how the swab count was to be managed.
I also briefing touched on incident management and the staff were much less
accepting of glitches like theatre list details being incorrect and had a consistent view
that such issues needed to be formally reported in order to address.
Compliance with Surgical Procedure Checks: swabs/needles/instruments
The first setting up check was observed in this theatre and followed identical
practices to those seen in main theatres. Swabs had the same names as in main
theatre and were documented on the swab board in the same way. Equipment
requirements were more consistent in this theatre and the whiteboard was less
detailed as a consequence. The scrub nurse explained very clearly when the various
checks were to occur and that due to the nature of operations undertaken in this
theatre only three checking points were needed. These subsequent checks were
also witnessed during this case and occurred in an efficient and organised manner.
Surgical Safety Checks
Sign in for the first patient was observed. This check confirmed the patient’s ID, her
consent form, administration of antibiotics and confirmation that an antacid had been
given. The machine check was confirmed, the resuscitaire check was confirmed,
allergies were discussed, anticipated anaesthetic difficulties, anticipated blood loss
(second sample taken and cell saver available if req) and that the paediatrician was
available. Each check on the checklist was covered in order with no omissions.
Similarly when Time Out was completed each of the 5 sections on the checklist were
covered and each component within the section were covered. The team was quiet
and attentive throughout the check and overall both Sign In and Time out were
undertaken in a very impressive and comprehensive way. Sign out was aslo
observed and found to cover each of the required checks.
Labour Ward
I also had the opportunity to discuss swab management with staff on labour ward,
including a junior midwife, senior midwife and the shift lead for the afternoon. All
midwifes questioned confirmed that a 2 person check of swabs and needles
occurred before and after any operative procedure and these checks were
documented in the partogram. The packs had been changed to remove raytec
swabs and replace with the larger abdominal swab and these packs were now
embedded in use. Tampons were still available if required but needed to be
specifically requested.
Awareness of the orange sticker was good and the stickers were shown to be easily
locatable even though they were seldom needed. It was also notable that awareness
of the previous maternity incidents was also very high with consistent knowledge
about what had happened and why and this also applied to the more junior staff.
Junior staff had a clear understanding of how incidents/ issues were to be escalated
and reported and was able to give examples of when they had done so.
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Theatre I: Northern
General Observations
As with the RHH site, the whiteboards in the Northern theatre had been redesigned
following feedback from an incident and had items which were consistent for all
theatres and those specific for each theatre. Blank lines were also included which
could be adapted for any case as required. On speaking to the floor co-ordinator she
was aware of the processes which led up to the current changes and was aware of
some of the Never Event investigations (retained laparoscopic retrieval bag.) We
were also able to discuss the audit processes used at the Northern Site to assess
compliance with the Safe Surgery checks. This process was well embedded at the
Northern Site (I was not aware that audits occurred at the RHH site) with senior
theatre staff undertaking audits of other theatres. These audits were then reported to
the Safe Surgery Steering Group.
Comment: if the terms of reference for this group and in particular the membership
are reviewed it would appear to have strong representation from the Northern Site
including theatre sisters but only one member from the RHH site. The involvement of
theatre sisters should be acknowledged as a highly effective means of improving
engagement in the improvement processes and not involving similar staff from the
RHH site may have impacted on progress made at that site.
This theatre was staffed with an agency band 5 and a senior scrub nurse. The
agency nurse worked regularly at this site and found the checking procedures
intuitive, consistent between theatres and easy to follow. She did not feel that there
was significant confusion over what needed to be recorded/tracked and felt that the
boards were fully adaptable and easy to follow. The scrub nurse noted that the team
in this theatre worked consistently together and the staff rota was designed so that
the whole team was present throughout the day which she felt was important. Staff
were rarely added to the list later in the day and the scrub nurse was never changed
during a case unless absolutely necessary.
Compliance with Surgical Procedure Checks: swabs/needles/instruments
Initial equipment setup was observed for this case and the check was seen to be
well practiced and fluent. Each item was checked by two staff as it was identified and
items recorded on the white board in a consistent manner. Instruments were also
seen to be checked for loose screws (scrub nurse was aware of previous incidents
where components had become detached.)
Surgical Safety Checks
Briefing for the whole list was observed and included everyone working in that
theatre. The proforma was used and the briefing record completed and each of the
checks was covered. A comprehensive surgical plan was discussed with particular
emphasis on the equipment required and the team were clearly attentive and found
the briefing helpful.
The Sign In check was observed for the first patient on the list and this was led by
the ODA whom used the laminated card. This check covered patient identity,
procedure and site marking, MRSA, blood requirements and patient allergies (which
resulted in a change to the usual prophylactic antibiotics given.) Imaging, machine
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check and positioning were not discussed. It was also noted that the anaesthetic
machines had logbook to facilitate machine checks and but this book had not been
signed since 2011.
The Time Out check was witnessed and this was similarly read from the laminated
card. Checks included staff introductions (this is the first time this was mentioned)
and checks 2 through to 6 were read out in detail. The check did not occur in a
sterile cockpit as activity continued whilst the card was being read from. Staff also
appeared surprised that some of the lines were being read which did leave an
impression that they may not have been consistently covered and the team were
altering usual practice as an observer was present.
Theatre J: Northern
General Observations
In this theatre the surgical teams change between cases and as a result the team
undertake a briefing with every change in surgical team. If one surgical team has
several cases then it is managed as a mini-list and one briefing covers those cases.
Surgical Safety Checks
The Sign In check was undertaken with reference to the laminated card and included
all the checks except imaging and blood loss. (Neither of these checks was relevant
to the operation being planned.) Time Out was also undertaken against the
laminated card and included team introductions, patient ID, consent, VTE issues,
antibiotics, anaesthetic concerns, equipment checked, allergies and imaging. Whilst
the check did not follow the sheet line by line key components were covered in this
example.
Theatre K: Northern
General Observations
This list was run by a band 6 theatre nurse whom was aware of a number of the
reported Never Events. The theatre managers ran band 6 development sessions
which covered significant incidents and provided feedback on the reported Never
Events. The sessions also allowed direct feedback from the risk management team
which was felt to be hugely valuable.
Compliance with Surgical Procedure Checks: swabs/needles/instruments
Initial set up for the second case on the list was observed. This list had three patients
having the same operation and the setup process was therefore identical for each.
Again a well-practiced consistent process was observed with all the key checks
diligently undertaken. The whiteboard was completed in a consistent manner and
altered correctly throughout the case.
The scrub nurse did comment that the team were unsure whether the trocar plastic
tips should be counted and kept. They felt the guidance was unclear in terms of
specific items and as a team had therefore decided not to dispose of them on issue
and not include them in the count. The scrub nurse was not aware if a similar
approach was taken in other theatres.
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Surgical Safety Checks
Both Sign in and Time out were observed for this patient. The sign in check
confirmed patient identity consent and allergies but omitted MRSA, imaging,
anaesthetic machine checks, anaesthetic issues, position and blood loss. The ODA
noted that the list had three cases undergoing the same operation and felt that these
checks were unhelpful as the position and risk of blood loss for each was the same.
During Time Out the team were attentive and confirmed the patient’s ID, consent,
allergies and then the anaesthetic surgeon and scrub nurse sequentially confirmed
any specific issues. Antibiotic administration was confirmed along with TED stocking,
VTE assessment, warming requirements and requirements for glycaemic control.
This process appeared well practiced and fluent.
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Conclusions and Recommendations
The observational study focussed on two main areas of practice in theatre – how
retainable items are managed by the surgical team and how reliably have the
changes in safe surgery practices (the five moments of patient safety) been
implemented. For the first area the standards used for assessment of retainable item
management are clearly described in the STH swabs needles instruments guideline.
[3] This guideline clearly describes the processes that staff should follow when
handling retainable items but lacks sections on monitoring compliance and details on
how the organisation demonstrates that staff have read and understood their
obligations under it.
Recommendation 1]. The guideline for surgical procedure checks should be rewritten
as a policy. Consideration should be given to including sections on compliance
monitoring and training. Steps should be taken to ensure that STH can demonstrate
that staff understand their obligations under this policy including the escalation
process to follow in the event of a missing item.
Management of retainable items
Throughout the period of observation staff demonstrated a remarkable degree of
consistency with the checking processes for retainable items in theatre. Recent
changes in number of checks taken had been well communicated and adopted. Staff
demonstrated a high degree of awareness of the need to check each detachable
component of an instrument and additional instruments were consistently cross
checked against their traceability tag. Two-person checking was consistently
observed and item terminology was universal (swab names for example.) Swab
counts and instrument checks occurred at the correct points in the operative
procedure but were commonly interrupted. Surgical awareness of a critical safety
check being undertaken was not always apparent nor was the realisation that such
interruptions can impact on the reliability of the check.
Recommendation 2]. STH should review checking processes and mandate that
critical safety checks should proceed without interruption (‘sterile cockpit’)
Swabs were counted in batches of five and documented on the white board in fives.
Staff consistently counted out the swabs and confirmed the tail of each was present.
Swabs left in cavity were identified by a clip attached to the tail wherever possible
and when used swabs were handed off to the circulating nurse and counted in
batches of five. Whilst this process was universally used throughout STH it could not
always be followed (set of five swabs occasionally broken up for catheterisation for
example.) In addition this approach does not lend itself to comply with section 2.8 of
the surgical procedure check guideline [3] where swabs need to be fully visible for
the surgical and anaesthetic team.
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Recommendation 3]. STH should review alternatives for displaying used swabs
which will facilitate both counting processes and estimation of blood loss. (If this
process incorporates the handing off of single swabs then this would also address
concerns about the occasional necessity to deviate from the practice of always
handling swabs in batches of five.)
Needles and sutures were meticulously counted and documented on the whiteboard.
Two separate methods were observed in the trust for recording the number of sharps
– sequential 1,2,3,4D(with the preceding number crossed through) and serial
1+1+1D Whilst both systems have merit staff did recall instances where confusion
arose due to numbers being misread with the sequential system. Staff were also
unsure whether both needles and sheaths needed counting and documenting
separately (similar issue with diathermy caps or plastic beads that accompany
subcuticular sutures.)
Recommendation 4]. STH should review methods for documenting the number of
sharps on the whiteboard to determine if one method is safer and to ensure the
preferred method is consistently utilised across the organisation.
Recommendation 5]. The policy for surgical procedure checks should contain explicit
guidance about which items should be retained and counted and how these items
should be documented on the whiteboard.
Although swab checking procedures were seen to be highly reliable throughout the
observation period (including the management of throat packs) the review has
highlighted that a risk is present with the sanctioned use of cotton wool balls. These
items do not have integral Raytec for radiographic identification and as they are
broken up during use it remains impossible to determine whether every piece has
been returned. These items are therefore impossible to count and as such present a
risk of inadvertent retention.
Recommendation 6]. STH should undertake a risk assessment for the use of cotton
wool balls in theatre and if alternatives are deemed unsuitable determine if a more
dependable means of tracking them is available.
Implementation of Safe Surgery Checks
In January 2009 the NPSA issued a Patient Safety Alert [4] requiring trusts to
implement a Surgical Safety Checklist that had been developed by the World Health
Organisation. The alert allowed organisations to modify the format to facilitate
integration into established internal processes but key checks had to be undertaken
and compliance was required by February 2010. STH designed its own checklist and
following a period of intensive implementation reported compliance with this alert in
March 2010 and in an internal report to the Healthcare Governance Committee
confirmed sustained compliance for over 95% of theatre episodes [1]. In order to
assess this compliance this review undertook direct observations from a wide
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selection of theatres. This observational study had to take into account the fact that
there was no policy or guideline which staff were expected to be compliant with in
respect to the safe surgery checks. Such a policy would have provided standards
against which behaviours could be measured so in the absence of any such
guidance the assessor set a standard that every patient should be considered
against every check on the relevant checklist. The absence of such a policy is a
missed opportunity for STH. Such a policy could encompass the whole surgical
pathway including preparation for surgery, day of surgery admission, consent,
marking, pre-operative ward preparation, and the 5 moments of patient safety as well
as aspects of theatre conduct.
Recommendation 7]. STH should develop a safe surgery policy describing what
standards of care every patient should receive during a theatre episode. The policy
should include a compliance monitoring section as well as detailing training
requirements.
During the three day study period eleven theatre episodes were observed. Theatre
team briefing was observed in four theatres and was found to be excellent. A
bespoke STH briefing checklist was used throughout the organisation and
comprehensively completed during the briefing. At each of the briefings attended the
whole team was present, the process was clearly led and each of the facets of the
briefing checklist were covered. Records of completion were available in every
theatre audited and were seen to be reliably completed.
Throughout the study period nine Sign In episodes, nine Time Out checks and three
Sign Out checks were observed. Observation from the Jessop Maternity Wing for a
single case provided the only theatre episode where the checklist was completed
comprehensively. In all other areas of the organisation compliance with a standard
which states that every check should be undertaken for every patient stands at zero
per cent. The extent of violation varied but it was common for only one or two of the
eight Sign In checks to be completed and at no point outside maternity was the Time
Out comprehensively covered.
A bundle compliance of zero stands at odds with the governance report that checks
occur in over 95% of episodes and in part this can be explained by the differences in
undertaking qualitative versus quantitative research. It should also be noted that the
95% statistic was calculated by running a report from database data fields that have
a default value of ‘yes.’
Conclusions about why compliance with the checklist is poor are more subjective
and open to bias. Staff did describe frustration with the process with perceived
repetition, excessive length, a lack of utility in some of the checks and a belief that
the checks did not improve patient safety (‘box ticking’) and it is understandable how
some of the violations seen could be accounted for by these arguments. Countless
Trusts in the NHS struggle with the introduction of the WHO checklist with one of the
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main barriers being the length of the checklist and the discipline needed to complete
every check. The STH checklist contains more text and more check items than the
original checklist and it is therefore understandable why compliance is less than
ideal.
Recommendation 8]. The safe surgery checklist should be redesigned.
In redesigning the checklist STH should maximise on the efficacy of the briefing
process. Multiple checks contained within the checklist could be moved to briefing
(for example infection control alerts, anaesthetic machine safety checks, patient
positioning, anticipated blood loss, equipment requirements, implant requirements,
patient warming requirements, hair removal, glycaemic control and essential imaging
availability.) This would reduce the density of the checks undertaken during the
procedure, significantly shorten Sign In/Time Out and increase the reliability of the
checks as a result.
The checklist will also be more workable if the checks are brief and have a clear
justifiable clinical reason. Draft versions should be widely circulated for
multidisciplinary feedback and views should be actively sought from all grades of
theatre staff that will be required to implement the checklist. As shown by a recent
article from Canada [8] a top down implementation by mandate will not realise the
significant safety benefits that countless other studies have shown can be achieved.
Whereas as described by Atul Gawande in a replying editorial [9] when the checklist
is introduced with simultaneous efforts to change the surgical safety culture then real
benefits can be achieved.
Recommendation 9]. If ‘anaesthetic machine check’ is moved to team briefing the
anaesthetic machine check logbooks become obsolete and should be removed.
The Time Out check could also occur in the format of a clinical discussion between
surgeon, anaesthetist and scrub nurse where the remaining key points are covered.
Introductions should be retained as theatre staff does alter throughout the day but
the introduction of a clinical conversation would emphasise the professional nature of
what is discussed rather than focussing the team on the completion of a checklist.
Recommendation 10]. STH should trial Time Out in a three way scripted discussion
format.
The review has also highlighted the fact that apart from a computer database field no
records are made to confirm that the checks are undertaken. If the patient’s theatre
documentation was altered to include a redesigned checklist, staff would have to
sign to confirm each section has been completed. The requirement to sign the
checklist would focus attention on the importance of undertaking the checks as well
as serving as a prompt for each of the checks. Such documentation would
additionally provide confirmation to outside inspectors that the checks have been
undertaken (compliance with CQC Outcome 21).
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Recommendation 11]. STH should include a theatre checklist in the patient’s
notes/theatre pathway documentation.
Whilst there was evidence of an active audit process of the safe surgery checks at
the Northern Site with senior theatre nurses auditing other theatres no such process
was evident at the Hallamshire site. The Safe Surgery Steering Group has significant
representation from the Northern Site but only one member from Hallamshire
theatres.
Recommendation 12]. The membership of the safe surgery steering group should be
reviewed to increase representation from other theatre suites.
Recommendation 13]. Identical audit processes for the safe surgery checks should
be in place in all theatre suites.
Following discussion with theatre staff at both sites variable views on how patients
should be marked for theatre were apparent. None of the theatre staff questioned
were able to identify where guidance on marking practices could be found surgical
teams had individual practices which were not consistent across the organisation.
The only guidance on requirements for marking for theatre available is contained
within the 2008 policy for Ensuring Correct Surgical Procedure. [7] This policy
predates the 2009 patient safety alert and has not been revised since version 2 was
ratified in 2008.
Recommendation 14]. A policy for surgical marking should be written with
recommendations for training and auditing of compliance. This policy could be
incorporated into an overarching ‘safe surgery policy.’
One of the checks undertaken during Sign Out requires staff to verify specimen
labelling and processing requirements. When this check was asked the response of
the theatre staff was seen to vary. The documentation of specimens on ORMIS was
not consistently undertaken at the time the samples were taken nor were the
recorded details specific. Confirmation of correct specimen number and processing
following a protracted case would therefore prove challenging to staff during the sign
out check.
Recommendation 15] Specimen handling processes should be reviewed to improve
reliability and consistency. The process should enable staff to demonstrate the
presence of the correct number and type of specimen during Sign Out.
Theatre culture and behaviours
During the study period numerous staff were asked about their attitude and approach
to incidents and the reporting of glitches. It was universally agreed that serious
events would be reported to senior staff however lesser incidents (like theatre list
detail errors) would go unreported. Staff were unaware of the trust incident reporting
policy and were unsure where to source guidance beyond discussion with a senior
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staff member. Junior staff would not report any incident – these were discussed with
senior staff and the reporting left to them. The value of incident reporting was also
discussed and overall this was viewed neutrally. Awareness of details surrounding
serious incidents was poor and staff said that incident feedback (including the
recommendations arising from the reported incident) did not occur.
Recommendation 16] STH review how details from SIRI investigations and reported
incidents is communicated back to both the theatre team and the wider organisation.
Staff also told me that significant changes in practices were introduced with little
consultation. This was not the view of the more senior theatre staff (potentially those
involved in consultation) but was commented on consistently by more junior staff
who felt that major changes were imposed upon them. This approach would impact
on the priority junior theatre staff gives to change in practice as compliance with
expected behaviours will always be better if staff understand why the change is
important and have ownership over it (the new theatre whiteboards being an
example).
This was best evidenced by observation of the theatre safety checks. These were
rarely undertaken with a quiet fully attentive theatre (‘sterile cockpit’); on the whole
the theatre remained busy. When asked, staff not directly involved in the Time Out
check did not feel their attention was necessary or added any value to the patient
and this justified the reasons why they remained busy. This was also witnessed
when staff, from other areas, interrupts safety checks in theatre.
Recommendation 17]. STH consider the introduction of a theatre ‘code of conduct’
which emphasizes the important of critical safety checks and includes the
requirement for a ‘sterile cockpit’ during these checks.
Such a theatre code of conduct could also encompass expectations in terms of
incident reporting and a zero tolerance approach to critical safety check omissions.
Closing Comments
Throughout the observation period it was apparent that STH has excellent theatre
staff that provide high quality patient centred care. Staff were friendly, supportive and
clearly dedicated to providing the best care they can and whilst some of the
behaviours identified in this report do fall short of aspiration the vast majority of
activity assessed was of the highest standard. Improvement activity following this
report therefore needs to focus on the systems that the staff work with and if the
processes are correct then the compliance will follow. Further work on the safety
checklist and communication will also impact on the safety culture in theatres to the
further benefit of STH patients.
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Appendix 11

Figure 1 - Bulb syringe with cap in place

Figure 2 - Bulb syringe with cap removed
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Appendix 11

Figure 3 - Close up view of cap

Figure 4 - Trans Oesophageal Echocardiograph image of foreign body in Left
Ventricle
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