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Abstract

Adverse events within any area of healthcare are inevitable as humans are fallible (Robertson &
Long, 2018), and maternity services within the UK are no exception. Within the past few years,
maternity care within the UK has been in the spotlight due to high profile failings in care.
Evidence from the NHS litigation authority suggests that maternity claims represent the third-
highest number of clinical negligence claims. The increasing number of negligence claims is of a
great burden to the NHS. Maternity is a high-risk environment, and adverse events occur and
will continue to occur. However, an important element in managing the consequences of an
adverse event is the disclosure to the patient involved and/or their family. Despite this, as few

as 30% of adverse events may currently be disclosed to patients (Birks et al,, 2014).

This thesis aimed to investigate how healthcare professionals within UK maternity services can
be supported to communicate the news to patients that an adverse event has occurred through
a series of studies. Study 1 systematically reviewed the literature on the views and experiences of
patients and healthcare professionals on adverse event disclosure. The findings of this review
suggested that although healthcare professionals advocated disclosure, several barriers
prevented healthcare professionals from conducting effective disclosure. Potential ways to
facilitate disclosure in order to meet patients' needs for disclosure include clarity regarding the
legal aspects of disclosure, modelling appropriate disclosure practices, an open and transparent

culture and providing training on adverse event disclosure.

Study 2 explored the views and experiences of UK maternity healthcare professionals on adverse
event disclosure through the use of a qualitative interview study. The findings of this study
illuminated the need to provide clarity on the Duty of Candour regulation within the UK, a need
for transparency surrounding the emotional consequences of adverse events and disclosure, a
need for training specific to adverse event disclosure, and difficulties drawing the line between

adverse events and complications within the speciality of maternity.

Using the MRC guidelines for complex interventions, (MRC, 2008), a training intervention to
enhance maternity healthcare professionals skills with the disclosure of adverse events was
developed. Study 3 involved delivering the training intervention to maternity healthcare
professionals and assessing the acceptability and feasibility of the intervention. Preliminary
investigations suggest that this was perceived as acceptable by maternity healthcare

professionals and was perceived as being useful. The training workshop had the potential to



improve knowledge of adverse event disclosure and improve healthcare professional's

confidence in conducting disclosure.

In combination, the findings of this PhD suggest that one of the potential ways to support
maternity healthcare professionals with the disclosure process is by providing adverse event

disclosure training.
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Chapter 1: Overview of the thesis

1.1 Chapter summary: This chapter provides an overview of the current literature on

patient safety within healthcare, and provides a background to adverse event disclosure. The
overall aim of this thesis was to investigate how healthcare professionals within maternity services
can be supported to communicate the news to patients that an adverse event has occurred. The
research studies that were conducted to explore this aim are outlined in the thesis aims and

objectives.

1.2 Improving the quality & safety of patient care

Statistics suggest that approximately 1 in 10 patients who are admitted into hospital within the
UK will experience some form of unintended harm and it is thought that approximately half of
these cases could be preventable (Vincent, Neale & Woloshynowych, 2001). This estimate
clearly represents a significant proportion of patients and the need to reduce avoidable harm
and improve the delivery of safe patient care has been repeatedly highlighted in several reports
around the world over the past two decades. These include the well-known seminal report ‘To
Err is Human’ (Donaldson, Corrigan & Kohn, 1999) which is a landmark publication for patient
safety, the Berwick report 'A promise to learn, a commitment to act - Improving the safety of
patients in England (Berwick, 2013) and 'Crossing the Quality Chasm (Institute of Medicine,
2001). These have placed patient safety and quality of care onto policy agendas and national
and international campaigns to reduce harm within organisations (Lamont & Waring, 2015).
The pursuit of a safer healthcare has been a global endeavor by the World Alliance for Patient
Safety (World Health Organisation, 2020). The Institute of Medicine (I0M) has defined patient

safety as the prevention of harm to patients (Donaldson et al., 2000).

Patient safety is now being recognised as something that every healthcare professional must
hold at the very heart of what they do (World Health Organisation, 2020), which has
progressively resulted in improved patient outcomes (Vincent & Amalberti, 2016). These
include interventions that have successfully reduced catheter-related bloodstream infections in
intensive care units in Michigan (Pronovost et al., 2010; Pronovost et al., 2006). Surgical
mortality and complication rates have been reduced globally by the introduction of surgical
checklists such as the World Health Organisation (WHO) surgical checklist (Haynes et al., 2009).

However, considering the magnitude of the problems faced, the progress is still underwhelming
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(Landrigan et al., 2010; Shojania & Thomas, 2013) and a great deal more needs to be done to
improve patient safety (Vincent & Amalberti, 2016). Preventable patient deaths due to errors
and harm are still a global issue (Hogan et al, 2012; Makaray & Daniel, 2016). Research suggests
that within the NHS in 2009, there were 11,859 preventable deaths of adults (Hogan et al.,
2012) and, in the US, medical errors are the third leading cause of death (Makaray & Daniel,
2016). Recent high profile government reports in the UK have also highlighted poor quality care
and failure to maintain patient safety within NHS organisations. These include the well-
publicised Francis Inquiry which identified deficiencies in patient care (Francis, 2013) and the
Keogh report (Keogh, 2013) which found that there was significant scope for improvement in

certain NHS organisations.

1.3 Defining harm

Medical errors and adverse events are inevitable within healthcare as humans are fallible
(Robertson & Long, 2018). Clinical errors can be defined as the failure of a planned action to be
completed as intended or the use of a wrong plan to achieve an aim (Reason, 1990). Although
several classifications of clinical errors have been presented, the most used is the following
published by the IOM (Kohn, Corrigan and Donaldson, 1999). The term clinical error is an
umbrella term for all types of errors including diagnostic errors (e.g. error or delay in diagnosis,
treatment errors (e.g. error in the performance of an operation, procedure or test), preventive
errors (e.g. inadequate monitoring or follow-up of treatment) and other (e.g. equipment failures
or failure of communication). Among the problems that commonly occur during the course of
providing healthcare are adverse drug events, improper transfusions, surgical injuries and
wrong-site injuries, restraint-related injuries or death, falls, burns, pressure ulcers, and
mistaken patient identities (Donaldson et al., 2000). Not all errors result in harm, but those
which do result in harm to a patient are known as adverse events. An adverse event is defined
as an unintended or unexpected incident that causes harm to a patient and may lead to
temporary or permanent disability (Vincent, 2010). Adverse events are therefore not due to the
underlying condition of the patient. Adverse events may be due to medical errors, in which case
they are preventable, or to factors that are not preventable (Garrouste-Orgeas et al., 2012). An
example of a preventable adverse event is a delay in treatment and diagnosis, whereas an
example of an unpreventable adverse event would include medication side effects (Forster,
Rose, Van Walraven & Stiell, 2007). There are also unplanned events that occur but do not result
in injury, illness, or damage but had the potential to do so. These are known as near misses. The
focus of this thesis, however, is adverse events that are preventable and which result in actual

harm. The IOM provides a formal definition of a near miss as ‘an act of commission or omission
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that could have harmed the patient but did not cause harm as a result of chance, prevention, or

mitigation’ (Aspden, 2004).

Throughout this thesis, unless specified, the term healthcare professional encompasses any

healthcare professional who provides a healthcare service to a patient.

1.4 Promoting patient safety in the NHS

Prior to the start of this thesis, a number of policy documents and reports were in place which
made credible efforts to highlight and promote the importance of patient safety within the NHS.
The seminal report ‘An organisation with a memory’ (Donaldson, 2000) was published in 2000
and urged the NHS to learn from other critical safety sectors and adopt a modernised approach
to learning from failure. This report led to the establishment of the National Reporting and
Learning System (NRLS), which is a central database of incident reports. NHS organisations
report incidents (including adverse events) to the NRLS. This information is used to identify
emerging patterns and develop guidance to reduce risks and harm to patients (NHS
improvement, 2017). The reports and data from the NRLS are shared with a number of national
bodies including NHS England, Public Health England (PHE), the Medicines and Healthcare
products Regulatory Agency (MHRA), Care Quality Commission (CQC), and the Royal Colleges to
identify hazards and develop patient safety guidance and solutions (NHS improvement, 2017).
Increased transparency through reporting is fundamental for learning from experiences and
preventing future incidents (Wolf & Hughes, 2008). The NRLS is a foundation for achieving
patient safety through learning. Reporting systems can raise awareness of incidents and
generate a culture of safety (Vincent, 2007). Research suggests that it is equally as important to
report errors which do not result in harm (near misses) as this can provide valuable
information on how to reduce errors (Barach & Small, 2000). However, there are barriers to
reporting incidents which include fear of negative consequences such as fear of punishment and
reprisal (Wolf & Hughes, 2008) and fear of disciplinary actions and possible litigation (Hughes &
Ortiz, 2005; Robinson et al.,, 2002). NHS improvement supports NHS organisations within the
UK to provide patients with consistently safe, high quality, compassionate care within health

systems that are financially stable (NHS improvement, 2020).

During the period in which the research within this thesis was being conducted, more recent
policies were introduced within the UK which include the NHS resolution, ‘Being fair’ report
which was introduced in 2019 and provides guidance on supporting a just and learning culture
for healthcare professionals and patients following an adverse event. It is proposed that fairly

treating healthcare professionals, supports openness and learning within the NHS and enables
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them to feel confident to speak up when things go wrong within care, prevents blame, and
encourages learning from adverse events (NHS Resolution, 2019). Also introduced in 2019 was
the NHS Patient Safety Strategy (NHS England & NHS improvement, 2019) which describes how
the NHS will continue to improve patient safety by building on the foundations of a patient
safety culture and patient safety systems. It is envisioned that by improving safety based on the
principles of this strategy, there is a potential to save 1000 extra lives and £100 million in care
costs each year from 2023 /24 and reduce claims provision by around £750 million per year by
2025 (NHS England & NHS improvement, 2019). Another new patient safety initiative that was
developed earlier this year is the Patient Safety Incident Response Framework (PSIRF) (NHS
England & NHS improvement, 2020) which provides updated guidance on how NHS
organisations should respond to incidents and how and when investigations should take place.
These policies have supported the uptake of findings within this thesis and each are discussed

later on in the thesis, within the discussions of the relevant chapters.

1.5 Disclosure of adverse events

When an error has resulted in an adverse event, as well as reporting the adverse event, the
healthcare professional involved has the responsibility of disclosing the mistake to the patient
or family (Petronio et al.,, 2013). There is an important difference between reporting and
disclosing adverse events. Reporting of an adverse event involves providing an account of the
mistake which conveys details of the occurrence, and reasons for reporting are learning and
preventing recurrence of adverse events (Wolf & Hughes, 2008). On the other hand, disclosure
refers to the process by which an adverse event is communicated to the patient and/or their
families (Wu, Boyle, Wallace & Mazor, 2013). Within this thesis, disclosure will be discussed in
relation to errors that result in adverse events. As discussed previously, within any healthcare
process, adverse events resulting from clinical errors are inevitable. However, an important
element in managing the consequences of a clinical error is the disclosure of such events to the
patient involved and/or their family. Despite this as few as 30% of adverse events may
currently be disclosed to patients (Birks et al,, 2014). There is currently limited research which
examines the attitudes and rates of disclosure in the UK (Birks et al,, 2014). On an international
level, failure to disclosure of adverse events takes place at a scale as low as 2.7% (Pham et al.,
2011) and disclosure is based on the severity or the obvious nature of harm, being a motivator
to disclose (Linthorst et al., 2012). Unless serious harm occurs, there is still hesitancy to disclose
adverse events (Birks et al.,, 2014). Whilst supportive environments seem to encourage
healthcare professionals to disclose adverse events to colleagues within their organisation,
disclosure to patients still lags behind (Kroll, Singleton, Collier & Rees Jones, 2008). Currently,

evidence also suggests that healthcare professionals are not adequately equipped to handle
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disclosure of adverse events effectively and there may be some level of defensiveness which
interferes with competent disclosure (Allman, 1998; Kaldijan et al., 2007; Penson, Svendsen,

Chabner, Lynch & Levinson, 2001; Hannawa, 2009; Delbanco & Bell, 2007).

1.6 Disclosure policies

Professional and legislative efforts within several countries set an expectation that if an adverse
event occurs, healthcare professionals have a duty to disclose it to the patient or family
(Gallagher, Studdert & Levinson, 2007). Frameworks have been developed in different countries
to promote and guide the disclosure of adverse events. In the USA the American Medical
Association Code of Medical Ethics endorses the disclosure of adverse events to patients and
(American Medical Association, 2019). Earlier, in Canada, the Canadian Patient Safety Institute
published the Canadian Disclosure Guidelines were published which provide guiding principles
for disclosure (Canadian Patient Safety Institute, 2011). Likewise, the Australian Open
Disclosure Framework has been designed to allow health service organisations and doctors to
communicate openly with patients when the healthcare provided contributes towards an
unexpected adverse incident (Australian Commission on Safety and Quality in Health Care,
2013). This framework describes eight guiding principles to support healthcare organisations

with the disclosure process.

In 2009 the Being Open framework was launched in the UK by the National Patient Safety
Agency ([NPSA], 2009). This framework describes how to strengthen a culture of openness
within healthcare organisations. Best practice guidance on how to create an open and honest
environment is provided through ten key principles. These include acknowledging the incident,
providing a timely and genuine apology, keeping patients and/or their carers informed about
the progress made with the incident investigation, reassuring patients and/or carers that the
incident is being taken seriously, and ensuring that measures are taken to prevent it from
occurring again (Birks et al., 2014; NPSA, 2009). Within the UK, despite professional and
indemnifying bodies advocating openness as a professional obligation, disclosure does not
always occur. In response to a persisting lack of consistency in openness over adverse events, a
statutory Duty of Candour was introduced in the UK, in 2015. This aims to support doctors,
nurses, and midwives with the disclosure of adverse events in an open and transparent way
(Care Quality Commission [CQC], 2015). This statutory duty states that individuals must offer
information on what has happened, provide an apology, report these events to prevent them
from occurring again, and clinical leaders must encourage a culture of reporting and learning.

These policies and frameworks encourage and mandate disclosure, communication, and
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openness when dealing with patients and/or their family. Despite the universal endorsement of
disclosing adverse events, disclosure of adverse events is still uncommon (Fein et al., 2007; Wu

etal, 1992; Hobgood, Xie, Weiner & Hooker, 2004).

1.7 Impact of adverse events on healthcare professionals

Adverse events associated with medical errors have a negative emotional impact on patients
and also on the healthcare professional involved (Mira, Ferrus, Silvestre & Olivera, 2017). The
term ‘second victim’ is used to describe the experience of the healthcare professional who
becomes emotionally overwhelmed and distressed as a result of being involved in an adverse
incident (Scott et al, 2009). While studies have examined the burden of adverse events on
patients for a long time (Dinning et al 2005, Mazor, Goff, Dodd, Velten & Walsh, 2010; Dusclos et
al,, 2005; Delbanco & Bell, 2007; Fortescue et al., 2003), research assessing the impact of
adverse events on healthcare professionals became an increasingly researched topic later on
(Schwappach, 2008). Until the end of the 20th century, the emotional impact of errors on
physicians was rarely discussed in academic literature or even amongst providers themselves

(Rowe, 2004).

Three previous literature reviews (Schwappach & Boluarte, 2008; Sirriyeh et al.,, 2010; Seys et
al,, 2013) have evaluated the evidence of the impact of involvement in medical errors on
healthcare professionals. A number of qualitative and quantitative studies report that being
involved in a medical error or adverse event often incites intense emotional responses in
healthcare professionals, such as distress, confusion, self-doubt, fear, remorse, guilt feelings of
failure and depression, anger, shame, and inadequacy that often persists for longerperiods of
ti(Ullstrom, Sachs, Hansson, @vretveit & Brommels, 2014; Wu et al.,, 1991; Wolf, Serembus,
Smetzer, Cohen & Cohen, 2000; Rassin, Kanti & Silner, 2005; Waterman et al., 2007; Gazoni,
Amato, Malik & Durieux, 2012). Research also suggests that the impact of these events can
extend into the healthcare professional's personal and professional life, diminishing their
professional confidence, job satisfaction, impairing their performance, and causing detachment
from patients (Aasland & Fgrde, 2005; Schelbred & Nord, 2007; Scott et al., 2009; Waterman et
al,, 2007). Previous research has shown that healthcare professionals report an overall decrease
in quality of life after being involved in an adverse event (Seys et al.,, 2012; Sirriyeh et al., 2010;
West et al,, 2006). Following an adverse event, healthcare professionals may ruminate about the
mistake (Bell, Moorman, & Delbanco, 2010; Gallagher, Waterman, Ebers, Fraser, & Levinson,
2003). This can lead to prolonged, clinically significant levels of anxiety which is worrisome as

emotional distress may negatively affect patient care and lead to a higher risk of making future
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errors (Fahrenkopf et al., 2008). Whilst in the grip of such strong reactions, composing and
preparing oneself for a disclosure conversation with the patient and/or their family can be
incredibly difficult and these emotional responses may affect healthcare professional's ability to

disclose effectively (Wu et al, 2009).

The psychological explanation of the impact of adverse events

An adverse event is a stressor, and healthcare professionals will react to it like any other
stressor; with a physiological and psychological stress response (Weiner, 1995; Worthington &
Scherer, 2004; Allan & McKillop, 2010). During the physiological stress response, healthcare
professionals may experience increased cardiovascular activity (e.g. increased blood pressure
and heart rate) after being involved in an adverse event, due to an increase in the secretion of
cortisol. Being in this physiological state may make it challenging for healthcare professionals to

face the patient and/or family.

The psychological stress response consists of cognitive and behavioural facets. The cognitive
response involves individuals trying to find out what happened, what went wrong, how serious
the event was, and who/what is to blame (Weiner, 1995; Strang & Sherman, 2003; Wemmers,
1997). This cognitive investigation continues until the matter is resolved and closure is
achieved. Healthcare professionals may attribute blame to themselves. In the case of self-blame,
they may experience emotions of depression and anxiety (Kiecolt-Glaser, McGuire, Robles &
Glaser, 2002) as well as guilt and shame (Tangney, Wagner, Fletcher & Gramzow, 1992). Ata
behavioural level, individuals who experience a stressful situation will face the fight or flight
response. In the case of an adverse event as a stressor, healthcare professionals may flee from
the situation, in which case they may display avoidance behaviours. They may try to avoid the
patient and family/carers associated with them, preventing them from delivering optimal care
and treatment (Allan & McKillop, 2010). This form of stress response may also lead to
withdrawal from others including colleagues and therefore missing out on the support that is of
fundamental importance to individuals who are experiencing a crisis (Allan & McKillop, 2010;
Ryan & Deci, 2000). These responses can negatively impact the wellbeing of a healthcare

professional and their ability to disclose the adverse event to patients and/or their families.

Research that has explored the impact of emotions on patient safety suggests that the emotions
that healthcare professionals experience can directly influence their safety behaviour.
Healthcare professionals may be unwilling to disclose adverse events to patients if their
emotional needs are left unaddressed (Heyhoe et al., 2016). When healthcare professionals do

conduct disclosure with patients whilst under emotional distress, it may result in an ineffective
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or incomplete disclosure, resulting in additional distress for those involved (Wu et al., 2009;

Birks et al., 2014).

1.8 A culture of perfectionism and blame

Healthcare professionals, particularly doctors are trained well in history taking, physical
examination skills, and technical procedures in medical school. However, research shows that
students are not adequately prepared in medical school for dealing with real or perceived
medical errors (Smith & Forster, 2000). Despite the belief of human fallibility, mistakes are not
tolerated by the healthcare delivery system (Wu et al., 2000; Classen & Kilbridge, 2002). In
medical school, doctors are taught to have high expectations. They are expected to function
without making any errors, therefore when such events take place, this is viewed as a failure of
character (Hobgood, Peck, Gilbert, Chappel & Zou, 2002). Also, previously, medical education
had built a culture where doctors were taught that they were the primary decision-makers,
rather than decision making being a part of the team process (Becher & Chassin, 2001).
Therefore when an error or an adverse event occurred, the blame was solely placed on the
individual doctor as he/she was the primary decision-maker. The focus within healthcare
systems still remains on allocating blame to individual healthcare professionals rather than
improving knowledge and skills (Classen & Kilbridge, 2002). The doctor who has been singled
out may experience a sense of personal failure and strive for future perfection (Becher &
Chassin, 2001). State practice laws within the US also place an emphasis on individual
accountability for adverse events, rather than the overall care team (Classen & Kilbridge, 2002;
Becher & Chassin, 2001). Therefore this culture of perfectionism is still upheld (Robertson &
Long, 2018). Perfectionism can be a positive trait when it is used for self-improvement.

However, perfectionism can also be maladaptive (Robertson & Long, 2018).

Perfectionism is not only expected from medical training and the healthcare system (Robertson
& Long, 2018). Media, the general community, and even doctors themselves expect perfection
(Wu, 2000; Dubovsky & Schrier, 1983). Therefore, public scrutiny of any mistakes made by the
doctor can make them fearful of making future mistakes. This can further instigate the inner
perfectionism of the healthcare professional, which can lead to maladaptive traits and
behaviours including low self-esteem, guilt, and self-doubt (Dubovsky & Shrier, 1983; Peters &
King, 2012). After being involved in an adverse event, a doctor who possesses this
perfectionistic trait may experience decreased work efficiency, reduced confidence levels, fear
of judgement, depression, and in severe cases, even suicidal thoughts (Peters & King, 2012;

Craiovan, 2014; Pereira, Fonseca & Carvalho, 2011; Clara, Cox & Enns, 2007). The doctor may
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feel isolated without receiving support from their organisation. This can lead to the
development of maladaptive coping techniques (Peters & King, 2012) which include avoidance
of the issue, bury their emotions, or result in the use of drugs and alcohol (Wu, Folkman,
McPhee & Low, 1993). Due to this sense of perfectionism, as suggested by Finkelstein, Wu,
Holtzman & Smith (1997), one of the reasons for non-disclosure may be that acknowledging
responsibility for an adverse event may damage healthcare professional’s confidence and self-

esteem and render them as less effective.

One organisational approach has been to seek out adverse events, identify the responsible
healthcare professional and punishment follows (Boysen, 2013). However, instead of solving
the problem, this punitive approach causes damage to both the healthcare professional and the
safety of the healthcare organisation (Boysen, 2013). Although an individual may be at fault, this
is in combination with the faults of the system (Boysen, 2013). Within the report ‘To Err is
Human’ (Donaldson et al., 1999), it is emphasised that errors within the system, rather than
individuals are responsible for most preventable adverse events that occur. Most adverse
events are made by healthcare professionals who have good intentions and a number of
factors contribute towards the adverse event. These include system factors include factors
such as inadequate staffing, unmanageable workloads, and equipment unavailability
(Pronovost et al, 1999; Carayon & Gurses, 2005). However, healthcare professionals who have
been involved in medical errors have been treated with shame, abandonment, and blame
(Denham, 2007). It has been emphasised that the culture which surrounds attributing
individual blame when errors occur, must end and there needs to be a shift towards a culture
which acknowledges system errors (Donaldson et al., 2000). However, a culture of individual
blame still exists in healthcare organisations (Khatri, Brown & Hicks, 2009; Liang, 2002;
Hoffman & Kanzaria, 2014; Oxtoby, 2018; Radhakrishna, 2015).

Such a culture within organisations is damaging as healthcare professionals face personal
difficulties to be open about adverse events in such a culture (Kirkup, 2019; McLennan, Diebold,
Rich & Elger, 2016; Fein et al.,, 2005; Coffey, Thompson, Tallet & Matlow, 2010). In an attempt to
move away from this blame culture, within the NHS, a more balanced and reflective approach to
learning from incidents and supporting healthcare professionals has been which is known as a
Just Culture (Petschonek et al., 2013). This approach supports a culture of fairness, openness,
and learning within the NHS and aims to make healthcare professionals feel confident to speak
up when things go wrong, and does not seek to blame individuals involved (NHS improvement,

2018). Supporting healthcare professionals in this way allows openness about adverse events,
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and provides the opportunity to learn from mistakes (NHS improvement, 2018). The NHS
resolution, 'Being fair' report is one of the guidance documents which sets out the argument for
the need for a Just Culture and describes what can be done differently in healthcare (NHS

resolution, 2019).

1.9 Insufficient training on communication skills

Healthcare professionals struggle with disclosure and are not sufficiently trained on how to
discuss adverse events with patients or families (Ock, Kim, Jo & Lee, 2016; McLennan et al.,
2016; Harrison, Birks, Bosanquet & ledema, 2017; Fein et al.,, 2007). When healthcare
professionals are not provided with training on how to communicate certain adverse events,
they do not feel comfortable conducting these conversations with patients (White et al., 2011;
White et al., 2008). Disclosing negative outcomes that are due to a clinical error requires tact
and good communication skills (Herbert, 2001). Disclosure should be made easier for
healthcare professionals, so they can learn from mistakes and improve patient care (Herbert,
2001). Itis imperative to provide healthcare professionals with support for the difficult and
complex communication task of disclosure. Interestingly, in addition to the original injury, one
of the significant factors why patients sought legal help was due to ineffective and poor
communication after an adverse event (Levinson, Roter, Mullooly, Dull & Frankel, 1997; Vincent
& Phillips, 1994). There are a large number of models within the general communication
literature on how to break bad news, explain complex information (Silverman et al.G, 1991),
and conflict resolution (Lazare, 1995), but there is little evidence on how to optimise the
process of disclosing adverse events. Despite the introduction of the Duty of Candour (CQC,
2015) within the UK, there is limited research available which focuses on disclosure attitudes

and practices within the UK.

1.10 The importance of disclosure

1.10.1 Importance of disclosure for healthcare professionals
Disclosure of adverse events to patients is imperative for several reasons. Healthcare
professionals have a legal duty, to be honest, and open with patients when things go wrong in
their care which have caused or could lead to significant harm in the future (CQC, 2015).
Disclosure is an important part of patient-centred medical care and is an essential requirement
for maintaining trust (Kim, Myung, Eo & Chang, 2017). Disclosure of adverse events to patients
is also considered to be a central feature of high quality and safer patient care (Birks, 2014).
Disclosure of harm which has resulted from healthcare delivery is also intrinsic to maintaining

the trust between patients and healthcare professionals (Wu et al., 2013). Research also
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suggests that disclosing mistakes may also help the healthcare professional to heal. By
admitting the mistake, the healthcare professional may be relieved to hear that the patient or
family member has forgiven him or her (Hannawa et al., 2016). Research suggests that failing to
communicate effectively with patients following adverse events can have negative outcomes for
all those involved, including distress among patients and healthcare professionals, and an
increase in the pursuit of litigation by patients (Birks, 2014; Kaldijan, Jones & Rosenthal, 2006)
2006).

1.10.2 Importance of disclosure for patients
Being transparent and open with patients is important as patients have the right to know what
has happened, what will happen next, and where they can seek support and advice (CQC, 2015).
Patients have a right to be informed about all aspects of their healthcare including adverse
events outcomes (Birks et al., 2014). Research also suggests that disclosing adverse events to
patients is not only ethical but may also help patients or patients' families heal and move on
from the adverse event (Hannawa, Shigemoto & Little, 2016). Disclosure also allows patients to
obtain timely and appropriate treatment which may be needed after an adverse outcome, and it
enables better-informed consent for any further treatment that may be required after the
adverse event (Witman, Park & Hardin, 1996). Conducting the disclosure conversation with
patients enables patients the right to make their own choices and take actions based on their
own personal views (Sorrell, 2017). E.g. disclosure is important as it may allow the patient to
seek appropriate compensation or the adverse outcomes that have occurred (Kraman & Hamm,

1999).

1.11 The disclosure gap

Although healthcare professionals describe disclosure as a moral and ethical duty, this
enthusiasm may not be reflected in practice (Birks, 2014). Despite clear messages from patients
on what they require from healthcare professionals, disclosure remains an elusive concept and
disclosure does not always meet patient's expectations (Gallagher et al, 2006; Garbutt et al,
2007). This discrepancy is known as the 'disclosure gap'. There are a number of apparent
reasons for this disclosure gap. As compassionate and trained individuals, healthcare
professionals have a professional and personal commitment to helping patients. Therefore, it is
psychologically difficult for healthcare professionals to admit that they have caused harm to a
patient (Birks et al., 2014). Healthcare professionals describe receiving training on 'breaking
bad news' to patients (Baile et al, 2000; Faulkner, Maguire & Regnard, 1994; Ptacek, Ptacek &
Ellison, 2001), however, there is a lack of training which extends to conducting the challenging

adverse event disclosure conversation with patients (Ock et al.,, 2016; McLennan et al., 2016;
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Harrison et al,, 2017; Fein et al., 2005). Although both types of conversations involve disclosing
unfavourable news to patients, there is an important distinction between the two. Breaking bad
news within healthcare is defined as the delivery of any bad, sad, or significant information that
negatively alters people's expectations or perceptions of their present and future (Fallowfield &
Jenkins, 2004). Bad news is related to the patients underlying medical condition, whereas
adverse events result from medical intervention. Therefore, different emotions are involved
when disclosing adverse events as patient harm occurs under the provision of a regulated
activity and is not due to their underlying medical condition. However, the lack of training
available for healthcare professionals on adverse event disclosure makes this difficult
conversation even more challenging (Ock et al,, 2016; McLennan et al., 2016; Harrison et al.,

2017; Fein et al., 2007).

1.12 Maternity services

Adverse events can take place within any area of healthcare. There have been growing concerns
in regards to the safety of maternity services in England due to a number of high profile failings
in care (The Kings Fund, 2007). A well-known major investigation known as the Morecambe
Bay investigation (Kirkup, 2015) was established to examine concerns raised by the occurrence
of serious incidents within maternity services provided by the University Hospital of
Morecambe Bay NHS Foundation Trust. These incidents included the deaths of sixteen babies
and three maternal deaths. The investigation revealed that many factors including substandard
clinical competence, deficient knowledge and skills, and poor working relationships led to the
unnecessary deaths of mothers and babies, and different clinical care would have prevented
most of these deaths (Kirkup, 2015). This inquiry stated that lessons must be learned in order to
improve the safety of maternity services and to reduce the risk of similar events occurring in the
NHS in the future. A number of recommendations were proposed which included reviewing
skills and knowledge of healthcare professionals working within maternity, measures for multi-
disciplinary working, addressing incident reporting, and reviewing the Trust's policy of
openness and honesty to ensure that was in line with the Duty of Candour (CQC, 2015)
regulation (Kirkup, 2015).

A second major case that occurred was the Shropshire maternity scandal, which is known as
possibly one of the largest scandals in NHS history. An investigation was conducted which
examined the care provided at the Shrewsbury and Telford NHS Trust (Wise, 2019). The
investigation was initially conducted within 2017 and due to the number of avoidable failings

that were uncovered, the scope of the investigation was widened from 23 cases to hundreds and
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examined maternity failings from 1979 to present. Examples of the consequences of such
failings include the death of around 42 babies and 3 mothers, and deprivation of oxygen led to
brain injuries to a further 50 children (Wise, 2019). These incidents were deemed to have been
avoidable, adequate care been provided. To avoid the repetition of mistakes, hospitals must
learn lessons from what has gone wrong in the past. This involves the need to uphold a culture
of openness and honesty and informing patients when things go wrong within their care and
learning from these incidents. However, this did not take place adequately at the Shrewsbury

and Telford Trusts (Wise, 2019).

Maternity services in the UK have been strongly criticised for having a ‘lack of safety culture’,
and the Department of Health reports that in a number of tragic cases such as those mentioned
above, the standard of care fell far below than what is expected. NHS Resolution is a body within
the Department of Health and Social Care which supports the NHS by providing expertise on
resolving concerns and disputes in a fair manner and sharing learning for improvement (NHS
Resolution, 2020a). Statistics from the annual report and accounts in 2019/2020 suggest that
maternity claims represent around 9% of the total number of clinical negligence claims received
by NHS resolution each year, and represent 50% of the total value of new claims (NHS
resolution, 2020b). The total value of maternity claims continues to rise, and in 2019/2020, the
value of maternity claims was £1,822 million (NHS Resolution, 2020b). This suggests that a
significant number of adverse events occur within maternity services and can have an impact on
both the affected patients and the NHS healthcare professionals involved. This increasing

number of negligence claims is of great concern and a massive burden on the NHS.

The link between inappropriate and inadequate disclosure and increased litigation claims has
been suggested within the literature by several authors (Ushie et al., 2013; Berlin et al.,, 2014;
Birks, 2014; Johnson et al,, 2014; Youngson, 2014; Birks et al.,, 2015; Mira et al., 2017). However,
these studies do not provide evidence that disclosure impacts litigation (Birks, Aspinal & Bloor,
2018). More recent research suggests that while some patients and or/families sought litigation
to address the financial consequences of adverse events, another reason to litigate was to obtain
answers and receive explanations for the adverse event, which they had failed to receive from
healthcare professionals and organisations (Birks et al., 2018). Qualitative research examining
the effects of communication skills on litigation also indicates that open communication which
includes an apology and offers support can prevent unnecessary litigation. The findings also
suggest that poor communication can have a negative impact on litigation (Birks et al., 2018).

Evidence also suggests that the behaviour and attitudes of healthcare professionals could drive
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litigation, especially when patients felt that they had been lied to, incidents had been covered
up, and when they felt that healthcare professionals did not acknowledge their pain and distress
(Birks et al., 2018). Although further research within the area of disclosure communication and
litigation needs to be conducted, and there is currently limited empirical evidence surrounding
the effectiveness of communication as a factor alone to reduce litigation claims, these findings
indicate the need to increase transparency and openness and improve communication of

adverse events.

1.13 Research methodology

The epistemological position taken within this thesis was pragmatism. Pragmatism considers
the practical application of knowledge to be fundamental to meaning and truth (Dures, Rumsey,
Morris & Gleeson, 2011). Pragmatism focuses on the purpose and consequences of knowledge,
the importance of identifying solutions to problems, and the extent to which knowledge 'works'
at the time (Creswell, 2009; Dures et al., 2011). Pragmatism views reality as both singular and
multiple and believes that there may be a theory to explain the phenomenon being studied, but
individual input into the nature of the phenomenon should also be assessed (Cresswell & Clark,
2011). As pragmatism is not aligned to any single philosophy or reality, it enables researchers to
draw on both qualitative and quantitative assumptions to fully understand an issue (Creswell,
2009) and allows for a flexible and practical approach to data collection (Cresswell & Clark,
2011). Therefore, it is well suited to applied health research and is considered to provide a logic
and epistemological justification for conducting mixed-methods research (Johnson,
Onwuegbuzie & Turner, 2007). A pragmatic approach was also chosen as it allows for findings

from applied health research to be translated into the healthcare setting.

Pragmatism is based on the assumption that whatever methods are needed to provide a
relevant approach to a given research question can be employed (Salkind, 2010). Therefore, the
choice of pragmatism as a methodology, allowed the researcher (PhD student) to choose the
relevant and appropriate research methods that addressed each of the research questions that
were proposed (Fielzer, 2010). Within this thesis, based on the assumptions of pragmatism,
qualitative research methods were used to synthesise and to explore the in-depth and rich
experiences of patients and healthcare professional’s views and experiences on disclosure.
Mixed methods were used to better understand the feasibility and acceptability of the training
intervention. This is consistent with the MRC guidelines for complex interventions which
suggest that a mixture of qualitative and quantitative methods are likely to be needed to assess
feasibility (MRC, 2008). As recommended by pragmatism, in order to assess the feasibility and

acceptability of the intervention, the results from both the quantitative and qualitative elements
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were integrated (Creswell and Plano Clark, 2011; Tashakkori and Teddle, 1998). Central to the
application of mixed methods research in pragmatism is the development of research questions
that can be answered by integrating the results of quantitative and qualitative research

(Creswell and Plano Clark, 2011; Tashakkori and Teddlie, 1998)

1.14 Aims, objectives and thesis structure

The overall aim of this thesis was to investigate how healthcare professionals within maternity
services can be supported to communicate the news to patients that an adverse event has
occurred. It aimed to understand the current disclosure practices within UK maternity services,
how adverse event disclosure affects the wellbeing of healthcare professionals and whether
providing training in this area had the potential to enhance skills in disclosing adverse events to

patients.

This thesis aimed to address the following research objectives:

1. To explore the views and experiences of patients and healthcare professionals on the
disclosure of adverse events within healthcare.

Within this thesis, the literature on experiences of adverse event disclosure was systematically
reviewed and a meta-ethnographic approach was used to synthesise the findings. This aided
understanding of patients and healthcare professionals’ experiences of adverse event
disclosure, and the barriers to disclosure faced by healthcare professionals. The findings from
this systematic review revealed that there was a disconnect between the perspectives of
patients and healthcare professionals on how disclosure should be conducted and what the
disclosure conversation should entail. Although healthcare professionals advocated disclosure
they faced a number of barriers to disclosure. The ideal disclosure practice involves providing
relevant information about the adverse event, accountability, and an apology, and a
commitment to preventing future recurrences. To meet patients’ needs for disclosure, the
facilitators for healthcare professionals include clarity regarding the legal aspects of disclosure,
development of an open and transparent culture, and providing training on adverse event

disclosure.

2. To understand the current views and experiences of adverse event disclosure within UK
maternity services, the current training available, and how the disclosure process affects
healthcare professional’s wellbeing.

A qualitative study was conducted, where semi-structured interviews were carried out with

midwives and obstetricians working within UK maternity services to understand the views and
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experiences of adverse event disclosure within the UK. The findings of this study suggest that
although healthcare professionals believed that honesty, transparency, and openness were
important principles of disclosure, midwives and obstetricians struggled with this process.
Within the UK, there is currently a lack of clarity and support surrounding the disclosure
process. There is a need for support and guidance from an organisational level in terms of the
investigation process, current legal processes within the UK, how to approach disclosure when
there is uncertainty about whether an adverse event or complication has occurred, and the Duty
of Candour regulation. Training programmes and guidance which takes into account these

factors need to be developed.

3. To identify the most important components of a training intervention within the area of
disclosure and develop a communication training intervention to support maternity
healthcare professionals with the disclosure process.

The MRC guidelines (MRC, 2008) for developing complex interventions were used to develop a
training intervention to support maternity healthcare professionals with adverse event
disclosure. The literature on adverse event disclosure interventions was reviewed, a coherent
theoretical basis was identified. These were combined with primary research and the current
UK policies and requirements for disclosure, to develop a novel training intervention with the
support of maternity healthcare professionals. The training intervention aimed to enhance
maternity healthcare professional's skills with the disclosure of adverse events within the UK. A
3-hour training intervention was designed which included a mixture of interactive lecture-
based components with facilitated group discussions and exercises. The training intervention
consisted of the following components: (1). Defining adverse events and principles of Duty of
Candour, (2). Exploring the emotional impact of involvement in an adverse event, and (3).
Psychological self-management strategies to feel calmer and more confident to disclose to the

patient and/or family.

4. To pilot and evaluate the new training intervention to assess the feasibility and
acceptability by healthcare professionals within maternity services.

The developed training intervention was delivered to maternity healthcare professionals and
the acceptability and feasibility of the intervention was assessed using a mixed-methods
research approach. This study also assessed the extent to which the training intervention had
the potential to enhance knowledge of adverse event disclosure and self-efficacy (confidence) to
disclose. The findings from this study suggest that this novel training intervention was
acceptable to healthcare professionals. The findings indicate that it is not feasible to deliver the
training intervention to midwives due to the difficulties associated with recruiting midwives. An

alternative mode of recruiting and delivering the training to midwives is needed. These findings



31

suggest that it might not be feasible to recruit and deliver this training intervention to a single

Trust as part of a larger evaluation due to the difficulty of recruiting a group of midwives and/or

obstetricians to be available together at the same time. An alternative includes delivering the

intervention at a regional level where maternity healthcare professionals from a number of

Trusts are invited to attend. This study also provided preliminary evidence that the training

intervention had the potential to improve knowledge of disclosure and increase self-efficacy to

disclose adverse events.

Each of the research questions within this thesis, the research methods adopted and the

justification for the choice of methods is displayed in table 1.1

Table 1. 1: Research questions and research methods within the thesis

maternity services and
the current support

available?

Research question Research Justification
methods
1. What are the views Qualitative Using this qualitative synthesis approach was
and experiences of meta- appropriate as it allowed the synthesis of rich, in-
patients and ethnographic depth qualitative studies to provide evidence on
healthcare synthesis experiences of disclosure. This approach helped to
professionals on the provide important theoretical and conceptual
disclosure of adverse contributions to improve healthcare policy and
events within practice. Using a m eta-ethnographic approach also
healthcare? allowed the researcher to draw together the
different perspectives of patients and healthcare
professionals.
2. What are the current | Qualitative Semi-structured interviews are recommended
views and experiences | semi- when subjective knowledge surrounding a
of adverse event structured phenomena or experience is lacking (Morse &
disclosure within UK interviews Field, 1995; Richards & Morse, 2012).

Using semi-structured interviews was the most
appropriate approach as it allowed the
opportunity to gain an insight and obtain in-depth
detail into the experiences of midwives and
obstetricians on adverse event disclosure within

the UK. No previous studies had been conducted
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with maternity healthcare professionals

addressing this research question.

3. What are the most
important components
of a training
intervention in the
area of disclosure?
How can a training
intervention be
developed to support
maternity healthcare
professionals with the

disclosure process?

Scoping review

exercise

A scoping review exercise was the most
appropriate approach as it allowed the
identification and mapping of the available
evidence on previous disclosure interventions,
including the nature and extent to which research

on these interventions exists.

4. How acceptable and
feasible is a training
intervention to
enhance maternity
healthcare
professional’s sKkills
with the disclosure of

adverse events?

Mixed-methods

approach

A mixed methods approach was used to explore
feasibility and acceptability of the training
intervention, and the extent to which the
intervention had the potential to enhance

knowledge and self-efficacy to disclose.

The use of quantitative methods was the most
appropriate to assess whether there was an
increase in knowledge and self-efficacy, pre and
post intervention and to obtain brief descriptive

data on feedback of the training intervention.

In order to capture rich information to further
obtain feedback, understand the strengths of the
training intervention and aspects which could be
improved in the future, semi-structured qualitative

interviews were utilised.

The MRC guidelines (MRC, 2008) for developing complex interventions were used as a
framework throughout this research. The stages for developing an intervention as proposed by
the MRC guidelines were followed. The relevant existing evidence base was identified (study 1),

this was supplemented with new primary research (study 2), the intervention to support



maternity healthcare professionals with disclosure was developed based on the existing

evidence and theoretical approaches (study 3) and the intervention was then delivered to

explore feasibility and acceptability (study 4). Figure 1.1 highlights how each of the studies are

sequentially linked.

Study 1: Identifying the relevant
existing evidence base

Systematically identified and synthesised the
existing literature on the views and experiences
of adverse event disclosure.

This systematic review highlighted that
although healthcare professionals
acknowledged the importance of disclosure and
considered it to be a moral and professional
duty; multiple barriers prevented them from
carrying out effective disclosure including lack
of skills and training in conducting disclosure
conversations.

Only one study was conducted with HCPs in the
UK, and this focused on doctors and nurses and
was not conducted within a maternity setting.
Further research on current disclosure
practices within the UK maternity setting, and
the support available was required.

Study 2: Conducting new primary
research

A primary qualitative interview study was
conducted with midwives and obstetricians to
further explore the perspectives of healthcare
professionals on adverse event disclosure
within a UK context.

The findings from this study suggested that
within the UK, there is currently a lack of
clarity and support surrounding the disclosure
process. A need for training that specifically
addressed adverse event disclosure was
identified. Findings highlighted that the
training needed to address knowledge related
to disclosure and policies, the emotional
implications of disclosure and increase
confidence to disclose. Based on this, it was
decided that an educationally sound and
evidence-based training intervention that
engaged healthcare professionals in
interactive learning and discussions was the
most appropriate.

Study 3: Intervention development

The findings from study 1 and study 2
confirmed the necessity to deliver training to
maternity healthcare professionals which is
specific to disclosing adverse events.

A novel intervention was designed and
developed to support healthcare professionals
with the process of disclosing adverse events.
This training intervention included a mixture of
interactive lecture-based components with
group discussions and exercises.

Study 4: Feasibility study

After developing the training intervention, it
was necessary to explore the feasibility and
acceptability of this intervention.

The training intervention was acceptable to
healthcare professionals, and had the potential
to improve knowledge of disclosure and
improve self-efficacy to disclose.

Figure 1. 1: Sequential link between studies
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Chapter 2: The views and experiences of patients and
healthcare professionals on the disclosure of adverse
events: A systematic review & qualitative meta-
ethnographic synthesis

2.1 Chapter summary: Chapter 1 provided an introduction to patient safety within

healthcare and the disclosure of adverse events. This chapter reports on study 1 - a systematic
review of patient’s and healthcare professional’s views and experiences of adverse event disclosure.
A qualitative meta-ethnographic approach was used to synthesise the findings. The results of this
review are presented and discussed, and the implications and recommendations for clinicians,
policy makers and researchers are highlighted. The findings from this review have informed the

design of subsequent research within this thesis.

2.2 Introduction

As discussed in the previous chapter, an important element in managing the consequences of
adverse events is disclosure to patients and/or their families (Kalra, Kalra & Baniak, 2013).
Disclosure is imperative as healthcare professionals have a responsibility to be open about
adverse events and patients have the right to know what has happened (CQC, 2015). Disclosure
maintains trust between patients and healthcare professionals (Kim et al., 2017), and failure to
disclose can result in increased litigation by patients (Wu et al., 2013; Gallagher et al., 2007).
Frameworks have been developed in several countries (UK, Australia, Canada, and the USA) to
guide adverse event disclosure (American Medical Association, 2019; Canadian Patient Safety
Institute, 2011; Australian Commission on Safety and Quality in Health Care, 2013; CQC, 2015).
Although transparency and openness are promoted in these policies, research suggests that
disclosure does not always occur (Shannon, Foglia, Hardy & Gallagher, 2009; Gallagher et al.,
2006; Kaldijan et al, 2007; Hobgood, Hevia, Tamayo-Sarver, Weiner & Riviello, 2005).

Research remains limited on the perspectives of patients and healthcare professionals on
adverse event disclosure. A previous comprehensive review on disclosure has been conducted
(O’Connor, Coates, Yardley & Wu, 2010) where the literature on adverse event disclosure was
reviewed. This review found that there is a gap between the ideal disclosure practice and
reality. The findings from this review suggest that disclosure practice can be improved by
strengthening and policies and supporting healthcare professionals with the disclosure of

adverse events (O’Connor et al,, 2010). However, the questions still remain about how to best
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disclose adverse events to patients and ways in which healthcare professionals can be
supported to meet the needs of patients. Exploring both patients and healthcare professionals
views on disclosure will help understand the expectations, barriers, and challenges faced by
each group. This can help to generate interventions that are effective and practical for both

patients and healthcare professionals.

This systematic review aimed to synthesize the views and experiences of patients and
healthcare professionals on the disclosure of adverse events, and identify the barriers and
facilitators to disclosure faced by healthcare professionals. This is the first review to synthesize
the views of patients and healthcare professionals, using a qualitative synthesis approach. A
meta-ethnographic synthesis approach developed by Noblit and Hare (1988) and adopted by
Britten et al (2002) and Campbell et al (2003) was used. A meta-ethnographic synthesis was
chosen as it offers a unique systematic analysis process to provide evidence on patients’ and
healthcare professionals’ views and experiences on the disclosure of adverse events.
Synthesizing qualitative studies using this approach can provide important theoretical and
conceptual contributions to improve health-care policy and practice. The PhD student is

referred to as the researcher throughout this thesis.

2.3 Methods

A systematic search of qualitative studies was conducted and data from included studies were
synthesised using a meta-ethnographic approach. The review was reported according to the
PRISMA guidelines (Moher, Liberati, Tetzlaff, Altman & Prisma Group, 2009). The eMERGE
reporting guidance (France et al., 2019) was also followed to conduct and report this meta-

ethnography.

2.3.1 Search strategy and data sources
Five electronic databases were systematically searched; MEDLINE, EMBASE, PUBMED, CINAHL,
and PsycINFO (see Appendix 1 for the search strategy). The search strategy included a
combination of free-text searching of the three main concepts being examined in this review
(disclosure, incident, and experience) and was developed from an existing systematic review
(O'Connor et al.,, 2010). A comprehensive set of search strategies were used to identify all
available studies. Searches were conducted from inception to February 2017, updated to July

2018.

2.3.2 Eligibility criteria

Papers were included if they were in a healthcare setting, published in English, and involved
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qualitative data collection and analysis. Studies focusing on breaking bad news were excluded.

Grey literature was also excluded.

2.3.3 Study selection
Study selection followed PRISMA guidelines (see Appendix 2 for the PRISMA flow diagram).
Two reviewers independently screened 10% of the abstracts (RS & JJ) and Cohen’s kappa
statistic was used to assess inter-rater reliability (k > 0.7). Once inter-rater reliability was
confirmed, remaining abstracts were screened by one reviewer (RS). Full texts were screened
by RS and all were double screened by J] and RL. Disagreements were resolved through

discussion between the three reviewers.

2.3.4 Critical appraisal
To assess study quality, the Critical Appraisal Skills Programme (CASP) qualitative research
checklist was used (CASP, 2018). This tool has been previously used by published reviews of
qualitative studies (Scott & Grant, 2018; EImir & Schmied, 2016; Slade, Kent, Patel, Bucknall &
Buchbinder, 2016; Slade, Patel, Underwood & Keating, 2015). All studies were critically
appraised and each study was assigned a numerical score out of ten, where a higher score
correlated to higher quality (Scott & Grant, 2015). The two highest-ranked studies were used as
index studies and were the first studies from which concepts were translated into other studies,
therefore shaping the analysis (Atkins et al., 2008). This process was carried out independently
by two authors and scores were discussed to check for consistency (RS & J]). Disagreements
were resolved through discussion. No studies were excluded because of the quality of appraisal.
None of the studies were rated as being 'very low' and a majority of the studies were rated as
being of 'high quality'. Most studies reported on the methodological framework used and
provided detailed descriptions of the data analysis methods. However, authors' across the
studies consistently failed to report on whether the relationship between the researcher and

participant was considered.

2.3.5 Data extraction
Two standardised data extraction forms were developed based on a published meta-
ethnography (Slade et al., 2016). Descriptive data were extracted in one form by RS (study
population, sample characteristics, country of origin, methods including data collection and data
synthesis, and study conclusions). Key concepts or 'second-order constructs' (interpretations
made by the primary authors), were extracted by RS and ]] into a table in Microsoft Word,
alongside the illustrative quotations from study participants ('first-order constructs'). To
preserve the primary authors' context and second-order construct meaning, the authors' own
terminology and definitions were maintained. The completed forms were discussed and

examined for consistency and items were assembled into common groups prior to analysis.



37

2.3.6 Data synthesis
A meta-ethnographic approach was used to synthesise the findings. Meta-ethnography provides
an alternative to traditional aggregative methods of synthesis and supports the development of
analytical rather than descriptive findings (Daker-white et al, 2015). Meta-ethnography relies
on a process of 'translation’ where key concepts from one study are introduced into another and
assessed to the extent to which they can account for a particular phenomenon within a different
context (Noblit & Hare, 1988; Scott & Grant, 2018). Key concepts also known as 'second-order"
constructs are interpretations made by authors of the included studies. During this process of
translation, new interpretations are developed which are known as 'third-order' constructs.
These comprise of a new understanding of the phenomena under study (Scott & Grant, 2018).
The synthesis involves deciding whether the studies are sufficiently similar in their focus to
allow for a reciprocal translation or if the studies refute each other, a refutational synthesis is

conducted.

Each of the seven phases to conduct a meta-ethnography as outlined by Noblit & Hare (1988)
who first proposed this approach were followed as well as adaptations and developments from
recent researchers. The method of conducting the meta-ethnography including each of the
phases utilised to conduct this synthesis are described in Table 2.1. Data synthesis was an
iterative process. Further in-depth detailed guidance for novice qualitative researchers, using
illustrative examples to describe how to conduct a meta-ethnographic synthesis is displayed in

appendix 4.
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Table 2. 1: Method of conducting meta-ethnography

Phase 1: Getting

started

This initial stage required identification of an area of interest (Noblit &
Hare, 1988) and to consider if a synthesis of the topic is required and
whether a qualitative synthesis fits with the research question (Toye

etal, 2013).

Phase 2: Deciding
what is relevant to

the initial interest

Phase 2 involved the following steps: a) defining the focus of the
synthesis, b) selecting studies for inclusion in the synthesis and
locating relevant studies, c) developing inclusion and exclusion criteria

and d) quality assessment of the included studies (Atkins et al., 2008).

Phase 3: Reading the

studies

It is during this phase where the synthesis process began. This stage
involved repeatedly reading the included studies and familiarisation
with the key concepts and metaphors. It was important at this stage to
become as familiar as possible with the content and detail of the
included studies. A concept has been defined as ‘having some
analytical or conceptual power, unlike more descriptive themes
(Britten et al., 2002). It is important to acknowledge that reading the
studies was not a discrete phase; reading occurred throughout the
synthesis process. The 'raw data' was extracted from each study
including first-order constructs (participant quotations) and second-
order constructs (primary author interpretations). Contextual

information from each study was also extracted.

Phase 4:
Determining how the

studies are related

During this stage, the relationships between the key concepts from the
different papers needed to be considered. In order to determine how
the studies were related, a list of themes from each paper were listed.
Common concepts from the studies were grouped. This was
approached by gathering similar themes from studies into categories

of shared meaning (France et al., 2019).

Phase 5: Translating
the studies into one

another

Translation was approached by organising the second-order
constructs thematically, by grouping concepts with similar meanings.
The studies within each grouping were then arranged chronologically
(from the highest to lowest scoring paper based on quality appraisal).
The concepts within each of the groupings were compared account by
account in a process similar to the method of constant comparison

(Cahill, Robinson, Pettigrew, Galvin & Stanley, 2018). During this
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phase, the table of study characteristics recorded earlier were used as
a context for comparisons as well as the full papers. This process was
supported by creating a translations table (see Appendix 3 for
examples of translations tables) which is a useful way to display this
level of synthesis (Coventry, Small, Panagioti, Adeyemi & Bee, 2015).
Two separate translations were conducted; one for the views and

experiences of patients and one for healthcare professionals.

Phase 6:
Synthesising the

translations

This phase is described by Noblit & Hare (1988) as ‘making the whole
into something more than the parts alone imply’. The synthesis
process for this review consisted of three stages: (i) a reciprocal
translation of the ‘patient’ studies to understand their views on the
disclosure process of adverse events; (ii) two reciprocal translations of
the ‘healthcare professional’ studies (1) to understand healthcare
professionals views on the disclosure process of adverse events and
(2) to understand the barriers to disclosure faced by healthcare
professionals; and (iii) a line of argument synthesis of all the studies to
outline how patients’ and healthcare professionals views differ on
disclosure and how the barriers faced by healthcare professionals may
contribute towards this difference in disclosure views. A line of
argument synthesis was chosen as it became apparent during the
synthesis that the concepts from the ‘patient’ studies and ‘healthcare
professional’ studies were not strictly contradictory in nature, rather

described alternative perspectives of the same phenomenon.

Phase 7: Expressing

the synthesis

This final phase involved writing up the synthesis by summarising the
findings, discussing strengths and limitations, and providing

recommendations and conclusions
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2.4 Results

2.4.1 Study characteristics

15 studies were included (Table 2.2). 7 were with Healthcare professionals, 4 with patients

(including family members/or the general public), and 4 included both patients (including

family members/or the general public) and Healthcare professionals. These were published

between 2003 and 2017 and involved 1205 participants. Participants were 376 patients and

family members (including 18 members of the public) and 829 healthcare professionals.

Healthcare professionals included doctors, nurses, surgeons, pediatric residents, and

anaesthesiologists. Studies were from Canada (2 studies), USA (6 studies), UK (1 study),

Australia (3 studies), Switzerland (1 study), Spain (1 study), and Korea (1 study).

Table 2. 2: Study characteristics

Author (s) | Year | Country Participants Data Method of data
collection | analysis
method
Gallagher et | 2003 | USA 52 patients and 46 Focus Qualitative data analysis
al healthcare groups
professionals
(physicians)
Coffeyetal | 2010 | Canada 24 healthcare Focus Thematic analysis
professionals groups
(paediatric residents)
Duclosetal | 2005 | USA 16 patients Focus A combined template &
groups organising approach
Espin et al 2006 | Canada 28 healthcare Interviews | Iterative grounded
professionals theory approach
(surgeons, nurses &
anaesthesiologists)
and 11 patients
Fein et al 2007 | USA 204 healthcare Focus A systematic approach to
professionals (nurses, | groups qualitative synthesis
physicians &
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residents)
Harrisonet | 2017 | UK 13 doctors and 22 Interviews | Framework analysis
al nurses
ledemaetal | 2011 | Australia 119 patients and Interviews | Discourse analysis
family members
ledema etal | 2008b | Australia 131 healthcare staff Interviews | Semantic discourse
and 23 patients analysis
ledema etal | 2008a | Australia 23 patients and Interviews | Thematic discourse
family members analysis
Mazoretal | 2013 | USA 78 patients interviews | Directed content analysis
McLennan 2016 | Switzerland | 18 healthcare Interviews | Conventional content
etal professionals analysis
(nurses)
Mira et al 2016 | Spain 27 healthcare Focus Qualitative data analysis
professionals (15 groups
physicians, 12
nurses)
Ocketal 2016 | Korea 16 healthcare Interviews | Directed content analysis
professionals and focus
(physicians) and 18 groups
members of the
public
Shannonet | 2009 | USA 96 healthcare Focus Qualitative content
al professionals groups analysis
(nurses)
Fein et al 2005 | USA 204 healthcare Focus Qualitative data analysis
professionals (nurses, | groups

residents, physicians,
administrators) and

36 patients
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The following sections show reciprocal translations of 'patient’ and 'healthcare professional'
studies, followed by a line of argument synthesis (see Table 2.3 for reciprocal translations for

the ‘patient’ and ‘healthcare professional’ studies).

2.4.2 Reciprocal translation of the patient studies
Reciprocal translation of key concepts extracted from the 8 ‘patient’ studies synthesised 3
third-order constructs: ‘Need for information’, Importance of sincere regret’ and ‘Promise

of improvement’

Need for information

Patients felt that they were not provided with the information they needed (Duclos et al., 2005;
ledema et al., 2011; [edema et al., 2008a; Espin, Levinson, Regehr, Baker & Linghard, 2006). This
led to worries about what was going to happen to them next (Duclos et al., 2005). Patients
consistently emphasised the importance of receiving relevant information. However, obtaining
information was problematic, difficult, and time-consuming (Iedema et al., 2008b). Patients also
believed they had a right to receive information and full disclosure (Espin et al., 2006). Patients
wanted healthcare professionals to inform them comprehensively about the adverse event, the
management plan, and the investigation. Patients did not want to have to ask numerous
questions of their doctor. Patients threatened legal action to receive information and stated it
was refreshing when they didn’t have to battle with insurance companies to get information
(Duclos et al,, 2005). Only in one study were patients satisfied with the information provided to
them during the disclosure process and still had confidence in their healthcare professional as a

result of him being honest: ‘he laid it on the line and gave me the facts’ (Duclos et al., 2005).

Importance of sincere regret

A predominant theme related to the need for accountability and an apology. Patients said they
expected the healthcare professionals delivering the disclosure conversation to acknowledge
what had happened and take responsibility for their actions (Duclos et al., 2005; ledema et al.,
2011; Gallagher et al., 2003; Mazor et al,, 2013). The inability to admit a mistake by healthcare
professionals and abnegating responsibility led to patient frustrations and disappointment
(Duclos et al., 2005; ledema et al., 2008a). When healthcare professionals took responsibility,
the patient-professional relationship improved and there was an increased sense of trust from
patients (Duclos et al., 2005; Iledema et al., 2008a). For some patients, assuming responsibility
was seen as a pre-requisite for learning. Patients indicated they wanted healthcare
professionals and institutions to regret what had happened:‘...it made me feel that I could trust

my PCP [primary care physician] because I mean she took responsibility...had remorse about what
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happened’ (Mazor et al., 2013). Patients responded positively to expressions of regret and
apology, but only if these were perceived to be sincere. However, for some patients, an apology
alone was not sufficient; they wanted to be informed of the steps taken to correct the incident

(Mazor et al., 2013).

Promise of improvement

Patients and family members wanted to be assured that healthcare professionals and
institutions were working to prevent recurrences (Gallagher et al., 2003; Mazor et al,, 2013; Ock
etal,, 2016). Patients who had suffered due to the adverse event believed it was vital that the
same error was not made with other patients (Mazor et al., 2013). An important element in
preventing recurrences was that those involved had learned from the adverse event and the
incident had resulted in institutional changes (Mazor et al., 2013). Patients specified that in
disclosure conversations they would like their healthcare professional to state 'we assure you

this problem will not happen again’ (Gallagher et al., 2003).

2.4.3 Reciprocal translation of the healthcare professional studies
Reciprocal translation of the key concepts extracted from the 11 ‘healthcare professional’
studies synthesised 3 third-order constructs: ‘sometimes economical with the truth’,
‘owning up without saying I'm sorry’, ‘To tell or to not tell?” which consisted of the following
two sub-themes: ‘when honesty may cause unnecessary anxiety’ and ‘outcome determines

disclosure’,

Sometimes economical with the truth

A predominant theme across some of the studies related to excluding some facts or information
when providing the explanation (Espin et al., 2006; Gallagher et al., 2003; McLennan et al., 2016;
Fein et al., 2007; Mira et al., 2017). Healthcare professionals including nurses and physicians
advocated the disclosure of adverse events to patients and their families, but sometimes
provided only partial and selected information to patients/ family (Espin et al., 2006; Gallagher
etal, 2003; McLennan et al.,, 2016; Fein et al,, 2007; Mira et al., 2017). Many healthcare
professionals described avoiding revealing too much truth to patients or families (Espin et al,,
2006; Gallagher et al., 2003; McLennan et al,, 2016; Fein et al., 2007; Mira et al., 2017). Errors
which resulted in adverse events with a more serious outcome were disclosed in such a way
that it would not be directly obvious to the patient/family that an adverse event had occurred
and the fault of the healthcare professional(s) or the institution would be concealed (Espin et al.,
2006; Gallagher et al., 2003; McLennan et al,, 2016; Fein et al., 2007). This was achieved in
different ways. At times the error and the adverse event were described 'in the most positive

spin and in a positive light' (Gallagher et al., 2003). Some healthcare professionals explained the
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adverse event in clinical terms so that the patients/families would find it difficult to establish
the connection between the error and the resulting adverse event (McLennan et al.,, 2016).
Others described omitting certain information related to the adverse event (Espin et al,, 2006;

Gallagher et al,, 2003; Fein et al., 2007).

Owning up without saying I'm sorry

Most Healthcare professionals believed an important element of disclosure was to acknowledge
and accept responsibility for the adverse event (Gallagher et al., 2006; [edema et al., 2008a;
ledema et al., 2008b; Harrison et al., 2017; Coffey et al., 2010; Fein et al., 2005). Disclosing the
event and admitting fault was considered to be a moral, ethical and professional duty (Gallagher
etal., 2006; Harrison et al,, 2017; Fein et al., 2005). Healthcare professionals believed in
ensuring the patient was made aware of this, even if the events leading up to the adverse event
were not clear (ledema et al., 2008b). In some situations healthcare professionals accepted
responsibility for the adverse event, however, errors were often viewed as system faults rather
than individual failures: ‘it could have been made by anyone else in my shoes’ (Coffey et al., 2010).
However, in one study doctors did not explicitly disclose responsibility or express regret in
specific terms (Ock et al., 2016). This study was conducted with healthcare professionals from a
non-westernised country (Korea) whereas healthcare professionals who believed it was
important to vocalise this acknowledgement to patients were based in westernised countries.
Unlike most western countries, open disclosure policies have not yet been implemented in

Korea which may explain the difference in views.

The importance of an apology in the disclosure conversation was only cited by healthcare
professionals in one study (Harrison et al., 2017) where there was a widespread belief that an
apology was not an acceptance of liability and had no professional and legal implications.
However, this group described the existence previously of a culture where apologising was
considered to be an admission of liability (Harrison et al., 2017). This culture may still exist
elsewhere, and this could explain why apologising was not discussed by healthcare
professionals in other studies. Conversely, some doctors believed that it wasn't necessary to

state an apology as 'you don’t really need to say it through words’ (Ock et al., 2016).

To tell or to not tell?
Within this theme, the data was fractured into two subthemes: ‘when honesty may cause

unnecessary anxiety’ and ‘outcome determines disclosure’.

When honesty may cause unnecessary anxiety

Healthcare professionals assumed in cases where the error was not obvious or evident, the
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patient would rather not be informed (Espin et al., 2006; Gallagher et al., 2003; Ock et al., 2016;
McLennan et al.,, 2016). Where it was felt the patient would be burdened by the disclosure, or it
would cause unnecessary stress, the event was not disclosed: ‘if a patient is 95 and bed-ridden-
you might not want to tell them’ (Espin et al., 2006). As one healthcare professional related ‘My
job is to relieve anxiety, not to create it’ (Gallagher et al., 2003). Non-disclosure in such cases was

rationalised as being in the patient's best interests.

Outcome determines disclosure

The impact of an error on the patient, whether it resulted in an adverse event, and the severity
of the adverse event influenced whether disclosure occurred. When adverse events were minor
or there was no substantial harm resulting from errors, disclosure was not believed to be of
importance (Espin et al., 2006; Gallagher et al.,, 2003; Ock et al., 2016; McLennan et al., 2016;
Fein et al,, 2007; Fein et al., 2005) and was seen as impractical due to the frequent occurrence of
these events (Gallagher et al., 2003). Lack of patient awareness of the error was also considered
as a reason for non-disclosure (Gallagher et al., 2003; McLennan et al.,, 2016; Fein et al., 2005).
Disclosure of medical errors resulting in minor or no adverse events was compared to aviation
errors by suggesting that near misses occur frequently in aviation; however, people would only
be informed if they became aware of these (Fein et al., 2005). Conversely, one healthcare
professional endorsed the disclosure of errors which did not lead to adverse events and saw

this as an opportunity to improve their trust with patients (Gallagher et al., 2003).

2.4.4 Reciprocal translation of the healthcare professional studies on barriers to
disclosure
Reciprocal translation of the key concepts on the barriers to disclosure synthesised four third-
order constructs: ‘difficulty of disclosure in a blame culture’, ‘avoidance of litigation’,
'disclosure is a learned skill’, and ‘inconsistent guidance’. These barriers described by
healthcare professionals may help to explain the differences between the two group’s

perspectives on disclosure.

Difficulty of disclosure in a blame culture

One of the commonly cited barriers to disclosing adverse events was a culture of blame, where
these cultural barriers were either organisational (Gallagher et al., 2003; McLennan et al, 2016;
Harrison et al., 2017; Fein et al., 2005) or professional in origin (McLennan et al., 2016; Harrison
etal, 2017; Coffey et al,, 2010; Fein et al., 2005). At times, it was difficult to distinguish between

what constitutes as an organisational and professional/workplace barrier. Nurses, in particular,



46

described their healthcare organisations as having a closed culture that inhibited openness with
patients in relation to adverse events (McLennan et al., 2016; Fein et al,, 2005). Non-disclosure
was attributed to the institutional culture in which the healthcare professionals were immersed
(Fein et al., 2005). When adverse events occurred, blame was attributed towards individuals'
errors rather than system errors, which resulted in healthcare professionals being apprehensive
to disclose (Coffey et al., 2010). Changes to the institutional culture were suggested by nurses,
doctors, and healthcare professionals as a strategy to promote disclosure practices. This
included the removal of a blame culture and the development of a culture of openness and

transparency (Fein et al., 2005).

Support and guidance from managers was described by nurses as a factor that either positively
or negatively influenced disclosure practices (Fein et al., 2005; Gallagher et al., 2006).
Supportive managers were described as never attributing blame to the individual but being
empathetic and understanding as 'this could happen to anybody’ (Gallagher et al., 2006). On the
other hand, healthcare professionals conveyed that they would be less likely to disclose future
adverse events if they believed they had been unfairly blamed or shamed in the past. One nurse
provided an account where a colleague was reprimanded for disclosing an adverse event to a
patient, leading to the belief that they were being discouraged from carrying out their
professional and moral duty to inform the patient (Gallagher et al., 2006). In this situation ‘she

felt like she did the right thing, but was told, ‘don’t do that again’ (Gallagher et al., 2006).

Worries and fear that a damaged reputation will accompany admittances of adverse events also
hindered disclosure practices (Gallagher et al., 2003; McLennan et al,, 2016; Coffey et al., 2010).
Healthcare professionals described a fear of admitting and openly disclosing adverse events due
to worries about how they would be perceived by colleagues and whether their mistakes would
be discussed within the organisation (Fein et al., 2005). This was more so for the junior
clinicians as they believed that there was an expectation to prove their competence (Coffey et
al,, 2010). Concerns about whether their mistakes would be discussed within the organisation
were also voiced (Coffey et al., 2010). Fear of professional or workplace sanctions was also
described as one of the reasons for concealing adverse events (McLennan et al., 2016; Harrison
etal, 2017; Coffey et al,, 2010; Fein et al., 2005). This included being fearful of disciplinary
action which may be taken against them including losing their job (McLennan et al., 2016;
Harrison et al., 2017), fear of being ostracised within their workplace (McLennan et al., 2016),
and doctors, in particular, expressed fear of damaging career opportunities (Gallagher et al.,
2003; Coffey et al., 2010). These sanctions which were put in place were found to be

counterproductive in responding and disclosing future adverse events (McLennan et al., 2016).
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Avoidance of litigation

A second category of barriers to disclosure comprised of fears about exposure to legal liability
because of admitting and disclosing an adverse event to patients (Duclos et al., 2005; Espin et
al,, 2006; McLennan et al., 2016; Harrison et al., 2017; Coffey et al., 2010). Healthcare
professionals described worries that patient/family would take legal action against them if they
took responsibility and were open and transparent about the adverse event (Gallagher et al.,
2003; Harrison et al., 2017; Coffey et al, 2010; Fein et al,, 2005). Healthcare professionals cited
concerns that disclosure would result in patients/or family causing further issues if they felt
that they had not received the best medical care (Coffey et al., 2010). Furthermore, healthcare
professionals were apprehensive about including an apology in the disclosure conversation as
there was the belief that it may be considered as an admission of legal liability (Gallagher et al,,
2003). These healthcare professionals expressed a desire to be just straightforward’ (Gallagher
etal., 2003) about the adverse incident and the events which led to it, however, believed that in
reality, this would result in a lawsuit. Healthcare professionals from one UK study had
contrasting views to this where they held the belief that patients/families would have a more
'generous and understanding view' of the adverse event if they were honest and upfront about
the situation (Harrison et al., 2017). These healthcare professionals advocated disclosure and
transparency and described witnessing adverse events that resulted in harm to the patient, but
legal action was not pursued due to open disclosure (Harrison et al., 2017). The differences in
healthcare professional's views in this study may have been influenced by the recent Duty of
Candour regulation which was implemented in the UK two years prior to this study. Some
healthcare professionals acknowledged litigation fears as a barrier to disclosure, but regardless
of these fears, they believed disclosure enhanced the patient-provider relationship and was

therefore considered as valuable (Harrison et al., 2017).

Disclosure is a learned skill

Healthcare professionals described that a lack of training or absence of disclosure education led
to a lack of confidence in skills, which resulted in hindered disclosure practices (Ock et al., 2016;
McLennan et al,, 2016; Harrison et al., 2017; Fein et al., 2015). The value of open disclosure
education was recognised, however, one healthcare professional related ‘I haven’t had any
personal training’ (Harrison et al., 2017). Similarly, other healthcare professionals reinforced
the importance of training specific to disclosing adverse events but stated that they had only
received training on how to break bad news to patients and had not received any training
specific to adverse event disclosure (Ock et al., 2016; McLennan et al,, 2016; Fein et al., 2015).
Healthcare professionals believed that they lacked skills on how to communicate certain aspects

of the adverse events. This lack of skills led to a lack of confidence when conducting the
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disclosure (Fein et al., 2005). No training was provided from a legal perspective and healthcare
professionals believed when it came to the legal aspects, they required more educational
support (Fein et al., 2005). A situation was described where the healthcare professional was
remorseful about what had happened, however, he just didn’t know how to express or convey it’
(Ock et al., 2016). Regardless of which country healthcare professionals belonged to, a distinct
need for education and training in this area was expressed by healthcare professionals (Ock et
al, 2016; McLennan et al,, 2016; Harrison et al,, 2017; Fein et al., 2005) suggesting that a lack of

training is a universal issue.

Inconsistent guidance

Healthcare professionals described that there was a lack of clarity on what should be disclosed,
when and how, as they were provided with varying guidance from seniors or management
within their organisation (Gallagher et al., 2006; McLennan et al., 2016; Harrison et al., 2017;
Fein et al., 2005). Healthcare professionals were provided with contradictory views on whether
they should disclose the adverse event. Instances were described where healthcare
professionals were asked to refrain from disclosing the adverse event to colleagues or the
patient/family (Gallagher et al., 2006; Harrison et al.,, 2017; Fein et al., 2005). Lack of awareness
of organisational policies related to adverse event disclosure also made this process challenging
(Gallagher et al., 2006; Fein et al., 2005). Some healthcare professionals were simply unaware
of the existence of these policies, whereas others suggested the policy needed to be made
known and enforced in the organisation as the existence of a policy alone did not ensure that
appropriate disclosure practices would take place (Coffey et al., 2010). Furthermore, some
healthcare professionals held the belief that awareness and implementation of organisational
policies could promote openness if guidelines for disclosure were provided (Gallagher et al.,

2006).
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Table 2. 3: Examples of reciprocal translations

First-order constructs

Third-order Second-order

construct constructs

Third-order Second-order

constructs (higher constructs

order (primary authors’

interpretations interpretations of the

developed primary data—

from a tertiary metaphorical

analysis of the themes or concepts)
first and

second-order

constructs)

First-order constructs (primary data reported in

each paper (participant

quotations))

Patient studies

Patient frustrations

Need for (Duclos et al,, 2005)

information

Inadequate
preparation for open
disclosure (Iedema et

al, 2011)

Full disclosure (Espin

‘I wanted as much...whether I understood it or
not. I wanted to hear it. I wanted details because
then I could sort through it in my head, and then

come to my own conclusions’(Duclos et al., 2005).

'We want to know what happened that day. Why
was she moved from the room?... That could have
contributed to her disorientation...They said oh
well, we can't really give you that information’

(Iedemaetal., 2011).

Well, it's my body, it's not the surgeon's body, and

so [ would want to know all the details' (Espin et
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etal,, 2006)

al, 2006).

Importance of

sincere regret

Patient frustration

(Duclos et al., 2005)

Was an apology
offered and of what
kind? (Iedema et al.,

2008a)

Responsibility (Mazor
etal, 2013)

Importance of
delivering an apology
in open disclosure

(Ocketal., 2016)

‘As far as just the medical people involved. That
was extremely frustrating for me because nobody
was willing to say that they made a mistake’
(Duclos et al., 2005); ‘I just wanted him to take
responsibility for it. ‘Look I'm sorry I did this and
I'll do whatever it takes to make things right’. Just

own up to what happened’ (Duclos et al,, 2005)

'But it would have been nice if someone had had
just acknowledged and said 'this is our fault'
(Iedema et al., 2008a); ‘I definitely didn’t like the
defensive nature of the people involved'...they

were blaming the cancer’ (Iedema et al.,, 2008a).

‘Taking responsibility, that’s kind of what it’s all
about’ (Mazor et al.,, 2013); ‘...it made me feel that
[ could trust my PCP because | mean she took
responsibility...had remorse about what
happened. She wasn’t defensive about it...it goes a

long way for me if a person can acknowledge ‘1

made a mistake’ (Mazor et al., 2013).

When a patient is harmed or dies, we want a
wholehearted apology. Medical disputes come
later on. Money and whatnot comes second... A

good tongue is a good weapon, you know. With a

heartfelt 'sorry'...(Ock et al., 2016).
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Need to promise

‘Well assuring recurrence prevention, this is a

Promise of recurrence prevention | must, whatever the case....I'm sure when doctors
improvement in ambiguous medical say how sorry they are for what happened and
errors (Ock et al,, reassure [the patients] that they’ll make an effort
2016) to reduce possible complications, the patients will
go back home feeling much better... No benefits
whatsoever, but credibility will soar, I reckon’
(Ock etal.,, 2016).
‘The important thing is that it doesn’t happen
Preventing again’... ‘The point that should be made is that she
recurrences (Mazor et | knew she made a mistake and will try harder not
al,, 2013) to do that again to anybody else’ (Mazor et al.,
2013).
Insufficient ‘At the end of the day, you know when an
integration of open unfortunate incident happens like that, that
disclosure with [inappropriate disclosure communication] could
improvement of be avoided in the future...it would be good to
patient safety (Iedema know that my dad’s death, you know, sort of
etal,, 2011) prompted some changes in that area’ (ledema et
al,, 2011).
Healthcare
professional
studies
How to disclose ‘I think you have to be a spin doctor all the time
(Gallagher et al., 2003) | and put the right spin on it...I don’t think you have
Sometimes to soft pedal the issue, but I think you have to try

economical with

the truth

and put it in the best light. I think you have to be
forthright with the patient to help them. And how
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Partial disclosure

(Espin et al,, 2006)

Attitudes and
experiences
concerning disclosing

errors to patients (Ock

you word it makes a big difference’ (Gallagher et

al, 2003).

‘The patient’s gonna be told, but what you say
about how that injury occurs depends’ (Espin et

al, 2006).

‘If I think it could have been a serious error that

might have caused this damage to the patient, it

etal, 2016) will be explained differently or in a way the
patient cannot realise’ (Ock et al.,, 2016).
‘I made an error. I discontinued a medication that
Owning up Responsibility (Coffey | Ishouldn’t have-by accident. You know, I picked
without saying etal,, 2010) up the error, presented it to the family. You know

I'm sorry

How should open
disclosure be carried

out (Ocketal, 2016)

Support for open

disclosure (Iedema et

[ tried to make it a system thing because the
reason I did it was not because I'm a dummy. I'm
sure it could have happened to the next guy in my
shoes but I felt it was my responsibility to tell the
family and I did’ (Coffey et al., 2010).

‘1 don’t literally bring up the word regrettable but
[ do it eventually...it’s a Korean thing that you
don’t really need to put it into words to...the
biggest problem is when you’re about to discharge
your patient after stitch removal, the last step of
the surgery, the wound starts to open up. It'll
drive you crazy and what can you say to the
patient? Seems like you can’t go home
today...that’s the Korean way of saying sorry...you
don’t really need to say it through words’ (Ock et
al,, 2016).
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al., 2008b) ‘I really don’t know what happened. I really can’t
explain what happened, but it shouldn’t have
happened, and I have to take the responsibility for
it’ (ledema et al., 2008b)
To tell or to not When should open ‘If a patient is 95 and bed-ridden, you might not

tell?

When honesty
may cause
unnecessary

anxiety

Outcome
determines

disclosure

disclosure take place

(Espin et al,, 2006)

Attitudes and
experiences
concerning disclosing
errors to patients
(McLennan et al,,

2016)

Whether to disclose
near misses

(Gallagher et al.,, 2003)

When should open
disclosure take place

(Ock etal., 2016)

Whether to disclose

near misses

want to tell them...it could be upsetting, they will
not understand this could happen to anyone with

this case’ (Espin et al.,, 2006).

‘You perceive this when dealing with patients;
there are people who prefer not to know. And you
need to somehow develop a sure instinct not to

burden them’ (McLennan et al., 2016).

‘My job is to relieve anxiety, not to create it. And
to a certain extent when an error occurs that
doesn’t get to the patient, it’s not their problem,

it's my problem’ (Gallagher et al., 2003).

‘I suppose medical errors causing minor harm will
be even more problematic...Hmm I'd rather not
say. This is a matter of preference I think. The
patient might not feel the need either. Telling the
truth is the right thing to do but since nothing
really happened, I guess doctors would be

inclined not to do so’ (Ock et al.,, 2016).

‘I think if we were held to disclose all of those
[near misses], [ think that happens so often we

wouldn’t have the opportunity to practise
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(Gallagher et al.,, 2003)

Attitudes and
experiences
concerning disclosing
errors to patients
(McLennan et al,,

2016)

medicine’ (Gallagher et al., 2003).

‘In general, the patient clearly has the right [to be
informed], whether it is a small or big error. But
when errors happen that have no effect on the
patient, when nothing happens- small errors that
have no effect or the patient would not see the
error as an error- then we would not tell’

(McLennan et al., 2016).

Healthcare
professional
studies- barriers

to disclosure

Difficulty of
disclosure in a

blame culture

Institutional culture

(Fein et al,, 2005)

Reputation risk

(Coffey et al., 2010)

Barriers to disclosure
(McLennan et al,,

2016)

‘There needs to be a culture where individuals do
not feel penalised for reporting errors. You should
feel comfortable reporting to the chief of service

of the head of nursing’ (Fein et al., 2005).

‘I think there’s an openness about- we’ve caught

that near miss. Give everybody a pat on the back

whereas if something then bad happens, I think

there’s less of an openness and then you get more

into looking at well-rather than what the system

did, you look at the people in the system’ (Coffey
etal, 2010).

‘The common working culture can be beneficial or
also hindering. For example, if you have to fear
reprisal once you disclose an error, that this falls

back on a person who is then ostracised or even

loses their job’ (McLennan et al.,, 2016).
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Avoidance of

litigation

Understanding the
repercussions

(Harrison et al., 2017)

Reputation risk

(Coffey et al., 2010)

Provider factors (Fein

etal,, 2005)

‘I've learned that it’s also quite a self-preserving
thing to do...the worst thing...is if they [patients]
get it into their heads that there’s some sort of
cover up going on, then they get the bit between
their teeth and solicitors get involved and it’s all

very difficult’ (Harrison et al,, 2017).

‘If families for whatever reason feel that they have
not received the best medical care, they’re going
to make a big stink and go to the paper and feel
hard done by and I think in the situations where
the families are pressing and the families raising

doubts- it may be more difficult to disclose’

(Coffey et al., 2010).

‘..two is fear of being sued and what is that going

to do with your future’ (Fein et al., 2005).

Disclosure is a

learned skill

Absence of disclosure
education (Ock et al,,

2016)

Role models and
guidance (Harrison et

al, 2017)

[ have never learned (open disclosure). Can’t
make facial expressions. Can’t come up with
words to say... 1 have never seen anyone do it, so [

have no clue on how to do it’ (Ock et al., 2016).

‘l haven’t had any personal training. Certainly, the
trust offers a sort of day if you like around
breaking bad news, however I think that tends to
be more related to breaking, you know, cancers
and diagnoses type thing, rather than adverse

events that happened (Harrison et al., 2017).
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Provider factors (Fein

etal,, 2005)

«

As soon as it gets into the legal realm, suddenly as
an attending physician, I feel like I need to be
coached as to what can be said and how it can be

said and so forth’ (Fein et al., 2005).

Inconsistent

guidance

It all depends on your
nurse manager

(Shannon et al., 2009)

Provider factors (Fein

etal,, 2005)

Institutional culture

(Coffey et al., 2010)

‘She actually got a big lecture saying ‘you always
run it by somebody before you disclose it to the
families, because bedside nurses are not trained
to discern litigiousness’...she felt like she did the
right thing but was being told ‘don’t do that again’
(Shannon et al., 2009).

‘The emphasis at least in my training has been -
don’t talk about anything, keep quiet’ (Fein et al.,
2005).

[ can say right now that I do not know what the

policy is’ (Coffey et al., 2010).
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2.4.5 Line of argument synthesis
The syntheses of ‘patient’ and ‘healthcare professional’ studies in this review revealed that there
was a disconnect between the perspectives of these two groups on how disclosure should be
conducted and what the disclosure conversation should entail. These key differences are

discussed in relation to the barriers to disclosure faced by healthcare professionals.

There was a difference between patients and healthcare professionals in their expectations and
attitudes about what the disclosure conversation should include. Healthcare professionals of
different clinical professions had similar perspectives regarding disclosure. Although only two
studies included family members (ledema et al., 2011; ledema et al., 2008a), their views were in
agreement with those of patients. Patients emphasised their right to receive all the relevant
information related to the adverse event but described not receiving the information they
needed from healthcare professionals (Duclos et al., 2005; ledema et al., 2011; ledema et al.,
2008a; Espin et al., 2006). Healthcare professionals also acknowledged the importance of
disclosure but said that often they would omit some information from the conversation (Espin
etal, 2006; Gallagher et al,, 2003; McLennan et al., 2016; Fein et al., 2007; Mira et al., 2017). A
majority of the time, healthcare professionals did not provide patients with the breadth of
information they required. This could be explained by the barriers healthcare professionals
were faced with. They described worries that they would be exposed to litigation if they were
open and transparent with patients (Gallagher et al.,, 2003; McLennan et al., 2016; Harrison et
al,, 2017; Coffey et al., 2010; Fein et al., 2005). Some expressed their desire to be straightforward
but believed this would result in a lawsuit (Gallagher et al., 2003). There has recently been more
awareness that open disclosure does not necessarily increase litigation risk, which was reflected
by healthcare professionals in one of the later studies conducted in the UK (Harrison et al.,
2017). Within this study, healthcare professionals acknowledged that the issue of litigation did
exist, but believed that patients had a more generous and understanding view if they were
honest and transparent. These professionals also described witnessing adverse events that
resulted in harm, but which did not result in patients pursuing legal action due to the practice of

open disclosure.

Apologising and taking responsibility was an element that many patients/family members
considered to be an important aspect of disclosure (Duclos et al., 2005; ledema et al., 2011;
ledema et al.,, 2008a). Many patients wanted an apology from the healthcare professionals as
they felt this signified an expression of regret. However, healthcare professionals from only one

study cited the importance of including an apology in the disclosure conversation. Some
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professionals were worried that an apology would be interpreted as evidence that could be used
to prove legal liability. There has been a previous existence of a culture where apologising was
considered as an admission of legal liability and it is possible this culture still existed whilst
most of these studies were conducted (between 2003-2017). Patients also wanted assurance
that recurrences of the same adverse event would be prevented (ledema et al., 2011; Gallagher
etal,, 2003; Mazor et al,, 2013; Ock et al,, 2016), however, the importance of this element was

not acknowledged by healthcare professionals in the included studies.

Finally, a lack of certainty, skill, and confidence about how to disclose adverse events may have
prevented many healthcare professionals from delivering a disclosure which included all the
elements patients expressed a desire for. Regardless of clinical profession, many healthcare
professionals had not received training on how to effectively communicate the adverse event to
patients (Ock et al,, 2016; McLennan et al., 2016; Harrison et al., 2017; Fein et al., 2005) which
could have contributed to the gap between the information patients felt they needed and the

information healthcare professionals delivered in practice.

Altogether, this line of argument synthesis identified both the key elements of an ideal
disclosure conversation desired by patients and the facilitators for healthcare professionals

which can increase the likelihood of this taking place (Figure 2.1).

—— Clarity regarding legal aspects of disclosure

e Relevant
information about

—— Modeling appropriate disclosure practices the adverse event
e Accountability and
—— Development of an open, transparent culture ‘ an apology

e Commitment to
preventing future

—— Training on adverse event disclosure TR

Figure 2. 1: Ideal disclosure practice and facilitators to effective and practicable

disclosure for healthcare professionals
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2.5 Discussion

2.5.1 Summary of results

This meta-ethnographic synthesis highlighted that there is a difference in attitudes and
expectations between patients and healthcare professionals regarding the disclosure
conversation. Fifteen studies were identified within this review and were diverse in terms of
study location. Two studies were conducted in Canada, six in the USA, one in Switzerland, one in
Spain, one in Korea, three in Australia, and one in the UK. Patients and families advocated
disclosure following an adverse event. They expressed a need for certain information including
accountability and an apology, and a commitment to prevent the same adverse event from
occurring again. However, a majority of the time, patients did not feel satisfied with the
disclosure or felt they were provided with partial disclosure which did not include all the
elements they desired (Duclos et al,, 2005; ledema et al.,, 2011; Espin et al., 2006; McLennan et
al,, 2016; Mira et al,, 2017). Healthcare professionals considered disclosure to be a moral and
professional duty (Gallagher et al., 2006; Harrison et al., 2017; Fein et al., 2005); however
multiple barriers prevented them from carrying out this disclosure. These include an
organisational culture of blame, litigation fears, and a lack of skills and training on how to
conduct disclosure. The findings of this review suggest that there is an evident gap between the
expected communication practice and what is being done. These findings are similar to a
previous narrative review conducted by O’Connor et al (2010) which also found that there is a

gap between the ideal disclosure and what happens in reality.

The current review extends the findings of the review by O’Connor et al (2010) by using a meta-
ethnographic synthesis approach to synthesise the studies, which allowed the re-interpretation
of the conceptual data (key concepts) created by authors of each primary study, whilst taking
into account the primary data (participant quotes) and used a unique translation synthesis
method to transcend the findings of individual accounts and create third-order constructs.
These third-order constructs enabled a new understanding of patient's and healthcare
professional's views and experiences of adverse event disclosure. Using a meta-ethnographic
approach allowed the preservation of the interpretative properties of the primary data from the
included individual studies and provided a higher level of analysis. This systematic review also
extends findings from the previous review, as a line of arguments synthesis was developed,
which took into account the disconnect between patients and healthcare professional's

perspectives on disclosure, and discussed why such differences may exist, whilst taking into
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account the original study contexts. Based on the synthesis of patients' and healthcare
professionals' views and experiences of disclosure, a model has been developed (figure X) to
meet the needs of both of these groups. This model identifies both the key elements of an ideal
disclosure conversation desired by patients and the facilitators for healthcare professionals
which can increase the likelihood of this taking place. A further seven studies (Coffey et al.,
2010; Iedema et al., 2011; Mazor et al,, 2013; McLennan et al.,, 2016; Mira et al., 2016; Ock et
al,, 2016; Harrison et al,, 2017) have also been identified since the last review focusing on the

experiences of disclosure was published (O’Connor et al., 2010).

2.5.2 Strengths & limitations
Strengths of meta-ethnographic approaches include their preservation of the interpretative
properties of the primary data (Dixen-Woods, Shaw, Agarwal & Smith, 2004) and their potential
to provide higher levels of analysis (Atkins et al., 2008). Meta-ethnography is inevitably limited
by the breadth and quality of studies (Scott & Grant, 2018); the articles included within this
review were identified using a systematic approach, which enabled the identification of all
relevant studies published within the area of disclosure. Although a comprehensive systematic
search was undertaken, it is possible that not all the relevant studies were retrieved. The
necessary inclusion of studies from different countries could be considered to be a further
limitation as each country has a different healthcare system, therefore making the
transferability of findings difficult. Also, due to the different healthcare systems represented in
the literature, there is a lack of transferability of the legal aspects of disclosure. Therefore, the
legal barriers to disclosure perceived by healthcare professionals may vary across countries.
Also, a potential limitation is that all of the included patient studies were conducted in
westernised countries including the USA, Australia, and Canada. Therefore, it can be argued that
the literature represents the views and cultural expectations of a westernised culture. One of
the reasons why a majority of the research may be conducted in western countries is that there
are laws and policies in place in these countries, which require patients to be informed of all

aspects of their care, including any unanticipated outcomes.

2.5.3 Implications for clinicians, policymakers, and researchers
This review has highlighted that there is a gap between what patients desire from disclosure
and what healthcare professionals offer. The line of argument synthesis highlighted the
following ways in which this gap can be reduced. At an organisational level, there is a need to
develop consistent and transparent policies and promote and enforce these within
organisations (Gallagher et al., 2006; McLennan et al., 2016; Harrison et al,, 2017; Fein et al,,
2005). Also, shifting away from the existence of a blame culture and the development of an open

and transparent culture can help facilitate effective disclosure practices (Gallagher et al., 2003;
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McLennan et al.,, 2016; Harrison et al., 2017; Coffey et al., 2010; Fein et al., 2005). One of the
frequently cited barriers to disclosure was the fear of litigation. However, patients described
that they sought legal help when they did not receive appropriate disclosure (e.g. healthcare
professionals failed to apologise or take responsibility for the adverse event). Patients did not
desire to punish healthcare professionals or collect large sums of money. Therefore, it is
imperative that healthcare professionals receive education regarding the legal aspects of
disclosure, including the legal protections which are currently in place and reasons why patients

seek legal support.

NICE (National Institute for Health and Care Excellence) which provides national guidance and
advice to improve health and social care within the UK, highlights the importance of healthcare
professionals being proficient in communication skills (NICE, 2012) and disclosure is a complex
communication task. The findings of this review showed that healthcare professionals required
more adverse event disclosure training (Ock et al., 2016; McLennan et al., 2016; Harrison et al,,
2017; Fein et al., 2005). A number of studies have developed and discussed adverse event
disclosure educational programs which have used a variety of teaching methods (Bonnema,
Gosman & Arnold, 2009; Sukalich, Elliott & Ruffner, 2014; Gunderson, Smith, Mayer, McDonald
& Centomani, 2009; Kim et al., 2017; Langer et al,, 2016; Kim et al,, 2011). However, at an
organisational level, these disclosure educational programs need to be integrated into training

programmes for healthcare professionals.

Healthcare professionals also expressed worry and anxiety about disclosure. These worries
stemmed from a blame culture which surrounded healthcare organisations, risk of damaging
reputation and fear of litigation (Gallagher et al., 2003; McLennan et al., 2016; Harrison et al.,
2017; Coffey et al,, 2010; Fein et al., 2005). More clarity and guidance is needed on what
constitutes relevant information that is provided during disclosure, as patients and healthcare
professionals have different perceptions regarding this. Healthcare professionals also held
inaccurate assumptions about what patients/family members would want to be disclosed
(Espin et al,, 2006; Gallagher et al.,, 2003; Ock et al., 2016; McLennan et al,, 2016). Providing
healthcare professionals with disclosure training which is specific to adverse events is one of
the potential ways to improve this process. Training interventions should be informed by the
elements patients’ desire from disclosure and guidance from recent disclosure policies.
Educating healthcare professionals on the benefits of taking a patient-centred approach when
disclosing adverse events is one of the potential ways to meet patients’ needs. This would

include thinking beyond the healthcare professional's own beliefs and deem what is important
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for patients. Involving patients/family members in the adverse event investigation is another

one of the potential ways to meet the needs of this group.

2.6 Conclusion

This is the first qualitative meta-ethnography of patients’ and healthcare professionals’
experiences of adverse event disclosure. Our findings suggest that although patients and
healthcare professionals both advocate disclosure, a number of barriers prevent healthcare
professionals from carrying out disclosure effectively. Healthcare professionals also hold
inaccurate beliefs about when and what patients want to be disclosed. To meet patients’ needs
for disclosure, training on disclosure for healthcare professionals and the development of an
open, transparent culture within organisations are potential areas for intervention. Also, the
responses of patients and relatives are not fully predictable and even the best of open disclosure
practices may not resolve their problems or concerns. Therefore, it is important that guidance

and training for healthcare professionals reflect these challenges.

2.7 Researcher reflections

Although meta-ethnography is a widely used qualitative literature synthesis method within
healthcare research, it is poorly demarcated and there is a lack of clarity surrounding the
description of the data analysis process. A number of reviews have used this approach (Scott &
Grant, 2018; Elmir & Schmied, 2016; Cullinan, O'Mahony, Fleming & Byrne, 2014; Purc-
Stephenson & Thrasher, 2010; Toye, Seers & Barker, 2017; Rubio-Valera et al., 2014) but fail to
provide a fully rigorous description of the stages involved in the analysis process. Due to this
lack of clarity available on the stages involved in meta-ethnography the researcher (PhD
researcher) found this process to be difficult and challenging. Given the value of qualitative
meta-ethnography in integrating the findings from multiple studies into a higher conceptual
level, it is important to provide detailed guidance on each of the steps involved in conducting a
meta-ethnography. Therefore, the researcher developed guidance for conducting a meta-
ethnography, where a step-by-step method is outlined. Interpretations of each of the seven
steps outlined by Noblit & Hare (1988) who first proposed this approach are described.
Adaptations and developments by recent researchers have been incorporated. The systematic
review described and discussed within this chapter is used as a worked example, and where
applicable, illustrative examples from this review are provided alongside each phase to
demonstrate the process. The detailed guidance for conducting a meta-ethnographic synthesis

is presented in Appendix 4.
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Chapter 3: Adverse event disclosure within the UK: A
qualitative study exploring the experiences of maternity
healthcare professionals

3.1 Chapter summary: The previous chapter presented a systematic review on the views and

experiences of patients and healthcare professionals on adverse event disclosure. This chapter
reports on study 2, which is a qualitative interview study. This study aimed to explore the views
and experiences of maternity healthcare professionals on adverse event disclosure within the UK.
This chapter begins by providing a background and rationale for conducting this study, followed
by the study methods. The qualitative method of thematic analysis was used to analyse the
interview data. The findings of this study are presented and discussed, and key implications to
support maternity healthcare professionals within the UK with disclosure are highlighted and

discussed.

3.2 Background and rationale

The importance of conducting disclosure has been highlighted in the previous two chapters. As
discussed in chapter 1, in 2009 the National Patient Safety Agency (NPSA) launched its ‘Being
Open’ framework within the UK (NPSA, 2009). This framework recommends that healthcare
professionals must be open when communicating with patients and/or carers following an
adverse event. Ten key principles are set out within this framework which underpin the
successful facilitation of being open during disclosure. These include providing a genuine and
timely apology for what has happened, keeping patients and/or their carers informed about the
progress made with the incident investigation, reassuring patients and/or carers that the
incident is being taken seriously, and ensuring that measures are taken to prevent the incident

from happening again.

The Duty of Candour, which is a legal regulation, was introduced within the UK in 2015. This
aims to support doctors, nurses, and midwives with the disclosure of adverse events in an open
and transparent way, by providing guidance on the requirements of disclosure (CQC, 2015).
This statutory duty states that individuals must offer information on what has happened,
provide an apology, report these events to prevent them from occurring again and clinical
leaders must encourage a culture of reporting and learning. Chapter 2 included a systematic

review which focused on the views and experiences of patients and healthcare professionals on
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the disclosure of adverse events. This systematic review revealed that most evidence to date
originates from the USA, Australia, and Canada with a particular absence of UK data regarding
experiences of adverse event disclosure. Surprisingly, only one study was conducted within the
UK (Harrison et al., 2017) which explored the contributors to open disclosure of adverse events
within the UK. This study found that factors which were important in supporting open
disclosure included acceptance that disclosure was a moral and professional duty, positive past
experiences, perceptions of reduced litigation, role models and guidance around disclosure, and

clarity in relation to disclosure (Harrison et al., 2017).

Different countries have different healthcare systems. There is a unique model of healthcare
provision within the UK, which is principally provided for by the National Health Service (NHS)
and is free at the point of delivery. Disclosure within the UK may be different compared to other
contexts (Roland et al., 2011). Limited evidence from survey research is available which
suggests that doctors within the UK were more likely to agree that adverse events should
always be disclosed to patients compared to doctors within the USA (Roland et al,, 2011). A
greater number of doctors from the USA also stated that they had not disclosed to patients, due
to the fear of litigation (Roland et al., 2011). Legal frameworks and statutory requirements
differ within different countries (Birks et al., 2014), and it is possible that the clinical negligence
context within different countries may influence whether disclosure is conducted. At the start of
this PhD, the Duty of Candour (CQC, 2015) had been a legal requirement for just a year and was
becoming embedded as the studies within this PhD progressed. The study by Harrison et al

(2017) was conducted a few years after the introduction of the Duty of Candour.

Adverse events occur in all areas of healthcare including maternity services. NHS Resolution is a
body within the Department of Health and Social Care which supports the NHS by providing
expertise on resolving concerns and disputes in a fair manner and sharing learning for
improvement (NHS Resolution, 2020a). Statistics from the annual report and accounts in
2019/2020 suggest that maternity claims represent around 9% of the total number of clinical
negligence claims received by NHS resolution each year, and represent 50% of the total value of
new claims (NHS resolution, 2020b). This suggests that a significant number of adverse events
occur within maternity services and can have an impact on both the affected patients and the
NHS healthcare professionals involved. As discussed earlier, an important element in managing
adverse events is the disclosure to patients and/or their families. Given the limited research

available on disclosure within the UK, and no research being conducted within UK maternity
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services, it was important to further explore the perspectives and experiences of healthcare

professionals on adverse event disclosure within a UK context.

This chapter aimed to address this significant gap by conducting a qualitative study of maternity
healthcare professionals within the UK. Understanding these views and experiences can help
identify current disclosure practices within the UK, and how healthcare professionals can be

supported through the process of disclosure.

3.3 Aims

The main aim of this qualitative study was to explore the views and experiences of maternity
healthcare professionals in relation to the disclosure of adverse events. This study also aimed to
explore how the disclosure process is perceived to affect the well-being of maternity healthcare
professionals and understand perceptions of support and training available for adverse event

disclosure.

3.4 Methods

3.4.1 Research design
A qualitative research design was chosen for this study. Qualitative methods use a person-
centred holistic approach to gain knowledge and insight and are a useful means of answering
questions related to healthcare practice (Holloway and Wheeler, 2010). Semi-structured
interviews were conducted. These aim to examine the individual's beliefs and attitudes shaped
by their own framework of meaning (Britten, 1995). Semi-structured interviews are typically
based on a flexible topic guide developed by the study researchers. The topic guide provides a
loose structure of open-ended questions to explore views and experiences. In-depth interviews
provide the opportunity to gain an insight into the views and experiences of a specific group

(Abadie, 2010) and obtain detail about a particular topic or experience.

Semi-structured telephone interviews were carried out as they were considered an appropriate
method to gain insight into the individual experiences of participants (Fossey, Harvey,
McDemott & Davidson, 2002). Such in-depth data cannot be fully captured by quantitative
means, which ignores the subjective and contextual elements of the research (Holloway and
Wheeler, 2010). The potential of in-depth telephone interviews as a viable option for qualitative
research has been discussed within the literature where several methodological studies endorse

the use of telephone interviews (Cachia and Millward, 2011; Sturges and Hanrahan, 2004; Shuy,
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Holstein & Gubrium, 2003; Carr and Worth, 2001; Musselwhite, Cuff, McGreggor & King,

2007; Stephens, 2007). This is due to the logistical conveniences and other practical advantages
which include enhanced access to geographically dispersed interviewees, lower costs for both
the interviewer and interviewee, increased interviewer safety, and greater flexibility for
scheduling (Cachia and Millward, 2011; Sturges and Hanrahan, 2004; Shuy et al., 2003; Carr and
Worth, 2001; Musselwhite et al., 2007; Stephens, 2007). In addition to the convenience benefits
related to the use of telephone interviews, the methodological strengths of using this method for
conducting qualitative interviews have been emphasised. These include increased privacy for
interviewees, perceived anonymity, and reduced distraction (for interviewees), or self-
consciousness (for interviewers) when interviewers take notes during interviews (Cachia and
Millward, 2011; Sweet, 2002; Stephens, 2007; Lechuga, 2012). Telephone interviews, compared
to face-face interviews may be less intrusive and provide more power to interviewees in terms
of negotiating interviews to suit their schedules as well as rescheduling the interview (Holt,
2010; Trier-Bieniek, 2012; Saura and Balsas, 2014). The limitations of using telephone
interviews include the loss of visual cues and non-verbal information, and the opportunity to

develop a researcher-participant relationship is reduced (Rubin and Rubin, 2012).

Also, as this study involved the recruitment of maternity healthcare professionals based in the
UK, it was important to take into account the challenges associated with involving NHS
healthcare professionals in research. The most prominent barriers faced by NHS healthcare
professionals are the individual and organisational capacity to be involved in research
(Marjanovic et al., 2019), which includes the lack of dedicated time available to take part in
research (Marjanovic et al.,, 2019). Taking into account these challenges and benefits of

telephone interviews, this form of data collection was decided to be the most appropriate.

3.4.2 Identification and sampling
The University of Leeds Research Ethics Committee, School of Psychology granted ethical
approval for this study (ethics reference number: 17-0128). Research and development
approval and Health Research Authority governance approval (ethics reference number:
229238) was obtained for both of the National Health Service (NHS) sites where potential
participants would be recruited. The individual sites and services are not named in order to
protect the anonymity of participants. Healthcare professionals were eligible to take part if they
were doctors or midwives working within maternity services. Within this thesis, from here
onwards, the term obstetrician (a doctor who specialises in the care of women during
pregnancy, labour, and after birth) will be used when discussing doctors working within the

maternity settings. Potential participants were identified in two ways; 1) by the trust
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management where they were invited to take part via direct email from the research team to

avoid coercion and 2) via the social media platform Twitter.

For this study, the relatively traditional methods of participant recruitment were combined
with social media-based recruitment. Taking into account the challenges of taking part in
research faced by healthcare professionals, the two recruitment methods were combined to
maximise the reach and pace of recruitment. Social media platforms are increasingly popular for
sharing and discussing content among diverse audiences (Arigo, Pagoto, Carter-Harris, Lillie &
Nebeker, 2018). Given the high rate at which social media platforms are used daily for
information exchange, social media is of increasing relevance to health-related research (Arigo
et al, 2018). Within the context of health research, social media platforms such as Twitter offer
unique and cost-effective opportunities for recruitment. Twitter which is a popular platform
offers distinct advantages for recruitment, as Twitter feeds are public unless set otherwise
therefore able to reach a larger audience. Twitter also provides the opportunity to post a
recruitment tweet which includes selective information (including participant eligibility and a
brief description of the study) and allows the tagging of users and organisations who would find
the research relevant or interesting and may re-tweet the advertisement, resulting in a greater
reach and increasing the chances of recruitment. Researchers have used the social media
platforms Facebook and Twitter for recruitment and delivery of behavioural interventions

(Cavallo et al.,, 2012; Napolitano et al., 2013; Frandsden et al., 2014; Pagoto et al,, 2015).

A purposive sampling technique was used to recruit participants. This form of sampling method
is typically used in qualitative research to identify and select the information-rich cases for the
most proper utilisation of available resources (Suri, 2011). Purposive sampling involves
identifying and selecting individuals that have relevant knowledge, expertise, and experience to
address specific purposes related to the research question (Cresswekk & Plano Clark, 2011).
Participants were purposively sampled to ensure that perspectives were captured from a range
of midwives and obstetricians and degrees of experience of adverse event disclosure. The target
sample size was fifteen to twenty participants. Due to this being an exploratory qualitative
study, a formal sample size calculation was not required. The intention was to stop data

collection once data saturation had been reached.

Potential participants who were interested in taking part in the study contacted the researcher
directly via email. Potential participants were provided with a participant study information

sheet that explained the purpose of the study and what the research would involve (see
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Appendix 5 for participant information sheet). Potential participants were also provided with
the study consent form (see Appendix 6 for participant consent form). Those who agreed to take
part arranged a convenient time via email to conduct the telephone interview. It was ensured
that the interviews were arranged for a convenient time for the participants, to minimise

disruption to their clinical work.

3.4.3 Data collection
All interviews were by telephone. The interviewer was situated in a private room at the
University of Leeds. Before the interview commenced, verbal consent was obtained from
participants. Participants were provided with a unique code and were informed that they could
withdraw from the study by providing this code. At the start of the interview, the researcher
introduced themselves as a doctoral research student, reiterated the purpose of the interview,
and explained the interview process. Each participant was provided with an opportunity to ask
questions and was informed that they could stop the interview at any time. The interviews
lasted between 30-40 minutes and were audio-recorded and transcribed verbatim. Transcripts
were checked for accuracy and in order to protect confidentiality, all names of people and places

were anonymised and pseudonyms were used.

3.4.4 Interview guide
The semi-structured interviews were based on an interview guide which is displayed in Figure

3. A discussion session with the supervisory team including a consultant obstetrician resulted
in the generation of initial questions. These questions were designed in a way to elicit
information from participants that would help to answer the research question. It also carefully
considered that questions were asked in a sequence that ensured there was logical flow.
Findings from the systematic review in chapter 2 informed the development of the interview
guide in a number of ways. The systematic review revealed that there was a lack of research
available on experiences of disclosure within the UK. Therefore, the interview guide focused on
perspectives and experiences of disclosure within a UK context and guidelines available to
support disclosure within the UK. The systematic review also revealed that one of the potential
ways to support healthcare professionals with the disclosure process is by providing training.
The interview therefore, explored the perception of support including training that is currently
available for healthcare professionals within the UK. The interview guide also contained
questions relating to the types of further support healthcare professionals believed would be
useful. This included perceptions of peer support and organisational support such as receiving

training related to adverse event disclosure and the types of training that may be useful.
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Opening & introduction (including purpose and timeframe of interview)

1. Canyou tell me a little bit about yourself? How long have you been working in this profession?

2. Could you tell me whether you have ever had to disclose an adverse event to a patient? (If yes)
Could you discuss this?
Prompts: Does a particular incident/event come to mind? Could you describe the incident? What type of
adverse event was it? How did you find this disclosure process? How did the patient take this news? How
did it make them feel? Were there any guidelines that were useful in helping you through this disclosure
process? How aware are you of the Duty of Candour regulation? Could you discuss your thoughts on this?
Is this disclosure process more challenging when it is unclear whether it is an adverse event or a
complication? Discuss complications in further detail.

If the participant has not been involved in disclosure, go to scenario and ask the participant to
imagine they had to disclose this news to a patient.

Scenario for Obstetricians: You are called to see a woman on the labour ward. The baby has fetal
bradycardia and requires immediate delivery. You perform an emergency caesarean section and the baby
comes out in good condition. But unfortunately, the baby is accidentally cut during entry to the womb. It is
not a severe scratch but the Duty of Candour states the parents must be informed.

Scenario for Midwives: You are supporting a woman during the third stage of labour, and she has opted
for active management. You are performing controlled cord traction. However, you realize that the cord
snaps whilst you are pulling, with the placenta still in place. The patient will probably need to be taken
into the theatre to remove the retained placenta. The Duty of Candour states that the patient must be
informed.

Prompts: What type of adverse event would you class this as? How did you think you would find this
disclosure process? How do you think the patient take this news? How would it make them feel? Are you
aware of any guidelines that may be useful in helping you through the disclosure process? Discuss in
further detail. Would the disclosure process be more challenging when it is unclear whether it is an
adverse event or a complication? Discuss complications in further detail

3. How did you feel after disclosing this adverse event to the patient and/or their family? (Slightly
change this for those who have been presented with a scenario)
Prompts: What types of emotions did you experience when you realised you had to tell the patient about
this adverse event? What kinds of concerns did you have about disclosing this event? How confident were
you when disclosing to patients? How did you feel once you had disclosed the adverse event to the patient?
Are these effects different when you disclose complications? Why?

4. Canyou talk to me about the type of support that was available to you after this adverse event
took place? (Slightly change this for those who have been presented with a scenario)
Prompts: How would you describe the support available after you disclosed this adverse event? How does
this support differ to when you have to disclose a complication to a patient? What are your thoughts on
receiving further support for disclosing adverse events? What types of support? What other additional
types of support would you like to see in place?

Closing - thank the participant; provide any further information and incentive details.

Figure 3. 1: Interview guide
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3.4.5 Piloting of the interview
A pilot interview was conducted with an obstetrician. Discussions after the pilot session
concluded that complications occur regularly within maternity and are routinely disclosed.
Complications are defined as health problems that may occur that are associated with
pregnancy (Burrow & Ferris, 1999). Therefore, it was perceived to be interesting to include
some questions related to the disclosure of complications. The interview questions were
categorised into the following three groups: experiences of disclosing an adverse event, the
impact of disclosure, and support available for disclosure. For participants who had not
previously been involved in the disclosure of an adverse event, hypothetical scenarios were
developed with a consultant obstetrician, and the participant was asked to imagine that they
had been involved in the adverse event. The interview guide was shared with a midwife after
development, and minor changes were suggested which included changes to the wording of
some questions. However, due to the tight timescales for piloting and the fact that midwives
(unlike the obstetricians) did not have time for training and research activities, it was not

possible to recruit a midwife during the piloting phase.

A number of prompts were included in the interview guide to assist the researcher in
encouraging further detail from participants and exploring certain questions in more detail. The
piloting allowed the testing of the interview and enabled refinement and modification of the
questions. Piloting also allowed the researcher to practice their interviewing technique which
greatly enhanced confidence before data collection. After initial data collection, reflection, and
discussions with the supervisory team resulted in small further refinements to the interview
guide. Within this chapter, the term healthcare professional encompasses midwives and

obstetricians.

3.5 Analysis

The qualitative analytic method of thematic analysis was used to analyse the interview data.
Thematic analysis is a method for identifying, analysing, and reporting themes (patterns) within
the data. One of the benefits of thematic analysis is that it is viewed as a flexible approach that is
essentially independent of theory and epistemology and can be applied across a range of
theoretical and epistemological approaches. Thematic analysis was chosen as it is a useful and
flexible research tool, which has the potential to provide rich, detailed, and a complex account

of the data.
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A number of decisions were involved when using thematic analysis. It was important to
determine the type of thematic analysis to conduct in relation to the data set. Thematic analysis
can be conducted to obtain a rich description of the entire data set or a detailed account of one
particular aspect (Braun & Clarke, 2006). This analysis aimed to provide a rich thematic
description of the entire data set to get a sense of the predominant and important themes.
Therefore it was important to ensure the themes which were identified and analysed were an
accurate reflection across the data set. Although some depth and complexity may be lost during
this process, a rich overall description is maintained. This approach was used as it is particularly
useful when investigating an under-researched area or working with participants whose views
on the topic are unknown (Braun & Clarke, 2006). The themes within the data were identified
using an inductive analysis approach, where the themes identified were strongly linked to the
data (Braun & Clarke, 2006; Patton, 1990). This approach involved coding the interview data
without trying to fit it into a pre-existing coding framework or the researcher's analytic
preconceptions (Braun & Clarke, 2006), and therefore this form of thematic analysis is viewed
as data-driven. However as suggested by Braun & Clarke (2006), it is important to note that
researchers are unable to free themselves of their theoretical and epistemological
commitments, and therefore, to some extent, the analysis will be influenced unintentionally by a

researchers existing pre-conceptions.

Analytic rigour and transparency were promoted and enhanced within this study in a number of
ways. The researcher and the supervisory team met frequently to discuss data collection and
analysis. During the analysis, two transcripts were each independently analysed by two
members of the supervisory team as well as the researcher to ensure rigour. The sets of
analyses were discussed and common codes were agreed. Discussions also took place during

the development of the themes and the final themes were agreed by the supervisory team.

Thematic analysis process
The thematic analysis process was based on the six-phase approach as described by Braun and

Clarke (2006).

Phase 1: Familiarising yourself with the data

During this phase, the researcher became immersed in the data in order to understand the
depth and breadth of each interview (Braun and Clarke, 2006). The first stage within this phase
involved transcribing the data. All interviews were transcribed verbatim by the researcher.

Although time-consuming, the process of transcription was important as it provided a useful
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opportunity for the researcher to start familiarising themselves with the data. Each transcript
was read and re-read, and initial ideas or points of interest were noted. The first three
transcripts were read thoroughly in order to reflect on the interview process and review the
data to refine the interview guide. This approach ensured that any interesting data within the

initial interviews could be further explored with future participants.

Phase 2: Generating initial codes

This phase involved producing initial codes from the data. A code is defined as a 'feature of the
data that appears interesting to the analyst and refers to the most basic segment, or element of the
raw data or information that can be assessed in a meaningful way regarding the phenomenon'’
(Boyatzis, 1998). The process of coding is an analytic process and was viewed as a way of
organising the data into meaningful groups. Coding was approached in an inductive manner,
where the codes were data-driven. The researcher worked systematically through the data set,
identifying interesting aspects of the data that may form the basis of repeated patterns (themes)
across the data set. An important aspect of the coding process involved retaining accounts that
departed from the dominant story of the analysis. To increase rigour, the candidate's
supervisors each double-coded two transcripts, resulting in four transcripts that were double-
coded. Codes were discussed and compared between the supervisory team. The remaining
content of the data set was coded by the researcher and coding was performed manually on

Microsoft Word. This phase ended by collating all the codes and relevant data extracts.

Phase 3: Searching for themes

Within this phase, the different codes were sorted into potential theme categories, and all the
relevant coded data extracts were collated within the identified themes. A theme is defined as a
coherent and meaningful pattern in the data which is relevant to the research question (Braun
and Clarke, 2013). During this phase, tables were used as visual representations to assist with
sorting the different codes into themes. Searching for themes was an active process, where the
themes were constructed by the candidate. Relationships between the codes, between themes,
and between the different levels of themes were considered. This phase ended with a collection
of candidate themes, sub-themes, and collated extracts of data that were coded in relation to

them (Braun and Clarke, 2006) which were transferred to Excel.

Phase 4: Reviewing themes
At this stage, the candidate themes were reviewed and refined to represent a summary of the
data. To reduce any potential bias, the themes were discussed in detail with the supervisory

team at this stage. After discussions, some of the candidate themes collapsed into each other,
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and others merged into one theme. Reviewing the original research question and aims of the
study helped to focus the analysis during this phase. Reviewing the candidate themes helps to
reflect the overall message portrayed by the data set and to check that this is in line with the
original meaning intended by the participants (Braun and Clarke, 2006). Thematic maps were
created which assisted in visualising the relationships between the codes, themes, and sub-

themes.

Phase 5: Defining and naming themes

Each theme was defined according to the aspect of the data it represented and how it related to
other themes and sub-themes. A concise and informative name was constructed for each theme
which captured what each theme was about (Braun and Clarke, 2006; Braun and Clarke, 2013).
The labels for each theme were shared and discussed with the supervisory team, and the final

name for each theme was agreed within the team.

Phase 6: Producing the report
This was an integral element of the analytic process and involved telling a story of the data in
relation to the original research question, evidenced by data extracts and contextualising it in

relation to the existing literature.

3.6 Results

3.6.1 Participants
Participants were recruited via two NHS Trusts (N=8) and through the social media platform
Twitter (N=10). Eighteen participants took part in total. The sample consisted of 10
obstetricians and 8 midwives. Table 3.1 provides information on participant characteristics. All
participants except one midwife had been involved in disclosure and was the only participant

who was provided with a hypothetical scenario.
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Table 3. 1: Participant characteristics

Participant | Profession Number of years Gender Method of
number worked in recruitment
profession

P1 Obstetrician 9 Male NHS Trust
p2 Midwife 3 Female NHS Trust
P3 Obstetrician 5 Male Twitter
P4 Midwife 16 Female Twitter

P5 Midwife 8 Female NHS Trust
P6 Obstetrician 10 Male Twitter
P7 Obstetrician 10 Female Twitter
P8 Midwife 12 Female NHS Trust
P9 Obstetrician 7 Male NHS Trust
P10 Obstetrician 5 Male Twitter
P11 Obstetrician 5 Female Twitter
P12 Obstetrician 7 Female NHS Trust
P13 Midwife * 13 Female Twitter
P14 Midwife 3 Female Twitter
P15 Midwife 13 Female Twitter
P16 Consultant 16 Male NHS Trust

obstetrician

P17 Midwife 17 Female Twitter
P18 Obstetrician 11 Male NHS Trust

*Indicates that this participant had not previously been involved in disclosure and was provided

with a hypothetical scenario.
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3.6.2 Thematic analysis of the interviews

5 main themes and several subthemes were developed which described and explored the

experiences of adverse event disclosure within the UK. Each theme (and subthemes) is

discussed below and the supporting quotations are identified by the unique participant

numbers. The final thematic map illustrating the predominant themes that emerged from the

data is presented in Figure 3.2 below.
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Figure 3. 2: Thematic map
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Healthcare professionals faced a range of emotions after being involved in adverse event and

feeling personally responsible intensified these emotional responses. Taking responsibility for

the adverse event and conducting disclosure was viewed as an opportunity to ease this

emotional load. Two sub-themes were developed within this theme; ‘Emotional burden of

feeling responsible’ and ‘A sense of relief’.
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Emotional burden of feeling responsible

Healthcare professionals found the disclosure process to be more difficult and emotionally
demanding when they felt personally responsible for causing avoidable harm to a patient.
Healthcare professionals described that they faced a range of negative emotional responses
after being involved in an adverse event. These manifested as psychological responses which
included feelings of shame, anxiety, grief, and frustration. Healthcare professionals struggled
with feelings of guilt, which were viewed as a burden that would have long-lasting effects on
them. This included ruminating about an incident and repeatedly reassessing the situation with
'what if' questions. Feelings of embarrassment were linked to personal fault and lack of ability

to prevent the adverse event from occurring.

'It felt almost embarrassing for me because it was our downfall really, we should have been
responsible for preventing that...so I felt embarrassed and I felt really sorry. I felt sympathetic’.
[Midwife 2].

Some healthcare professionals emphasised a personal need and desire to participate in the
disclosure process when they were responsible. This reflected the need to accept responsibility
for the incident, and there was a belief that patients may be more understanding and accepting

if you were transparent and open.

'I wanted to be responsible, | wanted to make sure that, you know, people knew that I was taking
responsibility for what I had done because I'm a really, really firm believer, that as long as you
never lie and as long as you never cover up what you do, people will always try to find some

understanding and usually there's a story behind that' [Midwife 8].

Healthcare professionals attempted to distinguish the difference between an adverse event and
a complication. Although both conversations involved informing patients about an unfavourable
outcome, due to the lack of personal responsibility associated with complications, the disclosure
of these incidents were perceived as causing less emotional distress. Unlike adverse events,
healthcare professionals believed that they were not to blame for complications as they had not
contributed towards them, and could therefore have a relatively clear conscience about the
incident. Healthcare professionals perceived that there was a justifiable explanation for
complications which was related to the condition of pregnancy and this made disclosing these
incidents less challenging. One participant differentiated between the two types of incidents by

stating:
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‘Because I think it’s all about giving you a rationale isn’t it? So it’s all about kind of saying, if it’s a
complication you can kind of say, it might be this or it might be that, you know your baby is not
liking this environment or whatever, and you can look to rational explanations that aren’t your
fault. And you can kind of use the physiology to back up what you are saying to try and get people
to understand’ [Midwife 2].

There was a sense of control over adverse events, where healthcare professionals believed to
some extent, they could have prevented the adverse event from occurring. However, healthcare
professionals perceived they had no control over complications which made the disclosure

conversation less difficult.

‘When it is a complication, it is outside of your control and then it’s probably easier to discuss’

[Midwife 4].

Healthcare professionals described that the possibility or risk of a complication occurring was
often discussed with patients or families beforehand. Due to the lack of accountability for
complications, these conversations were conducted in a more confident manner. Complications
were viewed as expected and, unlike adverse events, disclosure of these incidents would not

result in naming and blaming those caring for the patient which made the process easier.

‘And if conversations have been beforehand about the possibility then I think it’s easier for people
to accept than when things are unexpected. I think a natural reaction is to look for a reason and
sometimes that can extend to a cause and somebody to blame when it’s the unexpected’

[Obstetrician 3].

However, a few healthcare professionals experienced similar emotions when disclosing
complications and adverse events. These healthcare professionals experienced guilt even when
there was no responsibility or blame associated. One participant reported that although it was

easier to conduct the conversation about complications a sense of guilt was still present.

‘You still don’t really like doing it because especially if you’ve done the operation, you feel a bit
responsible for it even though it’s a known complication, so you do kind of feel a bit guilty then, but

yeah all the same things (emotions)’ [Obstetrician 12].
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Sense of relief
Healthcare professionals felt that there was an element of relief after disclosure, as the
conversation had been conducted and the process was over and done with. Disclosure was

viewed as a job that needed to be done and there was relief when this task had been completed.

‘I suppose it’s a relief that you've...now that it was the morning that the patient was awake, you

know the patient was informed and that job had been done’ [Obstetrician 6].

Some healthcare professionals expressed relief at the way the patient had responded to the

disclosure and were glad the patient had not reacted in a negative manner.

1 just felt relieved that she had taken it in quite a reasonable way’ [Midwife 2]

Another healthcare professional stated that although there was some form of relief after having
the disclosure conversation, there was always the worry the patient may be upset with you after
disclosure. Healthcare professionals viewed disclosure as a way of unburdening, where
disclosure allowed them to at least partially free themselves of the emotions which were related
to being involved in the adverse event. Being open and transparent with the patient about what
had happened was seen as a process for the healthcare professional to recover and move on

from the adverse event.

1 felt relieved because then I was able to move on from that because of course, all the while you've

got that in your mind of what you did’ [Midwife 8].

There was a perception that it was important for patients and their families to understand what
had happened and the events that led to the event, in order to help them recover and move past
the traumatic experience of being involved in an adverse event. These healthcare professionals
voiced their relief in having the disclosure conversation and providing patients with the

information they needed to move on.

I felt it was really important because I think when it comes to trauma especially after birth, it’s
really important they understand what had happened as that’s part of the recovering process. It’s
when women don’t get that honesty and openness, which is when they struggle afterwards. It’s just
sometimes as simple as knowing actually what had happened, and a part of women and their
families overcoming adverse events is knowing about the events that led to that moment, that

gives me relief to help them’. [Midwife 4].
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Theme 2: Role of uncertainty

There was uncertainty regarding a number of factors which included whether an adverse event
had occurred and how the patient may react, and this uncertainty made the disclosure process
challenging for healthcare professionals. Healthcare professionals also lacked clarity about the
Duty of Candour regulation. Three sub-themes were developed within this theme; ‘A blurred

line’, ‘Patients reaction is unpredictable’ and ‘Uncertainty about disclosure policies’.

A blurred line

Although healthcare professionals were able to differentiate between the definitions of an
adverse event and a complication, in practice, trying to draw the line between which incidents
would be classed as an adverse event or complication was problematic. The difficulty in
determining which incidents would be classed as an adverse event or complication may be

specific to the maternity settings and due to the complex processes involved in labour and birth.

‘Obviously in our job, there’s so many complications and so many things that are affected by the
service and what’s happening in the service, that it’s then, it’s difficult to tease out kind of what
could be prevented or what is just part of the reality of having a baby in the NHS...I think trying to
delineate between the two is extremely difficult’ [Midwife 2].

When it was difficult to tease apart and define the event as an adverse event or a complication,
healthcare professionals struggled with how to approach disclosure. This struggle was further
exacerbated in certain situations where the patient had suffered from a complication but where
a mistake was also made in the care that was provided. In such situations it was difficult to
determine whether the mistake made by healthcare professionals contributed towards the

complication that occurred.

'When you go to the theatre for forceps, there is a complication of having shoulder dystocia, which
is what she had, and also a fourth-degree tear. But we did you know, we made a mistake in our
examination findings and it's possible we wouldn't have...basically it's that situation of who
knows? We don't know the degree to which that mistake increased the risk of...we know that
increased the risk of the complication she suffered but we don't know whether it would have

happened or not otherwise’ [Obstetrician 9].
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Patient’s reaction is unpredictable
Some of the emotional distress that arose when anticipating disclosure of adverse events was

attributed to an uncertainty of how the patient may react.

T'm inherently a confident person, but I don’t really like disappointing people and make people...I
guess there’s always the worry that people are going to get upset with you and lose their rag with

you and that’s never very pleasant’ [Obstetrician 10].

Healthcare professionals were often plagued by fears of patients reacting negatively to the
disclosure and would want to take further action. Other healthcare professionals feared that
patients would lose faith in them and would no longer trust the care they provided, and wanted

to conduct disclosure to see how the patient would react.

‘1think it’s going to be really really stressful because you don’t know how the woman’s going to
react and there’s always the worry that they are wanting to take it further in terms of court or

whatever [Midwife 13].

‘Treally wanted to get it over with actually, | wanted to get it over with to see how the patient
responded, whether she still wanted me to care for her because she might also think ‘well what else
might she [healthcare professional] do?’ and therefore you know, you worry they are going to lose

confidence in the care that you are giving’ [Midwife 8].

Uncertainty about disclosure policies

Although the Duty of Candour was viewed as a fundamental principle for all those who were
involved in patient care, there was variation in healthcare professionals knowledge of this
regulation. A majority of healthcare professionals were merely aware of the existence of the
Duty of Candour but were unfamiliar with the principles and disclosure requirements contained
within it.

‘With Duty of Candour, we know about it. It gets talked about in meetings and some Trust emails
we get sent around. But [ don’t think we really know what it means, or how it helps with disclosing

(adverse events). Or at least I don’t know what exactly the Duty of Candour says’ [Midwife 13].

Other healthcare professionals were simply not aware of the regulation.
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‘No, well I'm probably not aware of it myself [Duty of Candour]. No, no, nothing that's been
reiterated to us within my Trust’ [Midwife 5].

It was described that there was a disconnect between the emphasis on the importance of
following the Duty of Candour in training and how disclosure was currently being carried out in

practice.

'Well it does in terms of, you know, when we carry out mandatory training and e-learning
packages it's quite clear but in terms of the practice I don't believe it really does actually happen...I

don't believe it is, to be honest' [Midwife 4].

Theme 3: Fear of vulnerability

Healthcare professionals believed that at the heart of disclosure were the principles of
accountability, honesty, and transparency. However, anticipating exposure to the investigation
process and the potential of malpractice liability elicited feelings of worry and anxiousness. Two
sub-themes were developed in this theme; ‘Investigation process as a stressor’ and ‘Legal

worries’.

Investigation process as a stressor

Although the interview did not address the formal process of investigating the adverse event,
this process was discussed by participants. Healthcare professionals reported worries that once
an initial disclosure had been carried out, an investigation process would be conducted for
certain incidents. The inadequacies of the investigation process were discussed and poor
routines in this process added to the emotional distress already faced by healthcare
professionals. The management of the case and the investigation process were described as
inappropriate and resulted in intense emotional reactions including sleep disturbances and
feeling defenceless. The individual involved in managing the case played a role in whether the
investigation was managed well. Healthcare professionals felt that the trust failed to provide

emotional support during this difficult investigation process:

‘So this was incredibly stressful, there was an internal investigation process that was handled

badly, but it was incredibly stressful’ [Obstetrician 6].

'They essentially invited the complainant to write their own response which says Dr X and his lack
of insight is the sole cause of our trauma, and that made me feel incredibly vulnerable and I sort of

felt that the trust had a duty of care towards me and it wasn't really fulfilling its duty of care...that
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gave me real disturbed sleep, feelings of vulnerability. You've got letters going sent out on headed
notepaper saying you know 'this DR X' is a cowboy in an attempt to pacify the complaint, which is

actually wrong and very unhelpful’ [Obstetrician 6].

When the investigation process was handled in a supportive manner by the organisation, it
resulted in a positive learning experience. However, when it was handled incorrectly, it was a
very stressful phase for those involved and the resulting physical implications included taking
time off work due to the increased stress load. The course of the incident investigation process
was very time-consuming and the long wait for a decision was distressing for those involved.
The lengthy investigation time and the associated emotional distress increased the difficulty in
recovering from the adverse event and reaching closure. Most healthcare professionals did not
receive enough information on the steps involved in this process. Those responsible for the
adverse event were not involved in the investigation process including investigation meetings,
which was viewed as unreasonable and caused further anguish. Healthcare professionals
believed that those involved in the adverse event could make useful contributions and assist
with the case as they could provide facts about the incident. This lack of involvement often led

to misinterpretations of the incident during the investigation:

‘1 don’t think that’s right, in that do we think they [healthcare professionals] won't tell us the truth,
if we ask them, maybe they could fill in so many of the gaps that you have, just by asking them. So |
don’t know why they’re not involved...and yet every time I saw a statement, every single time [ saw
it wasn’t right, that did not happen. So I do worry that sometimes there can be some real
misinterpretation and some I sit in them and I think, ‘but you're inferring and you’re suggesting,

that’s not the truth’ [Midwife 8].

'The process takes a very, very long time and | would imagine that is quite stressful for healthcare
professionals that are involved. And also for staff, I was at one [investigation meeting] yesterday
where a colleague came said ‘look you know, the staff are really worried and they’re really worried
you're having conversations in a room about them without them being there, and they’re not part

of the process’ [Midwife 8].

For some healthcare professionals, the anticipation of what the investigation process would
involve and how the organisation would respond was viewed to be more worrying than
conducting the disclosure conversation itself with the patient. Healthcare professionals
reported that they were not kept up to date with the investigation and had to chase the

investigation team to understand the progress of the investigation:
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'Actually, they weren't that good at keeping me informed, because it was a serious incident
investigation, and they weren't that good at keeping me updated with how it was progressing and
things like that. It was slightly...I felt I had to keep asking to see what was going on with it’
[Obstetrician, 7].

Legal worries

Healthcare professionals' hesitancy to admit and disclose an adverse event often stemmed from
a fear that it may make them vulnerable to malpractice liability. Feelings such as nervousness,
anxiousness, and dread were commonly associated with the fear of legal repercussions. There
was awareness surrounding the high litigation costs within maternity, and healthcare
professionals reported that they were cautious when discussing adverse events with patients. It
was perceived to be difficult to admit to causing harm to a patient which had resulted from

inappropriate practice, however, despite this fear, disclosure was viewed as professional duty.

‘This is a big barrier still and I think psychologically, it will remain a barrier for quite a while,
while it takes sort of legislative changes to filter down to say that this shouldn’t be a barrier. |
think people throughout the NHS feel that things are becoming more defensive, more litigious. |
know that costs for maternity, compensation is going up and up. And so you know, yes people are a
bit scared to do it [disclosure], they do it because they know there’s a duty of candour or whatever,
but they feel like they have to be very, very careful before discussing things with patients, which is a
shame really’ [Obstetrician 9].

‘You know it was dread, I was really kind of nervous and anxious...kind of nervous about making
sure I said the right things and you know I'm aware as well that in maternity services, litigation is

a significant issue’ [Midwife 14].

Healthcare professionals described that there was a lack of support and guidance surrounding

the legal aspects of disclosure and they were unsure about what could be disclosed to patients

without accepting liability on behalf of the organisation. Further support in relation to the legal
element of disclosure was needed. Worries about the GMC (General medical council) getting

involved after disclosure were also discussed and the processes involved in this lacked clarity.

‘1 don’t think there’s a huge amount of information that comes from the Trust in terms of the legal
side. I don’t think the Trust always gives the most appropriate level of support and I think it’s
difficult bridging the gap between legal boundaries and medical training, I don’t think that’s
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always clear and could do with a bit of work’ [Obstetrician 11].

'I'd say the other thing is if it does go to things like GMC when they get involved and if the GMC
contact the seniors here at the Trust, then you actually don't know the process, so these kinds of
things need to be explained and also the process of litigation... it is difficult...so it would be nice to

have more information' [Obstetrician 7].

One healthcare professional discussed the legal implications that disclosure would have on the
organisation as well as the individual involved and believed it was important to take this into
consideration when choosing what information to share with the patient. This healthcare
professional also believed in situations where liability may be a potential issue, it was necessary

to take into account how helpful the information you share with the patient will be.

Theme 5: Personalisation or professionalisation

Healthcare professionals viewed the adverse event and confronted disclosure in one of the
following two ways. They adopted either a personalised or a professional approach and
healthcare professionals experienced different emotional responses depending on which

approach was used.

Personalisation

Those who adopted a personalised approach to the incident experienced a diverse range of
negative emotions including feelings of shame, embarrassment, guilt, and feeling angry and
frustrated at oneself. Healthcare professionals felt that they had let down the patient and
expressed not feeling good enough about themselves. Being involved in an adverse event also
resulted in a loss of self-confidence as they questioned their own actions and how they had
contributed to the incident. These healthcare professionals described that anticipating
disclosure evoked feelings of emotional distress. Disclosure was perceived to be important,
however healthcare professionals

wanted to escape this disclosure process.

‘I1think there’s a range of emotions there. I think one there is embarrassment about, you know, that
you'’ve made a mistake, it’s about embarrassment, what will they think about you, there’s some
shame in that in terms of, you know, I should know better, you know, I'm supposed to be someone
that they can trust and, you know, to be responsible and actually I've let them down. So I think for
me there is that whole, you know, emotion of not being adequate enough, not being good enough,
being angry with myself, you know. Why didn’t you take that? Why didn’t you do it better? You
know, all those feelings of shame really’ [Midwife 8].
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‘You know we'd still done the wrong thing but a part of you wants to hide and not say anything
[laughs] but you know obviously I knew that wasn't right’ [Midwife 14].

After conducting the disclosure, some healthcare professionals constantly reflected on the
adverse event which involved self-criticism and were unable to escape this reflection process.
This had an impact on work performance as healthcare professionals reported feeling
distracted with these constant thoughts. Healthcare professionals ruminated on the incident
and the disclosure conversation, where they experienced thoughts related to how the incident
could have been better explained to the patient. The criticism and blame directed at oneself
were still present after the disclosure, and some healthcare professionals reported feeling
worse after disclosure as they still felt responsible. A coping strategy to deal with this was

talking about the experience with family or friends.

‘T would like to say that that's it done and dusted but I think, I think we're all human and I think we
do ruminate on it, I mean afterward, and kind of think from a medical point of view, like could |

have explained that adverse event a bit better? [Obstetrician 12].

'It takes me a little while to stop beating myself up, and I normally come home and need to debrief
with a friend or family... probably more upset after I've told them cos I still feel just as responsible’

[Midwife 5].

Professionalisation

Other healthcare professionals responded in their professional capacity. These healthcare
professionals separated their personal-self from their healthcare professional-self. Adverse
events were viewed as inevitable and although there was a sense of perfectionism within
maternity, it was emphasised that human errors do occur. There was a belief that the way you
viewed adverse events was dependant on your personality and accepting that as a human, you
are fallible would help you move on from the adverse event. These healthcare professionals

reported that they would conduct disclosure, but would not ruminate over the incident.

'‘But I suppose it does depend on personality, you know maybe you have to have this kind of
personality to be in this specialty, but I also feel 'look I've done my very best and if something
terrible happens I know that I didn't do it deliberately'. I'd hope that it wasn't because of a mistake
that I had made, but even if it is a mistake, I'm only human so I will make mistakes, so I can sort of

get over that' [Obstetrician 6].
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'But I think within maternity there is this expectation that everything has to be done perfectly in a
sense that it doesn't allow for human error and we are working in quite stressful situations where,
you know, mistakes are going to happen and I think we have to be honest about this, you know

[Midwife 4].

Those who adopted a ‘professional’ approach, viewed disclosure to be an important aspect of
care and as part of the job and were confident to conduct disclosure. It was emphasised that a
healthcare professional’s role during this process was to provide support to the patient and not
to bring their own emotions to the situation. Healthcare professionals described the importance
of examining the adverse event situation rationally and believed this would help them manage
their emotions. Although healthcare professionals did not like conducting disclosure, there were

no strong feelings towards disclosure and it was described as a normal part of care.

‘Although it’s awful and you would never want that to happen to anybody it’s all part of the job
really and if you can do that in a way that is compassionate and give them time, you know help to

support them, that's kind of why we're here, I see it as an important part of the job’ [Obstetrician

3].

‘But it’s more kind of like yeah, no, I don’t really like doing it but it’s [disclosure] just part of the job’
[Obstetrician 12].

Theme 5: Need for support & training

Healthcare professionals described that their main source of support for disclosure was
debriefing with colleagues and peers. Only a few healthcare professionals believed that senior
colleagues were readily available for support if it was required, however having an informal
conversation after disclosure with immediate colleagues was preferred. Although peers
colleagues offered support during these times, there was a lack of support from the organisation

faced by both midwives and obstetricians.

‘But from the Trust itself I got nothing, no-one offered to speak to me, no-one asked if | was okay, at
least the staff on... the midwives and consultants did because they know me and they like me, but in
terms of someone separate from the Trust I got nothing'. I actually got a letter from the kind of
head of Obs and Gynae there, basically saying you're going to be part of this investigation, I think
the letter word-for-word were if you feel you need support contact me, but that was it. And the

tone of the letter didn't imply that you could readily contact them...But certainly, [ was quite upset
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but no-one offered me occupational health, for example, no-one offered me any sort of counselling

services, nobody offered to kind of talk through the incident’ [Obstetrician 1].

Midwives described that previously, their first line of support was the midwifery supervision.

This is no longer available and midwives felt that it was devastating to lose this form of support.

'l think because we've lost supervision, so that was just such a longstanding thing and at the end of
March, been taken away. I think that support was invaluable and that's, the kind of thing that was
written down on paper, that's where you go to, if you need to talk about an event, you need to talk
about disclosure, etc., supervision was amazing for that and just to be able to talk through things
that happened if you'd been involved in something particularly upsetting, even if it's, it's nobody's
fault and it happens, that mechanism was the absolute best, I thought. And to not have that

anymore is disastrous’ [Midwife 2].

Healthcare professionals reported that they had not received any specific training in relation to
disclosure of adverse events to patients. Many had attended general communication training,
however, this was more focused on breaking bad news to patients. Adverse event disclosure
training was perceived as useful and a need for this was expressed by healthcare professionals.
A preference for peer group training was voiced, as individuals would bring different
experiences to the group and it would allow for collaborative discussions. A one-to-one session
was believed to be appropriate when a healthcare professional required advice or support

related to a specific incident.

'Oh, I think peer group is always quite helpful really because you can discuss cases together and

collectively think of strategies to deal with these issues’ [Obstetrician 6].

'And I think, you know, in a group you can then appreciate more than a one-to-one session,
because, oh well this person had an event and I thought this person was really, really good, but
they've had an event, and you kind of break down barriers, and one-to-one session tends to, I think
can be very useful if a person is say very upset about a specific thing, or if you want to provide
specific advice relating to a particular incident because you can then have a detailed in-depth look

at what it is that the doctor is upset about’ [Obstetrician 1].

Most healthcare professionals perceived that a framework to support them through the process
of disclosure would be helpful. The use of a framework was associated with reduced stress and
feelings of reassurance, as healthcare professionals would feel that disclosure has been
conducted in the correct manner, following the appropriate steps. Frameworks were viewed as

useful in aiding disclosure and providing structure to the disclosure process. Healthcare
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professionals perceived that there was currently no formalised framework to assist with this

process and the Duty of Candour was viewed as complicated and lacking clarity.

'But certainly, there's no formalised framework that would be..., so something like some form of a
flowchart or some framework would be very useful and also at which points, you know, who you
can engage with, because also is what I'm about to share going to, and I think there has to be some
responsibility about that. So sometimes, so that I think is more challenging about what will this
information do to the person? Because yes we have duty of candour, yes they have a right to the

truth, but what if that truth, yeah, I think the whole thing is a bit of a minefield really’ [Midwife 8].

However, one healthcare professional believed that a framework would not be useful as they
were perceived to be used by healthcare professionals to cover inadequacies in communication
skills. Disclosure was viewed as a one-one conversation on a human level and the use of a

framework would reduce the empathy that should be involved in this conversation.

3.7 Discussion

This study is novel as it is the first study that has focused on maternity settings and has
explored the experiences and perspectives of midwives and obstetricians on the disclosure of
adverse events in the UK. Five main themes and several sub-themes were developed from the
interview data. Surprisingly, overall, there was little difference in the experiences of disclosure
between midwives and obstetricians within this study. This may be because both groups of
professionals work in the same complex environment of maternity and disclosure itself is a
challenging communication task, regardless of profession. There was also little difference in

terms of levels of experience.

Some of the findings which emerged from this study are similar to those from previous
disclosure studies. Healthcare professionals reported facing a range of negative emotional
responses after being involved in an adverse event which includes feelings of shame, anxiety,
grief, and frustration. Such emotional distress faced by healthcare professionals has been
discussed extensively within the second victim literature (Aasland & Forde, 2005; Schelbred &
Nord, 2007; Sirriyeh et al,, 2010; Seys et al., 2013). The term second victim refers to healthcare
professionals who are involved in an adverse event and become victimised in the sense that the
provider is traumatised by the event (Scott et al., 2009). Interestingly, although healthcare
professionals described suffering from negative emotions, they did not refer to themselves as a

victim of the adverse event. This suggests that this may not be something that healthcare
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professionals themselves identify with. However, when describing their experiences of the
investigation process when handled badly, this was certainly something they might be
perceived as being. When healthcare professionals were personally responsible for the adverse
event, the disclosure process was perceived to be more difficult and emotionally demanding.
When responsible for the adverse event, healthcare professionals described a personal need
and desire to participate in disclosure to accept responsibility. This is concurrent with findings
from the literature where participant's wanted to accept responsibility for their mistakes
(Engel, Rosenthal & Sutcliffe, 2006; Goldberg, Kuhn, Andrew & Thomas, 2002; Penson,
Svendsen, Chabner, Lynch & Levinson, 2001). These healthcare professionals had perceived that
patients would be more accepting if they were open and transparent. This is in line with a
previous study conducted within the UK (Harrison et al.,, 2017), where healthcare professionals
experienced positive experiences of being honest with patients. Healthcare professionals
generally felt that there was an element of relief after conducting the disclosure conversation
for two main reasons. There was relief that the task of disclosure had been conducted and relief
when the patient had provided a non-negative response. Healthcare professionals carried an
emotional load after being involved in an adverse event. The disclosure conversation allowed

healthcare professionals to unburden their emotions and move on from the adverse event.

The findings from this study revealed that healthcare professionals within maternity settings
feared that they would be vulnerable to malpractice liability. Despite the differences in liability
environments within different countries, a fear of legal repercussions has been consistently
cited within the literature previously (McLennan et al., 2016; Gallagher et al., 2003; White et al.,
2008; Coffey et al., 2010; Duclos et al,, 2005). However, interestingly, compared to previous
research which has identified that fear of litigation is a barrier to disclosure (Duclos et al., 2005;
Espin et al,, 2006; McLennan et al., 2016; Coffey et al., 2010), this study found that although
healthcare professionals were hesitant to disclose due to legal worries, it was not viewed as a
barrier to prevent them from conducting disclosure as this was viewed as a professional duty.
There was also a lack of clarity and support in relation to the legal element of disclosure. A
finding which was specific to the UK was concerns about the General medical council (GMC)
getting involved when inappropriate practice had been identified. The GMC is a public body that
maintains the official register of medical practitioners within the United Kingdom. The GMC's
role is to protect patients and improve practice across the UK. This suggests a need for further
transparency about the legal processes within the UK and information about procedures once
the GMC are involved. Further education and training to reduce these fears and the associated

emotional distress is necessary.
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Previous research has found that investigations of adverse events cause emotional distress
(Ullstrom, Sachs, Hansson, Ovretveit & Brommels, 2014). Within this study, although healthcare
professionals emphasised that the principles of accountability, honesty, and transparency were
at the heart of disclosure, there was hesitancy to disclose. Similar to previous findings, within
maternity settings, the investigation process was viewed as a stressor. Healthcare professionals
were hesitant to disclose due to worries that an investigation process may follow. The
investigation process that followed disclosure was more worrying than the disclosure
conversation itself. The poor routines involved in this process, inappropriate management of
the case, lengthy wait for a decision, and lack of support from the organisation during this time
resulted in further emotional distress. These findings are similar to a previous study which has
also found that investigations of adverse events caused doctors and nurses distress (Ullstrom,
Sachs, Hansson, Ovretveit & Brommels, 2014). Although the impact of adverse events on
healthcare professionals is well documented within the literature (Aasland & Forde, 2005;
Schelbred & Nord, 2007; Sirriyeh et al., 2010; Seys et al., 2013), the notion that the investigation
process has the potential to cause further damage to healthcare professionals is less well
recognised. Investigations are important in determining the root cause of adverse events, and to
help prevent the recurrence of these incidents in the future. However, such processes should

support rather than isolate those who are involved.

There is a need for organisations to provide healthcare professionals with support throughout
this process. This includes providing information on the steps involved in the investigation,
being informed on the progress of the case, and where appropriate, be included in investigation
meetings to avoid any misinterpretations of the incident. The Patient Safety Incident Response
framework (NHS England & NHS Improvement, 2020) which has very recently been introduced
within the UK states that when there is an investigation of an incident such as an adverse event,
healthcare professionals should be fully informed in person and in writing about what will
happen. However, although this framework suggests that healthcare professionals should have
the opportunity to contribute to other responses that allow learning from the incident; it does
not advocate the inclusion of healthcare professionals in investigation meetings. The findings
from this study suggest that involving healthcare professionals in the investigation meetings
could reduce some of the emotional distress that they experience during this process. This
framework has not yet been implemented within the NHS, as a phased approach to

implementation is being taken.

Midwives and obstetricians described they did not receive training specific to adverse events
and expressed a need for this. These findings in relation to the absence of training specific to

adverse event disclosure map onto existing literature from several different countries including
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the USA, UK, Switzerland, and Korea (Ock et al., 2016; McLennan et al., 2016; Harrison et al.,
2017; Fein et al,, 2005), indicating that a lack of training within this area is a universal problem.
The lack of support, training and maternity specific guidance highlighted by both midwives and
obstetricians may help explain the similarities in perceptions and experiences of disclosure.
Healthcare professionals describe experiencing strong negative emotions throughout the
process of disclosure. A lack of support from their organisations during this time can make
healthcare professionals feel further emotionally damaged. Midwives described that previously,
their main avenue of support for discussing adverse events and disclosure was midwifery
supervision. Midwives utilised this support to discuss aspects related to disclosure. This
support is no longer available and losing this support was devastating. Disclosure is a
challenging and emotionally charged conversation that requires advanced communication
skills. It is imperative that healthcare professionals are provided with training on these non-
technical skills to ensure that they are prepared to conduct disclosure when an adverse event
occurs. Healthcare professionals also discussed the value of a framework to aid them with the

disclosure process.

Other findings which emerged from this study may be specific to the UK maternity setting. A
novel finding from this study was that midwives and obstetricians tended to adopt a
personalised or professionalised approach to disclosure, and each resulted in different
emotional responses, as shown in the theme ‘personalisation or professionalisation’. Those who
adopted a personalised approach experienced intense negative emotions compared to those
who had a professional approach towards the adverse event and disclosure. These findings
indicate that adopting a more professional outlook towards disclosure may be a better coping
mechanism and an adaptive way to deal with disclosure than a personalised approach. It is
possible that the use of a professionalised approach may be used as a coping mechanism by
some healthcare staff working in the complex and challenging environment of maternity. There
is a need to raise awareness among healthcare professionals of the different ways of viewing

and approaching disclosure.

A second novel finding which emerged from this study was the comparison made between
adverse events and complications in relation to disclosure by healthcare professionals.
Complications occurred regularly within maternity and also required disclosure. Healthcare
professionals associated the term adverse event with incidents that occurred due to the care
provided, whereas a complication was described as an incident that healthcare professionals
did not contribute towards and had no control over. For most midwives and obstetricians,
disclosure of complications was perceived to be easier and less emotional than adverse event

disclosure as healthcare professionals could have a relatively clear conscience about a



92

complication.

Another novel finding which may be specific to the environment of maternity is that healthcare
professionals struggled to draw the line between adverse events and complications which
resulted in difficulties on how to approach disclosure. Although healthcare professionals were
able to define the two different types of incidents, in practice they struggled to draw the line
between which incidents would be classed as an adverse event and a complication which led to
difficulties to decide how to disclose the incident. In some situations, an adverse event had led
to a complication and it was difficult to determine how this would be disclosed. These findings
may be unique to the speciality of maternity and this uncertainty may be due to the complex
environment of maternity and medical complexities during pregnancy. It is important that
national guidance or policies are developed which is specific to maternity settings and assists
healthcare professionals in determining which incidents can be classed as adverse events or
complications. Guidance also needs to take into situations where it is not possible to distinguish
between the two and provide assistance on how to best approach disclosure in such

circumstances.

There is a lack of literature discussing adverse events and complications. Previous literature has
focused either on adverse events or complications independently. The link between the two
types of incidents is an interesting line of inquiry that requires much further research. However,
this can be linked to the general literature in patient safety which suggests that there is
difficulty in defining inevitable and preventable harm within healthcare (Pronovost & Goeschel,
2010). Despite the need to disentangle the two types of harm, the methods to make this
distinction require development (Pronovost & Goeschel, 2010). This can be linked to the
challenges of distinguishing between preventable adverse events (which can be classed as
preventable harm) and complications (which can be classed as inevitable harm) described by

healthcare professionals in the current study.

This study has also highlighted the need to raise awareness of the Duty of Candour due to the
lack of familiarity of this amongst healthcare professionals. This is important to ensure that
disclosure is conducted in a transparent and respectful manner. This is also a novel finding,
specific to a UK healthcare context and may have emerged as the legal duty of Candour came
into place only a few years before this study was conducted. Due to the lack of research
conducted on adverse event disclosure within the UK, there is limited focus on the Duty of
Candour regulation. Midwives and obstetricians within this study had mixed feelings towards
the Duty of Candour. Some were familiar with the disclosure principles whereas others were

only aware of its existence. Some organisations raised more awareness of this regulation than
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others. However, healthcare professionals reported that although there was an emphasis on the
Duty of Candour, the principles were not always implemented in practice. This is similar to
findings by Harrison et al (2017) which suggested that there was a need for senior healthcare
professionals and managers to encourage the uptake of the Duty of Candour in practice. Given
that the Duty of Candour (2015) is a statutory regulation within the UK, has now been in place
for a few years, and sets out specific requirements that healthcare professionals must follow
when disclosing an adverse event, it is surprising that there was a lack of familiarity of this by

some healthcare professionals.

3.8 Key implications
A number of different areas for clarity and support during the disclosure process were

identified by both midwives and obstetricians.

e There is a need for national maternity-specific guidance or policies which provide
assistance in determining which incidents can be classed as adverse events and which
can be classed as complications. Such guidance also needs to provide support for
instances when it is unclear which category the incident would fall into and how to best
approach disclosure.

e A support mechanism for the investigation process also needs to be developed. This
involves providing information on the stages involved in the investigation, being kept up
to date with the investigation, and where deemed appropriate, to include healthcare
professionals in this process. Providing this support may help to alleviate some of the
distress associated with the investigation process. Organisations need to ensure
transparency about the legal processes and the current malpractice laws within the UK.
Procedural clarity surrounding the involvement of the General Medical Council is also
required.

e Although the Duty of Candour is implemented at a policy level within the UK, further
awareness of this regulation and the requirements needs to be raised by individual
organisations. The development of a structured framework that incorporates the Duty of
Candour principles may be one of the ways in which healthcare professionals can be
educated about this regulation, as well as providing a structural aid to assist with
disclosure.

e Non-technical performance has only been recognised as an important component of
healthcare professional's training recently. Accreditation Council for Graduate Medical
Education (ACGME) has published 6 core patient safety competencies in 2007. These

include patient care, medical knowledge, interpersonal and communication skills,
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professionalism, practice-based learning and improvement, and systems-based practice.
Disclosure is classed as a non-technical skill and a complex communication task.
Training programmes for adverse event disclosure need to be developed and delivered
from an organisational level. In addition to providing healthcare professionals with
factual guidance on disclosure, findings from this study illuminated the need to be
transparent and aware of the emotional consequences of being involved in an adverse
event and disclosure. This needs to be brought to the forefront and training initiatives
need to help healthcare professionals to consider how they would deal with the
emotional implications of disclosure.

e Given the significant emotional burden of being involved in the disclosure process, an
alternative support system to the midwifery supervision is needed not only for
midwives but should also for obstetricians. This could be in the form of debriefing
sessions with colleagues or on a one-to-one basis, depending on the needs of the

healthcare professional involved.

3.9 Limitations & further research

This study has several limitations. Within the maternity setting, obstetricians and midwives are
the key healthcare professionals who disclose adverse events to patients. However, this study
may not reflect the experiences of other professional groups. Due to the differences between
healthcare systems, all the findings within this study may not be relevant internationally. Data
was collected from two NHS sites and Twitter and therefore, the sample may not be
geographically diverse.

This study has focused on the experiences of disclosure in secondary care and a majority of
previous research has also focused on this context. There is notably a lack of research conducted
within the UK which has focused on primary care such as the area of general practice. Further
research may be directed to these areas. Further research can also focus on the effectiveness of

training programmes and guidance intended to increase disclosure within the UK.

3.10 Conclusion

This is the first study to focus on the experiences of disclosure within a UK maternity setting, an
area which has previously lacked research. This study suggests that although healthcare
professionals believed that honesty, transparency, and openness were important principles of
disclosure, they struggled with this process. Within the UK, there is currently a lack of clarity
and support surrounding the disclosure process. There is a need for support and guidance from
an organisational level in terms of the investigation process, current legal processes within the

UK, how to approach disclosure when there is uncertainty about whether an adverse event or
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complication has occurred, and the Duty of Candour regulation. Training programmes which
take into account these factors need to be developed. It is important to recognise that support
packages and guidance need to be developed and disseminated at a national level to promote
consistency and maximise usage. Educational training on adverse event disclosure and one-to-
one support should both be provided to meet the individual needs of the involved healthcare

professionals.
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Chapter 4: Developing a training communication
intervention to enhance maternity healthcare
professional’s skills for disclosing adverse events

4.1 Chapter summary: The previous chapter has presented primary data relating to the

experiences of midwives and obstetricians on adverse event disclosure within the UK. This chapter
describes the process of designing and developing a training intervention to support maternity
healthcare professionals with the disclosure of adverse events within the UK, based upon existing
evidence. The rationale for the choice of theoretical approaches and the selection of intervention

components are discussed, and an outline of the intervention is presented.

4.2 Background & rationale

The previous chapters have identified the need to develop evidence-based training
interventions to support healthcare professionals with the disclosure of adverse events to
patients. Chapter 2 provided a systematic literature synthesis of the views and experiences of
patients and healthcare professionals on the disclosure of adverse events. As discussed in depth
in chapter 2, the findings of this review revealed that patients expressed a need for information
relevant to the adverse event, an apology, and wanted to be assured that the same mistake
would not happen in the future. Patients were also more likely to seek legal help when this
information was not proactively made available to them or if they struggled to obtain the
relevant information from the clinicians involved. Clinicians, on the other hand, acknowledged
the importance of disclosure and considered it to be a moral and professional duty, however,
multiple barriers were identified which prevented them from carrying out effective disclosure.
These included: The fear of honest disclosure in a blame culture, a wish to avoid litigation, a lack
of skills and training in conducting disclosure conversations and inconsistent practical
guidance. Chapter 3 presented primary qualitative data relating to midwives and obstetricians
views and experiences on the disclosure of adverse events in the NHS, and the current support
and training which exists in maternity services for disclosure. As discussed in chapter 3, the key

findings were:

1. Healthcare professionals highly valued honesty and transparency with patients;
however, they found disclosure to be an emotionally and psychologically strenuous task,

with little perceived support from their organisations.
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2. The majority of healthcare professionals were aware that a Duty of Candour regulation
existed but were not familiar with the specific legal requirements contained within it.

3. Most healthcare professionals described having received general training in breaking
bad news but felt that this was not sufficient for disclosing AEs and expressed a need for
specific training.

4. When asked about how the training should be structured, healthcare professionals
expressed a preference for peer group training sessions based around a simplified

guideline/framework designed to assist with the disclosure process.

The findings from these two chapters confirmed the necessity to deliver training which is
specific for disclosing adverse events to support healthcare professionals with this process. This
chapter details the process of designing and developing an intervention to support healthcare
professionals with the process of disclosing adverse events, based on existing research evidence
and theoretical approaches. The selection of different intervention components are also

discussed and justified. An outline of the training intervention is presented.

Interventions are often made up of several interacting components (Medical Research Council
[MRC], 2008). The MRC guidelines have been developed to assist researchers with the
development of an intervention by helping them to choose and implement appropriate
methods, given the state of existing knowledge and nature of their target intervention. The MRC
guidelines propose that the following steps are considered when developing an intervention: 1)
identifying the relevant, existing evidence base, usually by carrying out a systematic review; 2)
identifying or developing relevant theory as this is more likely to result in an effective
intervention than a purely empirical or pragmatic approach. This can also be supplemented
with new primary research e.g. interviews with stakeholders (those who will be involved in the
development or delivery of the intervention and those who will be targeted by the
intervention). The MRC guidelines also outline key considerations which include the desired
outcome, how the change will be achieved, a coherent theoretical basis to the intervention and
the systematic use of theory (MRC, 2008). These guidelines have been used when developing

this training intervention and will be discussed in further detail later in the chapter.



98

4.3 Identifying the relevant existing evidence on adverse event disclosure

interventions

Whilst reviewing the literature on adverse event disclosure interventions, a systematic review
was identified which examined previous disclosure interventions had already been conducted.
This systematic review was conducted as part of the following report ‘An exploration of the
implementation of open disclosure of adverse events in the UK: a scoping review and qualitative
exploration’ (Birks et al., 2014). This systematic review aimed to identify, assess & summarise
the effectiveness of open disclosure strategies/interventions that had been used to promote or
support open disclosure of patient safety incidents within a healthcare context. This review
defined the term 'patient safety incident' as any unintended or unexpected incident which could
have, or did lead to harm to a patient. As this definition is in equivalent to our definition of an
adverse event, we will use the term adverse event when describing this systematic review to
ensure consistent terminology is used throughout the thesis. Open disclosure is defined by the
review authors as informing patients and/or family members when a patient safety incident has
occurred using an honest and consistent approach. As this definition also corresponds to the
definition of disclosure used within the thesis, for consistency throughout the thesis, the term

disclosure will be used when discussing and describing this systematic review.

In this systematic review, studies of interventions using actual events (real cases) or
hypothetical scenarios were included. Studies, where the intervention aimed to promote or
improve communication of illness (breaking bad or sad news), were excluded. Interventions
which were related to deliberate acts of harm were also excluded (Birks et al., 2014). In total,
eight studies were included in which the interventions aimed to promote disclosure. One study
included a comparison group (Paxton & Rubinfeld, 2010) and seven used an uncontrolled
before and after study design (Gunderson, Smith, Mayer, McDonald & Centomani, 2009; Halbach
& Sullivan, 2005; Kiersma, Darbishire, Plake, Oswald & Walters, 2009; Madigosky, Headrick,
Nelson, Cox & Anderson, 2010; Moskowitz, Veloski, Fields & Nash, 2010; Posner & Nakajima,
2011; Wayman et al, 2007). As the review by Birks et al. was conducted in 2014, a literature
search was conducted in late 2017 to identify whether any new studies on interventions or
training for disclosure had been published since this review had been conducted. It was
identified that since 2014, four new intervention studies on disclosure had been published
(Sukalich, Elliott & Ruffner, 2014; Langer et al,, 2016; Kim, Myung, Eo & Chang, 2017; White,
Brock, McCotter, Shannon & Gallagher, 2017). This literature search also revealed that there
was one intervention study (Bonnema, Gosman & Arnold, 2009) conducted before 2014 which

had not been identified by the previous systematic review. Detailed descriptions of each of the
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studies including participants, intervention and components, outcome measures and main

findings are displayed in Appendix 7.

Description of the intervention studies

Setting

Thus, at the point of intervention development in late 2017, thirteen studies were identified
from both the review by Birks et al. (2014) and the subsequent searches. Eleven of the
intervention studies were conducted in the USA (Gunderson et al,, 2009; Halbach & Sullivan,
2005; Kiersma et al.,, 2009; Madigosky et al., 2006; Moskowitz et al., 2007; Paxton & Rubinfeld,
2010; Wayman et al,, 2007; Sukalich et al,, 2014; Langer et al., 2017; White et al., 2017;
Bonnema et al., 2009), one in Canada (Posner & Nakajima, 2011) and one in South Korea (Kim
etal., 2017). Most of the studies took place in educational establishments; seven in training
schools/colleges or universities, one took place in healthcare organisations, one took place in a
specialised simulation-based training centre and in four studies, it was not clear where the

intervention took place.

Participants

Most participants were students from health-related disciplines including medicine, nursing,
pharmacy and dentistry (Gunderson et al, 2008 & 2009; Halbach et al, 2005; Kiersma et al,
2009; Madigosky et al, 2006; Moskowitz et al, 2011; Paxton et al, 2012; Sukalich et al, 2014; Kim
etal, 2017; Bonnema et al, 2009). Four of the studies recruited qualified healthcare
professionals as participants (Posner & Nakajima, 2011; Wayman et al, 2007; Langer et al, 2017;
White et al, 2017).

Interventions

In the thirteen included studies, the interventions were intended to support or promote
disclosure. In all of the included studies, the interventions were delivered as educational or
curricular modules and workshops. These were delivered either exclusively about disclosure or
incorporated into a broader theme of patient safety. These interventions included the following
components: didactic lecture sessions, pre-reading materials, DVD materials, observation, small
group work and discussions and role-play or simulated training to practise disclosure, often

including feedback sessions.

Outcome measures

A range of outcomes was assessed which were related to knowledge about safety and
disclosure, perceived self-efficacy to perform disclosure and confidence in dealing with
disclosure. These outcomes included perceived self-efficacy to understand and conduct full

disclosure, self-awareness about patient safety, student knowledge of medication safety,
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knowledge of medical errors/adverse events and perceived self-efficacy in communication.
Seven studies also carried out descriptive evaluations of the intervention provided. Outcome
measures included questionnaires (true/false or multiple choice), rating scales including Likert
scale of self-assessment, subjective evaluation for role plays where participants enacted

disclosure and checklists of performed tasks.

Nine studies compared pre with post-test scores (Gunderson et al., 2009; Halbach & Sullivan,
2005; Kiersma et al., 2009; Madigosky et al., 2006; Moskowitz et al., 2007; Posner & Nakajima,
2011; Wayman et al., 2007; Sukalich et al., 2014; Langer et al., 2017). These evaluated outcomes
such as perceived self-efficacy, knowledge and confidence as well as evaluating the curriculum.
One study included a comparator group, however, results were only provided for within-groups
analyses and intervention and comparator group outcomes were not compared (Paxton &
Rubinfeld, 2010). Three studies only examined scores after taking part in the interventions (Kim
etal,, 2017; White et al,, 2017; Bonnema et al., 2009). One of these studies evaluated confidence
after taking part in the intervention (Kim et al., 2017) and one examined attitudes and self-

efficacy after taking part in the intervention (White et al., 2017).

Identification of intervention components
The following intervention components have been identified from previous disclosure

interventions that have been discussed above:

e Pre-reading/background reading materials

e Didactic lectures- to provide an overview and background to the topic area

e Simulation- these either involved practising disclosure techniques using standardised
actors as patients or through the use of role plays. These often included feedback
sessions.

e Group discussions- these included the opportunity to describe and discuss experiences

4.4 Theoretical basis

It was important to identify the relevant theories which could contribute towards the
development of the intervention as this is more likely to result in an effective intervention than
a purely empirical or pragmatic approach alone (MRC, 2008). The MRC guidelines also propose
that an intervention needs to have a coherent theoretical basis and these theories should be
used systematically to develop the intervention (MRC, 2008). Emphasis is placed on the use of
theory for developing interventions as theoretically-informed interventions lead to better

outcomes (Michie & Prestwich, 2010). However, when examining previous adverse event
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disclosure interventions, it became apparent that the theoretical backgrounds underpinning
these interventions were not obvious. Based on the research evidence from the systematic
review (chapter 2) and interview study (chapter 3) the key elements that needed to be

addressed for an adverse event disclosure intervention were considered in great detail.

During this stage, it became apparent that no one particular theory would underpin the training
intervention, and different theories would be relevant for developing different aspects of the
intervention. It is important to note the limitations of using a number of different theoretical
approaches to develop the training intervention. One of the weaknesses with this approach is
that as all the constructs specified within the Social Cognitive Theory were not explicitly
targeted, and therefore, only parts of the theory may have been tested rather than the theory as
a whole (Prestwich et al., 2015) and this has the potential to hinder the effectiveness of the
intervention. Research also suggests that the number of theories applied by an intervention is
unrelated to the effectiveness of the intervention (Diep et al., 2014) and combining multiple
theories may reduce the effectiveness of the intervention compared to interventions which are
based on single theories (Prestwich et al., 2014). Therefore, careful integration of theories was

required (Prestwich et al., 2014).

Discussed below are the identified key elements. Each of the theories needed to address these
elements are mentioned and are discussed in greater detail further on in the chapter. The
research evidence (from chapter 2 and 3) identified that the training intervention would need to
address the following elements:

1. Knowledge related to adverse event disclosure within the UK: The evidence from the systematic
review (chapter 2) and interview study (chapter 3) revealed that healthcare professionals
required clarity on the process of adverse event disclosure and the current disclosure policies
within the UK. The findings also suggested that it was important to raise awareness of what
patient's desire from the disclosure process and how healthcare professionals can meet their

needs.

2. Confidence to disclose adverse events to patients and or/their family and encourage disclosure:
The findings from the systematic review (chapter 2) and interview study (chapter 3) suggested
that although healthcare professionals advocated disclosure and considered it to be a moral and
professional duty, at times there was hesitancy to disclose due to several barriers. One of these
barriers was a lack of confidence and skills on how to conduct disclosure. Therefore it was
important to include a component which focused on encouraging and increasing confidence to

disclose adverse events.
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3. The emotional consequences of being involved in an adverse event & disclosure, and ways to
manage one's emotional responses: The findings from the previous two chapters (2 and 3)
identified those training initiatives which are developed, need to help healthcare professionals
understand and consider how they might deal with the emotional implications of adverse

events and disclosure.

A number of different psychological (Cognitive Behavioural Therapy Model and the Social
Cognitive Theory), educational and learning theories (Bloom’s Taxonomy) underpinned the
communication training interventions. Below, the relevant theories are described and how they

informed the development of this training intervention is discussed.

Learning knowledge and skills of disclosure

Bloom's taxonomy (1956)

This is a learning and educational theory which aims to promote higher forms of thinking in
education such as analysing and evaluating concepts, processes, procedures and principles
rather than just remembering facts (Adams, 2015). Bloom's taxonomy uses a multi-tiered scale
to express the level of expertise required to achieve certain measurable outcomes. Within this
model, there are three core elements of the taxonomy which are the cognitive domain
(knowledge), the affective domain (attitudes) and the psychomotor domain (skills). Research
suggests that the most common use of Bloom's taxonomy focuses on the cognitive domain,
rather than the affective and psychomotor domains. The latter two domains are thought to be

important in learning skills and abilities (Adams, 2015).

How can Bloom’s taxonomy inform this intervention?

This taxonomy was useful in assisting with the structuring the training intervention to promote
learning. Based on this taxonomy, the intervention was structured in a way which would
address each of the three domains. The training intervention included knowledge about adverse
event disclosure, (cognitive domain), the intervention provided evidence-based information on
the perceived benefits of conducting disclosure and consequences of non-disclosure (affective

domain), and role-plays to practice disclosure skills (psychomotor domain).

Changing thought processes in an emotional context
Cognitive Behavioural Therapy Model (Beck, 1967)
The cognitive behavioural therapy (CBT) model explores the links between thoughts, emotions

and behaviour. CBT is a structured approach that is used to treat a variety of mental health
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disorders and is the most widely researched and empirically supported psychotherapeutic
method (Fenn & Byrne, 2013). The CBT model aims to alleviate mental distress by helping
patients to develop more adaptive cognitions and behaviours. In its simplest form, the cognitive
model hypothesises that people's emotions and behaviours are influenced by their perception of
events. ‘It is not a situation in and of itself that determines what people feel, but rather the way in
which they construe a situation’ (Beck, 1964). Therefore, how people feel is determined by the
way in which they interpret situations rather than by the actual situation (Fenn & Byrne, 2013).
The CBT model aims to help individuals understand their current ways of thinking and
behaving, and encourage them to challenge unhelpful thoughts into more realistic and practical
thoughts. Through this model, individuals are encouraged to develop practical strategies to
promote positive thinking and achievement of their goals. The rationale behind CBT is that
negative thoughts and beliefs can lead to cycles of negative mood and physiological sensations.
These are maintained by avoidant behaviour. This cycle is broken by challenging negative
thoughts, changing behaviours and engaging in exercises which boost these thoughts into more

rationale thoughts (Tarrier & Johnson, 2015).

How can the Cognitive Behavioural Therapy Model inform this intervention?

Findings from the primary interview study (chapter 3) revealed that given the significant
emotional burden of being involved in an adverse event, there is a need to highlight and discuss
the emotional consequences of being involved in adverse events and disclosure. As well as
providing factual guidance on disclosure, healthcare professionals need to be provided with
support related to the emotional implications of adverse events and disclosure. The effective
disclosure of an adverse event to a patient and their family relies upon being in the correct
frame of mind and mentally prepared. However, for many healthcare professionals, being
involved in a significant event triggers an intense emotional stress response (Sirriyeh et al.,
2010). Distress, panic, self-doubt, fear, guilt and shame are all commonly experienced in the
aftermath of an adverse event (Sirriyeh et al., 2010; Schwappach & Boluarte, 2008). Whilst in
the grip of such strong reactions, composing and preparing oneself for a disclosure conversation

with the patient and their family involved can be incredibly difficult.

The CBT model can help to increase awareness of the emotional consequences of being involved
in an adverse event, as it can help explain how particular cognitive appraisals healthcare
professionals may construct about the adverse event can trigger intense emotional and
physiological responses. As a result of being involved in an adverse event, healthcare
professionals may have negative, threat orientated thoughts e.g. 'I can't believe I did that to the

patient, I'm totally incompetent and I'm going to lose my job'. These thoughts will then trigger
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the fight-flight-freeze response (a physiological reaction that occurs in response to a perceived
harmful event). This results in emotions such as 'worries about losing a job, self-doubt and
reduced confidence' which then impedes functioning (e.g. trouble concentrating at work, more
likely to make future mistakes) and this cycle continues. Based on this awareness, strategies to
reduce negative emotions to facilitate effective disclosure (including reducing threat-oriented
thoughts, forming adaptive self-statements and behavioural experiments such as breathing

exercises) can be discussed.

Encouraging behaviour change

Social Cognitive Theory (Bandura et al, 1986)

The Social Cognitive Theory (SCT) posits that learning occurs in a social context with a dynamic
and reciprocal interaction of the person, environment and behaviour (Bandura et al., 1986). The
unique feature of SCT is the emphasis on social influence and external and internal social
reinforcement. The SCT considers the unique way in which individuals acquire and maintain
behaviour, while also considering the social environment in which individuals perform that
behaviour. SCT takes into account an individual's past experiences which factor into whether
behavioural action will occur. These past experiences influence reinforcements, expectations
and expectancies, all of which shape whether an individual will engage in a specific behaviour

and the reasons why a person engages in that behaviour (Bandura et al., 1986).

The SCT model suggests that human functioning can be explained by a triadic interaction of
behaviour, personal and environmental factors (Burney, 2008). This theory suggests that
confidence, intention to carry out a behaviour and the belief that carrying out the behaviour has
more benefits than costs are critical to achieving behaviour change. This model proposes that
several constructs underlie the process of learning and behaviour change and these variables
may also intervene in the process of learning and behaviour change. These include modelling,
self-efficacy, outcome expectations and emotional coping (Nabavi, 2012). The constructs which
are relevant to the development of this training intervention are self-efficacy, outcome
expectations and emotional coping. Self-efficacy is the judgement of one's ability to perform a
particular behaviour. Outcome expectations is a judgement of the likely consequences a
behaviour will produce. Emotional coping is described as the ability of an individual to cope

with emotional stimuli.

How does Social Cognitive Theory inform this intervention?
Research evidence suggests that healthcare professionals often did not meet the patient's
expectations for disclosure. Whilst patients expected information about the adverse event, an

apology and a commitment to preventing recurrences, at times, healthcare professionals were
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economical with the truth, did not include an apology when disclosing and would not conduct
disclosure in certain situations (chapter 2). A number of barriers have been reported to
disclosure which could prevent or make healthcare professionals hesitant to conduct disclosure.

This includes a lack of confidence and skills on how to conduct disclosure (chapter 2 & 3).

One of the important constructs in SCT relevant in the context of developing a disclosure
intervention is self-efficacy. An individuals' level of self-efficacy can be increased by providing
resources and support to raise an individuals' confidence when conducting disclosure. Bandura
(1986) states that even when individuals have a strong sense of efficacy, they may not perform
that behaviour if they have no incentive. This suggests that to promote disclosure to patients, it
may be important to provide incentives and rewards to healthcare professionals for conducting
disclosure. In the context of this training intervention, the rewards may not be concrete but
rather in the form of highlighting the advantages and benefits of disclosing adverse events to
patients. Shaping the environment may also encourage behaviour change. This can include
providing opportunities for behavioural change, assisting with those changes and offering social
support (Perry, Baranowski & Parcel, 1990). One of these opportunities for behavioural change
is providing healthcare professionals with training on adverse event disclosure and providing

assistance through this process.

4.5 Disclosing adverse events to patients: Enhancing your skills training

workshop

4.5.1 Developing session plans and support materials
The theory-informed content was combined with existing evidence from previous interventions
and primary qualitative research from maternity healthcare professionals, taking into account
practical issues to produce an initial draft for a 3-hour training intervention. The decision to
develop and deliver a 3-hour training workshop was based on a number of factors. The findings
from the systematic review (chapter 2) and interview study (chapter 3) highlighted that
support for disclosing adverse events needed to include the following: an opportunity to
improve confidence and skills to disclose, knowledge and information related to disclosure
including recent policies and legal aspects, and information and discussions surrounding the
emotional implications of disclosure and coping strategies. In order to incorporate these
elements into a form of support for disclosure, it was decided that a training intervention which
would cover these key elements, using a mixture of interactive-lecture teaching components

with facilitated group discussions and exercises would be appropriate. The literature suggests
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that understanding what colleagues have experienced after an adverse event can help
healthcare professionals to cope with their own feelings of fear, guilt, shame and loss of
confidence (Schelbred & Nord, 2007).Therefore, it was believed to be important to bring
healthcare professionals together in a face-face intervention to discuss and share experiences of
disclosing adverse events. This may help to normalise feelings and discomfort associated with
adverse events and disclosure. It was anticipated that this would have an impact beyond the

training, and lead to an ability to understand, empathise and share experiences with colleagues.

During discussions with obstetricians and midwives during the initial development of the
support sessions, it was voiced that a training workshop which is similar in format and timing to
the annual training which healthcare professionals already receive would be useful as this type
of disclosure training could be implemented into programme of annual training for healthcare
professionals. Therefore, it terms of practicality of being able to deliver the intervention, and
healthcare professionals being able to attend, a three-hour face-face workshop was chosen. A
web-based intervention was considered where all components of the intervention would be
delivered online. This was initially considered to be an appropriate approach as it would allow
healthcare professionals to complete the training in their own time and would not require a
group of healthcare professionals to be available at the same time. However, this approach was
discounted as developing an online intervention would require specialist software, and would
be expensive in terms of cost and time. Using an online approach also limited the interactions
and group discussions that could take place. Instead of a 3-hour educational training workshop,
there are alternative approaches to support healthcare professionals with adverse events and
disclosure. This includes trained peer supporters or support individuals who are able to provide
one-to-one intervention to help with the disclosure process, peer support mentoring or team
debriefings (Scott et al., 2010) where the topic of adverse events and disclosure can be
discussed. The supervision team reviewed the draft intervention plan and accompanying
support materials. In-depth discussions were held between members of the supervisory team to
ensure the content and materials were readable, comprehensive and useful. Comments

provided by the supervisory team were used to amend and refine the intervention.

4.5.2 Collaborating with midwives and obstetricians
Midwives and obstetricians were involved in the entirety of this research project and made
valuable contributions at every stage of the research process including the development &
piloting of the training intervention. Findings from existing research evidence (systematic
review) and primary research (interview study) were shared with these healthcare

professionals. Initially, a meeting was held with three midwives and three obstetricians
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including a consultant obstetrician to discuss the idea of developing a training intervention to
support maternity healthcare professionals with the disclosure of adverse events. This was
received positively and these healthcare professionals expressed an interest in supporting the

development of the intervention.

A second meeting was held where the researcher discussed possibilities of what content might
be included in the intervention and the healthcare professionals provided feedback. A draft of
the intervention was then developed and, in a third meeting, this was presented to 3 midwives
and 3 obstetricians who shared their thoughts and suggested changes which were
predominantly related to the structure of the session and timings of each component. The
consultant obstetrician supporting this research provided instrumental support in developing
the case studies and ensuring they were applicable to maternity, that the correct medical
terminology was used throughout and in making final changes to the intervention.
Collaborations with these healthcare professionals were key to further development of the
intervention. As these midwives and obstetricians had the first-hand experience of adverse
events and disclosure they had much to offer. Discussions with them aided understanding of the
types of training workshops which would be the most useful and practical. Further decisions
about who should deliver the intervention, intervention format and setting, session frequency
duration and fidelity were discussed with this group, and decisions were made accordingly.
Arranging sessions for delivery of the training also involved working closely with a consultant
obstetrician from the Trust where the intervention was being delivered. This provided
invaluable support particularly during the development and recruitment for the delivery of the
training, which otherwise would have proven to be very challenging due to the limited time

available for training and shift patterns of maternity healthcare professionals.

The final version of the training intervention and schedule was piloted with midwives and
obstetricians and suggested changes to the layout of the training session (such as beginning the
session by a group discussion of what constitutes an adverse event and incorporating the role-
play element at the end of the session) were made. The training intervention aimed to enhance
maternity healthcare professional's skills with the disclosure of adverse events within the UK.

The objectives of the training intervention were to:

1. Toimprove knowledge of adverse event disclosure, which includes the legal obligations
within the Duty of Candour guidance that healthcare professionals are expected to
adhere to when disclosing adverse events, and how to deliver this using a patient-
centred approach.

2. Toincrease confidence to disclose adverse events to patients and/or their family.
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3. To increase awareness of the emotional responses that healthcare professionals may
encounter after being involved in an adverse event and understand some of the

psychological strategies that can be used to manage with these.

4.5.3 Curriculum content
The training intervention was designed as a 3-hour training workshop for obstetricians and

midwives working within maternity. Based on the above-mentioned theories and research
evidence discussed in previous chapters, the training included a mixture of interactive lecture-
based components with facilitated group discussions and exercises. The group discussions
provided healthcare professionals with the opportunity to share experiences and thoughts. A
number of different aspects of the workshop are dedicated to providing participants with the
opportunity to review anonymised, real-life clinical case studies and have group discussions
based on these. This also allows participants to share their own experiences. The case studies
were developed with the assistance of consultants to ensure these were clinically relevant. The
training intervention consisted of the following components:

(1) Defining adverse events, the principles of the Duty of Candour, patient’s expectations of
disclosure and research evidence on adverse event disclosure.

(2) Exploring the emotional impact of involvement in an adverse event.

(3) Psychological self-management strategies to feel calmer and more confident to disclose to

the patient and/or family.

Defining adverse events, the principles of Duty of Candour, and research evidence on
adverse event disclosure

This first component is interactive and lecture-based. Participants are encouraged to share their
ideas as to what constitutes an adverse event and the definition of an adverse event within a
clinical context is then outlined. Participants are then encouraged to discuss and feedback to the
rest of the group, their current understanding of the Duty of Candour regulation and what it
means to them. The principles of Duty of Candour and the importance of adhering to this legal
requirement is then discussed. The statutory Duty of Candour introduced in 2015 within the
UK, now applies to all NHS organisations and all other CQC registered providers. The statutory
Duty of Candour states that when patients are exposed to moderate harm (or worse), healthcare
professionals have a legal duty to offer timely information on what has happened and to provide
an apology whether or not a complaint has been made. These events must also be reported for
investigation to avoid similar incidents in future, and leaders must encourage a culture of

reporting and learning. Following on recent research and evidence from the literature on



adverse event disclosure are
discussed. This includes the
importance of disclosure, the
benefits of conducting disclosure,
consequences of non-disclosure,
and barriers to disclosure faced
by healthcare professionals, and
patient’s expectations of
disclosure and how their needs
can be met during disclosure.
The research evidence discussed
in this section is taken from
findings from the systematic
review conducted in chapter 2,
and the interview study

conducted in chapter 3.

Development of an adverse
event guidance document

As part of the training, an A4
educational guidance document
(figure 4.1) was developed which

outlines a structured approach to

disclosing adverse events to

patients.
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staff

¢ Decide whether the patient will be
informed or family (if patient is not in a
condition to be told)

Plan what you will say

e Review and rehearse the plan for telling
the patient (or family) what happened,
and how you will express regret and re-
spond to the patient’s emotional reaction

* Be sensitive to patient’s (or family’s) cul-
tural or language needs

e Consider your own emotions and
whether you will disclose alone or with a
member of staff ® ®
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Acknowledge & apologise

e Acknowledge that an unexpected inci-
dent has taken place

Be open and transparent

e Express your regret and offer a sincere
apology to the patient

Provide information

* Be honest and open when providing
information related to the incident

_’I.

* Provide all the facts that are known to
date about the incident

¢ Provide known facts- avoid blame

e Describe the current clinical condition
and what will happen next

e Confirm that the patient/(or family)
understands the information provided-
repeat if necessary
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Reassure the patient (or family) that an
investigation will be conducted to further
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arrange a follow up meeting (where
appropriate)

Prevent further harm/future events
Provide information on the next clinical
steps

Reassure the patient of the steps which
will be taken to prevent future recurrenc-
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Manage patient’s emotions with
an empathetic response

¢ Acknowledge the patient’s (or family’s)
concerns and feelings (e.g. frustration,
anger, shock)

® Let the patient (or family) know you
understand why he or she is upset

o If the patient (or family) reacts with an-
ger, be empathetic and do not respond
with defensiveness

* Respond honestly to patient’s (or family’s)
questions

o Offer any support or help
Follow up in writing & provide
any updates (where appropriate)

e Provide the same information in writing
& provide updates on the investigation

Funded & supported by

CLAHRC
Yorkshire and
Humber

Figure 4. 1: Educational guidance document

This guidance combines the legal principles of Duty of Candour (CQC, 2015) with the ‘SPIKES’

framework (figure 4.2) for breaking bad news, which currently exists within the literature.

SPIKES is a 6 step

protocol where the goal is to enable the healthcare professional to fulfil and cover the most

important objectives of the conversation when disclosing bad news to a patient or their family,

whilst being sensitive to the needs of the patient (Baile et al., 2000).

The SPIKES protocol is a common template for breaking bad news that healthcare professionals

can utilise as a starting point if they are unsure of how to proceed (Baile et al., 2000; Buckman,

2005; McFarlane, Riggins & Smith, 2008). Breaking bad news is a task that often must be
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completed in the context of a busy clinical scenario, with
less than optimal time and conditions.

Although not all communication involving breaking bad
news can follow an exact protocol, the considerations of the
SPIKES protocol can be helpful (Eggly et al, 2006). Research
has suggested that there are a number of benefits of using a
protocol to aid difficult conversations. The SPIKES has been
shown to improve the confidence of healthcare
professionals who use it when breaking bad news to
patients (Bailie et al., 2000). Evidence from the literature
also suggests that having a plan of action is useful for
providing structure for difficult conversations (Kaplan,
2010). Understanding the processes involved in disclosure
and approaching it as a stepwise procedure can help to
improve the task of disclosing an adverse event (Bailie et al.,
2000). Following an evidence based-protocol while
integrating empathetic communication can assist in making
the difficult task of breaking bad news more comfortable for

the healthcare professional and helps to improve the

communication between the patient and

family (Rosenzweig, 2012).

SPIKES: A six-step protocol for

delivering bad news

SPIKES (Baile et al., 2000) is widely
used by healthcare professionals to
communicate difficult news to
patients in a clear, supportive and
compassionate manner. The following

six steps are included in this protocol:

1.S - SETTING up the interview
2. P - Assessing the patient’s
PERCEPTION

3.1- Obtaining the patient’s
INVITATION

4. K - Giving KNOWLEDGE and
information to the patient

5. E- Addressing the patient’s
EMOTIONS with empathetic
responses

6. S- STRATEGY and SUMMARY

Figure 4. 2: SPIKES framework

There is an evident difference between breaking bad news and disclosing an adverse event.

Breaking bad news involves disclosing unfavourable medical information related to the

patient's medical condition to the patient or their families. On the other hand, adverse events

disclosure involves disclosing an unexpected or unintended incident which occurred as a result

of the care or the services provided rather than the underlying condition. However, breaking

bad news and disclosing adverse events both fall under the category of disclosing unfavourable

information to a patient and/or their families. Disclosure is an important skill and similar to

breaking bad news, disclosing an adverse event to a patient and/or their family is a complex

communication task. Therefore, as part of the training intervention, a checklist to assist with the

disclosure process was developed.
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The aim of combining the legal principles of Duty of Candour (CQC, 2015) with the 'SPIKES'
framework for breaking bad news is to help ensure that information related to the adverse
event is delivered in a comprehensive and compassionate manner, whilst also adhering to the
legal requirements of disclosure. The aim of this flexible guidance document is to support and
aid healthcare professionals with the adverse event disclosure process. This component ends by
providing an example and general instructions of how a disclosure conversation can be

conducted using a patient-centred approach, whilst using the Duty of Candour principles.

Exploring the emotional impact of involvement in an adverse event

The effective disclosure of an adverse event to a patient and their family relies upon being in the
correct frame of mind and mentally prepared. However, for many healthcare professionals,
being involved in a significant event triggers an intense emotional stress response (Sirriyeh et
al,, 2010). Distress, panic, self-doubt, fear, guilt and shame are all commonly experienced in the
aftermath of an adverse event (Sirriyeh et al., 2010; Schwappach & Boluarte, 2008). Whilst in
the grip of such strong reactions, composing and preparing oneself for a disclosure conversation
with the patient and their family involved can be incredibly difficult. Therefore, a core aspect of
the intervention acknowledges these difficulties and supports healthcare staff with
psychological strategies to manage their own emotions after being involved in an adverse event.
It draws upon existing extensive work surrounding the ‘Second Victim’ phenomenon (e.g.
Harrison, Lawton & Stewart, 2014; Stewart, Lawton & Harrison, 2015; Sirriyeh et al., 2010; Seys
etal,, 2013; Johnson, Panagioti, Bass, Ramsey & Harrison, 2017; Harrison et al.,, 2015).

This part of the intervention focuses on ‘preparing yourself’ for a disclosure conversation, and

provides participants with:

Information on the potential impact of being involved in an adverse event, both personally
and professionally.

This section aims to increase participants' awareness of the personal and professional impact
of being involved in an adverse event. A group case study is used as a platform to encourage
discussions and personal reflections of being involved in such events, in a supportive,
confidential setting. In doing this, the goals are to reassure participants that there is a well-
documented, natural human response to being involved in such incidents, to help prepare them

for what to expect and also reduce feelings of isolation.
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Psychological self-management strategies to feel calmer and more confident to disclose to
the patient or family

This section provides further reassurance that the strong, natural responses experienced after
an event can be attenuated by using simple strategies. The Cognitive Behavioural Therapy (CBT)
model (figure 4.3) is introduced, positioning it as a useful personal self-management tool. The
CBT model is populated with clinically relevant examples to illustrate how particular cognitive
appraisals or narratives individuals construct about the adverse event can trigger intense
emotional and physiological responses. For example, harsh thoughts (e.g. ‘I can’t believe I did
that to the patient. I'm totally incompetent. I'm going to lose my job!’), are threat-oriented,
therefore they trigger the fight-flight-freeze response. Corresponding physiological changes
then impede functioning (e.g. we have difficulty concentrating, are forgetful, are avoidant, make

more mistakes) and this cycle continues.

The different strategies that can be used to interrupt this 'fight-flight-freeze' response are
examined and practised throughout the session. These strategies are broadly based around (a)

reducing threat oriented thoughts and (b) switching off threat-based physiology.

The Cognitive Behavioural Therapy Framework

Beliefs

2

Trigger event

@(ing hab@ . ‘

Thoughts

: Emotions/
Behaviours _ sensations

Figure 4. 3: The cognitive Behavioural Therapy Model

Reducing threat-oriented thoughts involves firstly recognising a toxic thought (e.g. “I'm a
terrible doctor! Why am I doing this job?. I can’t face the family”) and formulating a more
adaptive, compassionate statement to counteract it (e.g. “I'm not terrible, I've done loads of these
procedures well and helped many families. I'm human. The family will be upset but I can draw on
my training to guide me through this.”) There is strong evidence that engaging in this more
compassionate, cognitive reappraisal of situations increases self-esteem (Amritsu & Hofman,

2017), decreases depression (Philpot & Bamburg, 1996) and is superior to anti-depressants,
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light therapy, counselling or yoga for reducing repetitive, negative thinking (Spinhoven et al,
2018). This element also focuses on reinforcing that participants are able to successfully
conduct disclosure and that they can and will succeed with disclosure. Participants are provided

with a few minutes to practice self-encouragement to support them with the disclosure.

A simple controlled breathing technique is introduced and practised, which switches off
threat-based physiology by stimulating the ‘rest and digest (parasympathetic) nervous
system. Just a few minutes of slow, measured breathing has been found to have an immediate
effect on reducing blood pressure and heart rate (Pramanik, Pudasaini & Prajapati, 2010). With
more regular practice, there is evidence that it reduces anxiety (Chen, Huang, Chien & Cheng,
2017), depression (Valenza et al, 2014) and even procedural pain and anxiety in burns patients
whilst having their dressings changed (Park, Oh & Kim, 2013). This element of the session ends
by providing an opportunity to practice disclosure skills through the use of role-plays, using a

case study.

Signposting for further support with adverse events
This element of the workshop concludes by signposting healthcare professionals to further
support on adverse events. One type of support participants are signposted to includes a second

victim website (https://secondvictim.co.uk/) which provides additional support for coping with

adverse events. As discussed in further detail in previous chapters, the term second victim is
used to describe the emotional suffering that is experienced by healthcare professionals when
they are involved in adverse events (Wu & Steckleberg, 2012). This website has been recently
developed by researchers in collaboration with stakeholders including the Royal College of
Physicians as well as second victims. This is a particularly useful resource which provides key
information and signposting for second victims, colleagues and managers who wish to help an
individual in this situation and those who are seeking to develop more strategic, organisational

and system-level support.


https://secondvictim.co.uk/
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Alogic model is displayed below (figure 4.4) which presents a summary of how the training intervention to enhance maternity healthcare

professional’s skills with disclosure is intended to work and describes the relationships between resources, activities and results.

The problem Inputs Activities Outcomes
(Why is there a need for (Materials used by the (What the intervention (Expected results of taking part in the intervention)
” . .
change?) intervention) does with the resources to
direct change)
Short-term outcome Intermediate Long-term outcome
outcome
Guidance& training on how | 3 x 3 hour face-face Provide information Improved knowledge | Increased Improved patient

to conduct disclosure not

available.

A need to develop skills on
how to conduct an effective

disclosure.

Lack of familiarity with

Duty of Candour.

Need to understand
emotional consequences of
disclosure & strategies to

manage negative emotions.

training intervention

workshops.

Will be delivered by
three facilitators.
(Including two health
psychologists with a
research background in
adverse event disclosure
and patient safety, and a
consultant obstetrician

to provide clinical

about disclosure.

Provide information on
the benefits of disclosure
and the consequences of

non-disclosure.

Provide instructions on
how to conduct disclosure
using a patient centred

approach.

of adverse event

disclosure.

Improved confidence
to disclose adverse

events.

Increased awareness
of the emotional
consequences of

being involved in an

disclosure rates.

Improved quality of

disclosure.

Reduced negative
emotional
consequences for
healthcare

professionals.

ratings of disclosure.

Decreased litigation

rates.
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context.).

A training presentation.

Disclosure guidance

document.

Case studies for the 2

group discussions.

Provide verbal persuasion

about capability.

Encourage and provide
opportunity to practice
self-talk/self-
encouragement (silently)

to support disclosure.

Provide opportunity to
practice disclosure with
colleagues with feedback
(in the form of role plays,

using case studies).

Provide the links between
being involved in an
adverse event and the
emotional consequences

that may occur.

Provide explanation for

these emotional

adverse event.

Awareness of
strategies to manage

negative emotions.
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consequences using the

CBT model framework.

Advise ways to reduce
negative emotions to
facilitate effective
disclosure (including
reducing threat-oriented
thoughts, forming
adaptive self-statements
and behavioural
experiments such as

breathing exercises).

Figure 4. 4: A logic model presenting a summary of the training intervention
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4.6 Delivery of intervention

Selecting mode and style of delivery

The intervention was designed to be delivered as a face-face group intervention. This mode of
delivery was selected following considerations of the evidence, practical issues identified,
analysis of qualitative interviews with maternity healthcare professionals (chapter 3), and
discussions with obstetricians and midwives during the intervention development and planning
stages. It was decided that an interactive delivery style should be utilised, to encourage
healthcare professionals to reflect on and discuss their own experiences. The training combines
traditional lecture style learning approaches with group exercises, discussions and reviewing of
case studies to maximise effectiveness. Three facilitators will conduct the workshop; two health
psychologists with a research background in adverse event disclosure and patient safety, and a
consultant obstetrician to provide clinical context. The intervention was developed to be
delivered to small groups of healthcare professionals. The optimal group size was set between
8-12 healthcare professionals. This was felt appropriate to enable sufficient individual attention
and support, particularly during the practical aspects of the training. An outline of the
intervention is presented in Table 3 which includes timings, activities and materials included

within the intervention.
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Table 4. 1: Schedule of training intervention session

Timings Activities Materials
(minutes)
00:00-10:00 Welcome & confidentiality-contracting Slide one: Introduction
Welcome the group and discuss who we are and briefly outline what the session will and welcome  Slide
two: Plan for the
cover.
session Slide 3: PhD
Explain that this workshop can be viewed as a useful space where people can feel safe to work and data
discuss experiences. collection
Ask everyone if they are happy to keep confidential what is discussed in the room.
Explain that this is part of a PhD project and whether the group would be happy to
complete some anonymous questionnaires.
10:00 - 15:00 Background to disclosure

Provide a background to adverse events and disclosure and the importance of

training in this area.

Slide 4: Adverse events

- background
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15:00- 25:00 Defining adverse events & Duty of Candour principles
Group exercise 1:
Slide 5: Group exercise
The group are encouraged to share their ideas of what constitutes an adverse event. 1
Definition of an adverse event is then provided.
25:00-40:00 Slide 6: Disclosure of
The group are encouraged to share their current understanding of Duty of Candour '
: adverse events
regulation.
The Duty of Candour principles are then discussed and the importance of this
regulation is discussed.
40:00 -50:00 Research evidence on current adverse event disclosure practices Slide 8: Barriers to
Barriers to adverse event disclosure faced by healthcare professionals. disclosure
Discussions with the group surrounding the barrier ‘lack of training
available/absence of disclosure education’.
50:00-55:00 Overview of the different elements of the workshop Slide 9 & 10: Overview
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The workshop will include the following three elements: -'Preparing yourself' -
'Preparing your approach’
-Doit’

-Optional reflection exercise

of workshop

55:00-65:00 ‘PREPARING YOURSELF’ Slides 10, 11 & 12:
The emotional impact of involvement in an adverse event Emotional impact of
Information and research evidence on the personal and professional impact of being involvement in an
. . . adverse event
involved in an adverse event are discussed.
Group case study 1
65:00-80:00 Used to encourage discussion and personal reflection of being involved in an adverse Slide 13 & 14: Group
event. Group are encouraged to consider what thoughts might be triggered by the case study
adverse event and how they might feel in the aftermath of the event.
Post-it notes to write
down reflections
80:00-95:00 BREAK
95:00-125:00 Psychological self- management strategies to feel calmer and more confident to

disclose adverse events

Managing your thoughts - psychological perspective

Slides 15 & 16:
Psychological
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Cognitive behavioural therapy (CBT) framework is introduced and explained in

relation to adverse events.

CBT framework is positioned as a useful personal self-management tool.

Two psychological self-management strategies are examined, demonstrated and
practised: 1. Ways to reduce threat-oriented thoughts - practised for 5 minutes. 2.

Breathing techniques - practised for 2 minutes.

perspectives on the

impact of thinking

Slides 17,18 & 19:
Cognitive behavioural
therapy framework

model

Slides 20, 21 & 22:
Psychological self-

management strategies

125:00-130:00

Signposting for further support with adverse events
Group are encouraged to share the types of support they are currently aware of.

Group are then signposted to a particular source of support; www.secondvictim.co.uk

Slide 23: A new national
resource - Second

victim support

130:00-140:00

'PREPARING YOUR APPROACH' Background knowledge

Discuss the importance of disclosure

Slide 24: The
importance of

disclosure



http://www.secondvictim.co.uk/
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Research evidence discussing patients expectations after an adverse event

Slide 25: Patient
expectations after an

adverse event

140:00-145:00

Guidance checklist
The group are each provided with the Duty of Candour guidance checklist (figure 1).

The development and aims of the checklist are explained.

Slide 26: Guidance
checklist

Duty of Candor
checklist handout

145:00-155:00

Applying knowledge into practice
Group case study 2

The group are provided with a clinical case study to role play in pairs. They are

reminded to provide feedback to each other.

They are also asked to consider the following questions and be prepared to feedback
to the rest of the group:

-Think about disclosure from your point of view — how would you be feeling?

-Think about disclosure from the patient/family’s point of view- how would they be
feeling?

-How would you approach disclosure? What exactly would you say to the

patient/family?

Slides 27-28: Group
case study 2

Post-it notes to write

down any thoughts

155:00-165:00

Rounding up: Reviewing learning outcomes




123

Wind the session down by recapping the learning outcomes for the session.
Ask the group the following:
What for them has been the most significant aspect we’ve covered today?

Is there a particular “take-home message” for them personally?
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4.7 Requirements for implementation

Access to suitable premises is required for the implementation of the intervention. These
must-have PowerPoint facilities and allow for a group of 8-12 maternity healthcare
professionals to be seated comfortably. It is also important to arrange flexible workshop
sessions at a time where maternity healthcare professionals will be not be restricted to
attend due to their working hours. In-depth discussions with a consultant obstetrician
revealed that the most practical time to deliver these sessions would be during a day
where healthcare professionals had protected learning time. At the main intervention
delivery site, obstetricians and midwives had two days a month which contributed

towards protected training time.

4.8 Conclusion

This chapter has described the design and development of an intervention to support
midwives and obstetricians within the UK with the disclosure of adverse events. The
intervention was developed based on the MRC guidelines (MRC, 2008) and aimed to
enhance midwives and obstetricians skills with the disclosure of adverse events. A number
of theoretical approaches were combined with existing research evidence, and
incorporated evidence from the recent Duty of Candour disclosure policy within the UK.
The training intervention which was designed was a 3-hour training workshop, and
included a mixture of interactive lecture-based components with facilitated group

discussions and exercises.
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Chapter 5: The acceptability and feasibility of a
training intervention to support maternity healthcare
professionals with the disclosure of adverse events

5.1 Chapter summary: The previous chapter described the development of a training

intervention to enhance maternity healthcare professional’s skills with the disclosure of
adverse events. This chapter presents a feasibility study that was conducted to explore the
acceptability and feasibility of this intervention. The results of this study are presented and

implications for future development are discussed.

5.2 Background

The findings from previous research on adverse event disclosure have identified that a
priority for supporting healthcare professionals with the disclosure process is to provide
training on adverse event disclosure (chapters 2 and 5). A systematic review and meta-
ethnography were conducted to synthesise the qualitative literature on the views and
experiences of patients/family members and healthcare professionals on the disclosure of
adverse events (chapter 2). The findings from this revealed that although healthcare
professionals advocated the disclosure of adverse events, they faced several barriers that
hindered appropriate disclosure practices. One of these barriers was a lack of skills and
training available on conducting adverse event disclosure. A qualitative interview study
with midwives and obstetricians within the UK revealed that although healthcare
professionals believed that honesty, transparency, and openness were important
principles of disclosure, they struggled with this process (chapter 4). Within the UK, there
is currently a lack of clarity and support surrounding the disclosure process. There is a
need for support and guidance from an organisational level for factors such as the Duty of
Candour regulation. Maternity healthcare professionals expressed a need for educational
training specific to adverse event disclosure. A distinct need for training that is specific to
adverse event disclosure was expressed by both midwives and obstetricians and they
reported that they had not previously received this type of training. The relevant existing
evidence on adverse event disclosure interventions was identified and previous
intervention studies to improve or promote adverse event disclosure were conducted in
the USA (Gunderson et al., 2009; Halbach & Sullivan, 2005; Kiersma et al., 2009;
Madigosky et al., 2006; Moskowitz et al., 2007; Paxton & Rubinfeld, 2010; Wayman et al.,
2007; Sukalich et al., 2014; Langer et al., 2016; White et al., 2017; Bonnema et al., 2009),
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Canada (Posner & Nakajima, 2011) and South Korea (Kim et al., 2017) with no

intervention studies identified within the UK.

Disclosure is imperative as healthcare professionals have a responsibility and duty to be
open and honest with patients when things go wrong within their care. Disclosure is
important for both patients and healthcare professionals. Patients have the right to know
what has happened to them, providing an ethical imperative to disclose adverse events
(O’Connor et al, 2010). It maintains trust between patients and healthcare professionals,
and failure to disclose can result in increased litigation by patients (Wu et al., 2013;
Gallagher et al.,, 2007). It has also been argued that disclosure provides an outlet for the
emotional consequences that healthcare professionals experience during involvement in
an adverse event (Hall & Scott, 2012;). As a result of the detailed preliminary work
discussed above, taking into account healthcare professional's needs and preferences, and
informed by theoretical frameworks, a training intervention to enhance maternity
healthcare professional's skills with the disclosure of adverse events within the UK was
developed. The development of this intervention is described in great detail in chapter 5.
The purpose of the training intervention was to enhance participant's skills for disclosing
adverse events. After developing this training intervention, it was necessary to explore the

feasibility and acceptability of this intervention.

Feasibility studies are pieces of research carried out before the main study and answer the
question, ‘Can this be done?’ (Cope, 2015) and are intended to guide the planning of
larger-scale studies. Feasibility studies focus on the process of developing and
implementing interventions and results in the preliminary examination of participants
responses to the intervention (Orsmond & Kohn, 2015). These types of studies are used to
estimate important parameters that are needed to design the main study. These can
include the willingness of healthcare professionals to recruit participants, follow up rates,
response rates to questionnaires, the time needed to collect and analyse data (National
Institute for Health Research, 2019), intervention acceptability, the suitability of the study
procedures, and evaluation and refinement of data collection procedures and outcome
measures (Orsmond & Cohn, 2015). Feasibility studies can help to identify any
modifications regarding the intervention before a larger trial as well as the research
methodology (Thabane et al,, 2010). Based on the definition mentioned above, the current
study is a described as a feasibility study which is conducted in preparation for a future,
larger randomised wait-list control trial to assess the effect of the training intervention

(Elridge et al., 2016).
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5.3 Aims

5.3.1 Primary aims:
1. To explore the acceptability of a training intervention to enhance maternity healthcare
professionals’ skills with the disclosure of adverse events.
2. To explore the feasibility of delivering this intervention and feasibility of collecting

research data.

5.3.2 Secondary aim:
To assess the extent to which the training intervention has the potential to enhance

knowledge of adverse event disclosure and self-efficacy (confidence) to disclose.

5.4 Objectives

1. To explore the acceptability of the format and content of the training intervention

and the perceived usefulness of the intervention.

2. To explore the feasibility of delivering the intervention (including participant
uptake (which includes all participants approached and eligible for the intervention,
and those who were successfully recruited for the intervention) and feasibility of

delivering the intervention within the allocated time).

3. To explore the feasibility and appropriateness of the data collection procedures
(including the feasibility of completing baseline and follow-up questionnaires, and

follow-up response rates, and retention rates).

4. To explore the magnitude of change on knowledge and self-efficacy outcomes to
inform the parameters of a subsequent randomised wait-list control trial. The

feasibility of the full trial design was not assessed in this study.

5.5 Methods

5.5.1 Study design
A mixed-methods approach was used to assess the acceptability and feasibility of the
training intervention, and the feasibility and appropriateness of the data collection
methods, where both quantitative and qualitative data were collected and analysed. The
quantitative element of this study involved a pre-post study design to explore the

magnitude of change in knowledge and self-efficacy outcomes. The quantitative element
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also involved exploring participant’s feedback on the training workshop through the use of
a feedback questionnaire. The qualitative element involved the use of follow-up semi-
structured interviews to understand participant’s experiences and perceptions of taking
part in the training intervention and obtain feedback to improve the intervention in the
future. This is consistent with the MRC guidelines for complex interventions which suggest
that a mixture of qualitative and quantitative methods are likely to be needed to assess
feasibility (MRC, 2008). Evaluation of a training program is an effort to determine whether
the training program objectives have been achieved, by gathering information to assess
the efficiency of the program (Musal et al., 2008). As well as exploring the feasibility of
delivering the training, the training programme was also evaluated with regard to its
acceptability and impact. The outcome measures for this study were informed by the
Kirkpatrick model (Smidt, Balandin, Sigafoos & Reed, 2009) for assessing training
interventions. This model suggests that evaluations should collect data at the following

four levels:

(1) Reaction

This level of evaluation typically involves participants completing a post-course evaluation
of their impressions of the training. This level of evaluation does not measure what
participants have learnt but aims to understand participant's opinions and reactions to the

training (Smidt et al.,, 2009).

(2) Learning

The second level of evaluation involves measuring what participants have learnt in terms
of knowledge and skills. This level of evaluation allows participants to demonstrate their
understanding of specific skills or knowledge within the learning programme (Smidt et al.,

2009)

(3) Behaviour

The third level of evaluation is behaviour or performance and involves assessment of the
trainee's ability to use their newly learned knowledge or skills in the workplace. This level
of evaluation aims to determine whether participants use their newly acquired skills when

they return to their work environment (Smidt et al., 2009).

(4) Results
The fourth level is a measure of the long term impact that the training has had overall,

including financial and morale impacts (Smidt et al., 2009).
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For Level 1, feedback was collected from participants regarding the perceptions of the
intervention immediately following the workshop, using a feedback questionnaire.
Qualitative telephone interviews were also conducted up until two weeks after taking part
in the training intervention to further understand participant’s perceptions of the training
and to obtain feedback to improve the intervention in the future. For Level 2, participants
completed a multiple-choice questionnaire (knowledge questionnaire) and a self-efficacy
questionnaire which were related to adverse event disclosure to explore whether there
was any change in knowledge and self-efficacy. Both questionnaires were completed
before and after taking part in the training. Whilst data which directly pertained to Level 3
(behaviour) was not collected, within the follow-up interviews, participants were asked
what they had learnt in terms of knowledge and skills, and how they would apply these
skills or knowledge within their healthcare organisation. Due to the time restrictions of
this PhD research, it was not possible to measure Level 4 (results) as this would require a
long term follow up of participants to measure the long term impact of the training (this is

discussed in further detail in the discussion chapter).

5.5.2 Identification, sampling, and procedure

5.5.3 Ethical and Governance approvals
This study received ethical approval from the University of Leeds Research Ethics
Committee, School of Psychology (ethics reference number: PSC-415). Research and
Development approval and Health Research Authority governance approval was not
required for this study as there was only one recruitment site and research at this Trust

was classed as service development.

5.5.4 Sampling
Participants were eligible to take part in the training intervention if they were a midwife

or an obstetrician working at the NHS recruitment trust. Participants were only excluded
if they did not meet these criteria. Based on existing recommendations which suggest that
sample sizes between 24 and 50 are reasonable for feasibility studies (Sim & Lewis, 2012;
Julious, 2005), this study aimed to recruit 36 participants in total (18 obstetricians and 18
midwives). It was planned that 3 workshops would be run with 12 participants in each

workshop (each with 6 midwives and 6 obstetricians).
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5.5.5 Procedure
Potential participants were sent the recruitment email by the designated contact within

the Trust who had agreed to help support the research. Potential participants were also
made aware of this training intervention study in their scheduled teaching sessions by the
designated contact. Those participants who expressed an interest in the study contacted
the researcher by email, who was able to answer any questions. The researcher confirmed
that the potential participant was eligible to take part in the study. These potential
participants were provided with a study pack, which contained the participant
information sheet (see Appendix 8), participant consent form (see Appendix 9), and
information regarding the session dates, location, time, and duration. These were provided
at least 24 hours in advance of taking part in the training intervention. Participants were
sent an email reminder a week before the workshops were due. Upon arrival, to ensure
that participants felt welcome, they were provided with refreshments including tea, coffee,
and biscuits. At the beginning of the session, before the workshop session began,
participants were asked to complete a multiple-choice questionnaire assessing knowledge
of adverse event disclosure (see Appendix 10) and a questionnaire measuring self-efficacy
to disclose (see Appendix 11). Once the training intervention was completed, participants
were asked to complete the same multiple-choice and self-efficacy questionnaire as well as

a feedback questionnaire (see Appendix 12 for feedback questionnaire).

At the end of the training intervention, participants were provided with the opportunity to
sign up to take part in a follow-up telephone interview lasting approximately 30 minutes.
This was to gain a further in-depth understanding of participant’s experiences and
perceptions of taking part in the training intervention and to obtain feedback to improve
the intervention in the future.

Those participants who had not initially signed up to take part in the follow-up interviews
were sent a reminder email by the researcher after the training. A mutually convenient
time was arranged with those who expressed an interest. Participants were able to take
part in the follow-up interviews anytime up until two weeks after the training
intervention. It was made clear to participants that taking part in the follow-up interviews
was optional. Participants were informed that this was an opportunity for them to provide
their views and feedback on the training workshop they had taken part in. Participants
received an incentive in the form of a £25 amazon voucher for taking part in the follow-up
interview. The researcher interviewing ensured that all follow-up interviews were

conducted and recorded in a confidential room where only the researcher was present.
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5.6 Intervention

5.6.1 Setting
All three of the training intervention sessions were delivered at the NHS recruitment site
for the convenience of participants. Each of the intervention sessions were delivered in a
multipurpose room, which had PowerPoint facilities, chairs, and plenty of space to move
around. These rooms were booked in advance by the designated contact at the Trust

where the intervention was being delivered.

5.6.2 Format and delivery
The intervention compromised of a three-hour training session for midwives and
obstetricians. All participants received a group intervention that aimed to support them
with the disclosure of adverse events. Each training session was delivered by the
candidate (a psychologist by background), and an occupational psychologist with the
support of a consultant obstetrician. The candidate and occupational psychologist will be
referred to as the course leaders from here onwards. The course leaders delivered all
aspects of the training intervention sessions. The consultant obstetrician provided support
throughout the session and in particular, was able to answer any obstetrics and
gynaecology specific questions participants had. The consultant obstetrician provided
instrumental support in discussing the case studies (more information provided in
chapter 4) with participants. Each session was delivered using the same format and

content and lasted approximately three hours including a tea/coffee break.

5.6.3 Content
The training intervention included a mixture of interactive lecture-based components with
facilitated group discussions and exercises. The training intervention consisted of the
following components:
(1) Defining adverse events and principles of Duty of Candour
(2) Exploring the emotional impact of involvement in an adverse event
(3) Psychological self-management strategies to feel calmer and more confident to

disclose to the patient and/or family

Detailed information about the intervention development, content, format, structure, and

delivery has been described in chapter 4.
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5.6.4 Development of session plans and support materials
Detailed session plans were developed to aid delivery and facilitate learning. These have

been described in more detail in chapter 4. The training intervention and all materials
including questionnaires were piloted with a group of 4 midwives and 5 obstetricians.
Minor changes and refinements were made before delivering the first training
intervention session. These included changes to some terminology within the training and

slightly altering the format of the training.

5.7 Measures

1. Acceptability and perceived usefulness of the training intervention

To assess acceptability and perceived usefulness of the training intervention, study
participants completed an anonymised feedback questionnaire at the end of the training
workshop, which consisted of eight items. Participants were asked to rate the following
eight items on a five-point Likert scale which ranged from 'strongly disagree' to 'strongly
agree': ‘The training was effective in its delivery’, ‘The training was an effective use of time’,
‘The training provided an adequate time to learn the concepts and skills’, ‘The training
described skills which will be applicable in my hospital’, ‘The background information on
adverse event disclosure was useful’, ‘The case-based group discussions were useful’, ‘The
guidance document for adverse event disclosure was useful’ and ‘The awareness of
psychological strategies to reduce emotional distress faced after an adverse event was

useful’.

Participants were asked a further open-ended question: ‘Do you have any comments
related to this training? (E.g. were there any aspects of the training that you did not find
useful? Is there anything else that you would have liked to see included in the training?)?
Participants were asked to complete the questionnaire and to ensure anonymity, they
were asked to leave them at the front desk before leaving, rather than hand them to the

course leaders. Once all participants left, these were then collected by the course leaders.

2. Feasibility of delivering the intervention

To assess the feasibility of delivering the training intervention, the following feasibility
indicators were included: 1). Participant uptake (includes all participants approached and
eligible for the intervention, and those who were successfully recruited for the intervention)

and 2). Feasibility of delivering the intervention within the allocated time.
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3. Feasibility and appropriateness of the data collection procedures

To assess the feasibility and appropriateness of the data collection procedures, the
following indicators were included: 1). Feasibility of completing the questionnaires which
were determined by the number of questionnaires completed, missing items on
questionnaires, and the time taken to complete the questionnaires and 2). Follow-up
response rates which were determined by the number of individuals who chose to take
part in the follow-up interviews and 3). Recording retention rates of participants from the
beginning of the training intervention until the end of the training intervention, including

the number of people who initially signed up to take part but did not end up attending.

4. Knowledge of adverse event disclosure

As there was no tool available to assess knowledge of adverse event disclosure based on
UK disclosure practices, a 6-item multiple-choice questionnaire was developed, where one
answer was correct and three incorrect. Participants were instructed to tick one response
which they believed was correct for each of the 6 questions. Each participant's knowledge
score was calculated by adding up the number of correct answers. Each participant had a
pre-intervention and post-intervention knowledge score. The questionnaire was designed
to assess participant's knowledge of the current adverse event disclosure practices within
the UK. The questions developed were based on the current Duty of Candour regulation
(CQC, 2015) and discussions with a consultant obstetrician and a senior midwife. The
questionnaire was piloted with two midwives and two obstetricians and refinements were
made. Copies of the multiple-choice questionnaire with the correct answers highlighted,
were available for participants to collect from the researcher once they had completed and

handed in their completed knowledge and self-efficacy questionnaires.

5. Self-efficacy (confidence) in disclosure skills

Domain-based assessments of perceived self-efficacy (confidence) are strong predictors of
performance (Bandura, 1997). Self-efficacy theory is a subset of a well-established social
cognitive theory (Bandura, 1986) which has previously been used in assessments of
adverse event disclosure (Bonnema et al., 2009). An 8-item instrument to assess
healthcare professionals ' perceived disclosure self-efficacy was developed based on a
published existing instrument (Bonnema et al., 2009), where modifications were made to
ensure it was applicable for the current study. The items were designed to assess
healthcare professionals' self-efficacy in their (a) understanding of the importance of
disclosure, (b) understanding of the steps that should be included in the disclosure

conversation, (c) knowledge of the professional Duty of Candour, (d) ability to
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communicate a statement that an unexpected adverse event has occurred, (e) ability to
provide an expression of regret/empathy to the patient (or family), (f) ability to answer
questions posed by the patient (or family) about the adverse event, (g) ability to manage
emotions that patients (or family) may exhibit when they are informed of the adverse
event, (h) ability to manage own emotions when disclosing an adverse event to a patient
(or family). The training intervention covered all the above-mentioned elements related to
disclosure. Healthcare professionals rated their confidence for each of the questions on a
four-point Likert scale (1= not confident at all, 2 = a little confident, 3= confident, 4= very
confident). A total self-efficacy score was calculated for each participant by adding up
Likert scores for each question. Each participant had a pre-intervention and post-
intervention self-efficacy score. Internal consistency describes the extent to which all the
items in a questionnaire measure the same concept or construct, and is therefore
connected to the inter-relatedness of the items within the questionnaire. Internal
consistency was determined before this study took place by pilot testing the questionnaire
and was measured using Cronbach's alpha. A co-efficient value of 0.80 was produced,

indicating that the items within the questionnaire had relatively high internal consistency.

5.8. Data collection

Both the information sheet and consent form highlighted that data would be collected
from participants for research purposes. Participants were provided with the opportunity
to ask any questions related to this before the sessions took place and any issues were

clarified. Written informed consent was also obtained before each session commenced.

5.8.1 Demographic information
Basic demographic information was collected from each participant, which included
gender, age, and work-specific demographics including profession and number of years

worked in their profession.

5.8.2 Quantitative data analysis approach
All quantitative data was entered into IBM SPSS statistics (version 26). Quantitative data
from the feedback questionnaire was analysed using descriptive statistics, where each of
the Likert-type scale responses was reported in the form of frequencies, displayed in a
graph. Paired samples t-tests were used to compare participant's pre and post-
intervention knowledge assessment total scores and self-efficacy total scores. Participants
had to complete all assessments to be included in the data analysis of each session. In

order to determine which aspects of disclosure participant's self-efficacy improved, a non-
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parametric test was chosen as the data was ordinal. The non-parametric test chosen was
the Wilcoxon signed-rank test. A Bonferroni correction was applied to account for multiple
comparisons resulting in a p<0.006 needed for statistical significance. Where participants
had left before the session ended, the data for that participant was deleted from the

analysis.

5.8.3 Qualitative data analysis approach
Semi-structured follow-up telephone interviews were conducted to understand
participant’s experiences and perceptions of taking part in the training intervention and
obtain feedback to improve the intervention in the future. These interviews were based on
an interview guide developed in discussion with the supervisory team and consultant
obstetrician (see Appendix 13 for interview guide). Participants were asked questions
related to their overall thoughts and perceptions of the training session including the
different components if they perceived that they had learnt anything from the training,
what they perceived as useful within the training, what did not go well, and what future

improvements could be made.

The qualitative data were analysed using Thematic Analysis. This is a method for
identifying, analysing, and reporting themes (patterns) within the data. One of the benefits
of thematic analysis is that it is viewed as a flexible approach that is essentially
independent of theory and epistemology and can be applied across a range of theoretical
and epistemological approaches. The themes within the data were identified using an
inductive analysis approach, where the themes identified were strongly linked to the data
(Braun & Clarke, 2006; Patton, 1990). This approach involved coding the interview data
without trying to fit it into a pre-existing coding framework or the researcher's analytic
preconceptions (Braun & Clarke, 2006), and therefore this form of thematic analysis is
viewed as data-driven. The thematic analysis process was based on the following six-
phase approach as described by Braun and Clarke (2006); Familiarising yourself with the
data, generating initial codes, searching for themes, reviewing themes, defining and
naming themes, and producing the report. The process of thematic analysis that was
followed is previously discussed in detail within chapter 3. In qualitative research, as a
concept, rigour can be thought of in terms of the quality of the research process. The more
rigorous the process, the more trustworthy the findings are considered to be (Given,
2008). Analytic rigour and transparency were promoted and enhanced in several ways.
The researcher and the supervisory team met frequently to discuss data collection and

analysis. During the analysis, two transcripts were each independently analysed by two
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members of the supervisory team as well as the researcher to ensure rigour. The sets of

analyses were discussed and common codes were agreed upon.

5.9 Results

5.9.1 Participant characteristics

A total of 31 maternity healthcare professionals enrolled and took part in the training

intervention (20 females and 11 males). Participants’ ages ranged from 25 to 56 years and

participants were recruited from the participating trust. All participants reported that

they had not previously received training on adverse event disclosure (n=31). In total, 3

training workshops took place. Workshop 1 (n=8) and workshop 2 (n=11) included only

obstetricians, and workshop 3 (n=12) included both midwives (n6) and obstetricians

(n=6). Participant demographic information is displayed in Table 5.1 below.

Table 5. 1: Participant demographic information

Workshop Number of Gender Grade Years worked | Age range
participants in the
profession

Workshop1 | 8 Females: ST1: 25% Ranged 26-40 years
(Obstetricians 37% ST2:12% between: 3 -15
only) ST5:25% years

Males: ST7:38%

63%
Workshop 2 | 11 Females: ST7:82% Ranged 35-45 years
(Obstetricians 64% ST6: 18% between: 7-15
only) years

Males:

36%
Workshop 3 | 12 (6 Females: ST1:17% Obstetricians Obstetricians:
(Obstetricians | midwives & 6 | 83% ST2: 8% ranged 25-38 years
& midwives) | obstetricians) ST3: 8% between:

Males: ST7:17% 1-10 years Midwives:
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17%

Band 6

42%
Band 7

12%

(midwives):

(midwives):

Midwives
ranged
between:

3-33 years

28-56 years

5.9.2 Objective 1: The acceptability of the format and content of the training

intervention and the perceived usefulness of the intervention.
All 31 participants completed the feedback questionnaire, where they responded to a

number of statements about the training. Figure 5.1 displays a visual representation of the

feedback statements and participant ratings. The preliminary data available from 31

participants showed that overall, the training was rated as effective in its delivery
(M=4.26, SD = 0.44), an effective use of time (M=4.32, SD= 0.47), provided adequate time
to learn the skills and concepts (M= 4.26, SD=0.44), described skills applicable in their
hospital (M= 4.22, SD= 0.56), role play/case studies were useful (M= 3.83, SD= 0.52),

guidance document for adverse event disclosure was useful (M= 4.13, SD= 0.67) and

awareness of psychological strategies was useful (M=4.19, SD=0.75).
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Figure 5. 1: Feedback - Likert ratings for the training intervention

On the feedback questionnaire, participants also provided additional comments about the
training. These were related to overall thoughts of the training intervention, what was
learnt, and suggested improvements. To summarise, participants had a positive attitude
towards the training workshop, believed it was relevant, and useful to discuss the Duty of
Candour and the impact of adverse events and disclosure on healthcare professionals. In
terms of learning, participants described that they learnt about what patient’s desire from
disclosure as well as ways to reduce their own emotional distress. Improvements to the
training included increasing the amount of time for discussions, providing less detail on
the CBT model as some participants were already familiar with this, and including more
scenarios. A detailed table of all the comments provided by participants on the feedback

questionnaire is available in Appendix 14.

5.9.3 Objective 2: The feasibility of delivering the intervention
1). Participant uptake (includes all participants approached and eligible for the intervention,
and those who were successfully recruited for the intervention)
In total, 31 participants were recruited for this taking part in the intervention. This

included 6 midwives and 25 obstetricians. There were three intervention sessions in total;



139

only obstetricians took part in two of the workshops and the third workshop was
interdisciplinary in nature and included both midwives and obstetricians. It was made
clear in the workshop information document in which the session dates were presented,
that only obstetricians may sign up for the first two workshops and both midwives and
obstetricians for the final workshops. Participants were clearly informed in the workshop
information document that they may only sign up for one of the workshops. This was
ensured by the researcher as the registers for each of the workshops were checked to

confirm no participant had taken part in the previous workshops.

Several efforts were made to try and arrange a workshop session for midwives only.
Although a few preliminary dates for sessions were arranged in collaboration with the
Head of Midwifery, each session was cancelled due to the lack of availability of midwives.
The reasons for this included short staffing and the lack of allocated training time available
for midwives. Obstetricians, on the other hand, were allocated protected training time, one
afternoon per month. The intervention sessions were delivered during this training time.
Arranging the training sessions for obstetricians was also a challenging and time-
consuming process, however, and four prior sessions were booked and later cancelled due
to the obstetricians having to attend clinical duties. Due to four of the preliminary booked
intervention sessions being cancelled, it took a period of eight months to arrange and

deliver the training intervention sessions.

2). Feasibility of delivering the intervention within the allocated time

The intervention was planned to be delivered within 3 hours. Each of the three training
intervention sessions were delivered within the allocated 3 hours. This time frame
enabled the delivery of all the content within the training session with sufficient time for

discussions and exercises.

5.9.4 Objective 3: Feasibility and appropriateness of the data collection
procedures
1). Feasibility of completing the questionnaires
All participants (except the two who left halfway through the intervention) completed the
pre-training, post-training, and feedback questionnaires. 10 minutes were allocated at the
beginning of the training and 10 minutes after the training to complete the questionnaires.
No missing data was identified within the questionnaires. However, only 15 participants

provided responses for the open-ended item on the feedback questionnaire which was
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related to providing additional comments about the training intervention.

2). Follow-up response rates which was determined by the number of individuals who chose
to take part in the follow-up interviews

From the 31 participants, 12 from the three intervention sessions (9 obstetricians and 3
midwives) chose to take part in the follow-up interviews. All participants who had signed

up for the follow-up interviews took part.

3). Recording retention rates of participants from the beginning of the training intervention
till the end of the intervention

Initially, 39 participants had signed up for the training intervention, however, due to
clinical duties or a change in work rotas, 8 participants were unable to attend (4 midwives
and 4 obstetricians). 2 participants (both obstetricians from training session 1) left
halfway through the intervention. One of the participants left due to clinical duties, and the
second left due to personal reasons. The data of these participants who left partway
through the training was excluded from the final analysis. In addition to these 39, an
additional 10 participants were recruited for the initial intervention sessions that were
cancelled and did not end up attending the final sessions. Therefore in total, 49
participants had signed up for the sessions, including for those sessions that were later

cancelled.

5.9.5 Objective 4: The magnitude of change on knowledge and self-efficacy

outcomes

Knowledge of adverse event disclosure

There was a significant difference between knowledge scores before (mean =4.74, SD=
0.99) and after (mean =5.13, SD=0.92) taking part in the training workshop; t (30) = -3.23,
p <0.05. Healthcare professionals' knowledge of adverse event disclosure increased after

taking part in the training workshop.

Self-efficacy (confidence) in disclosure skills

There was a significant difference between self-efficacy scores before (mean =20.45, SD=
3.17) and after (mean=25.19, SD=3.41) taking part in the training workshop; t (30) = -
8.24, p<0.05. Healthcare professionals' self-efficacy in disclosure skills increased after

taking part in the training workshop. To determine which aspects of disclosure
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participant's self-efficacy had improved, eight Wilcoxon signed-rank tests were conducted.
A Bonferroni correction was applied to account for multiple comparisons, to reduce the
chances of a type 1 error occurring. This resulted in a significance level set at p<0.006. The
findings from these tests indicated that there was a significant difference in each of the
eight aspects of disclosure. Table 5.2 below displays each of the aspects of disclosure
measured in the self-efficacy questionnaire, the associated means, standard deviations, Z
values, and significance levels. From this table, it can be seen that the greatest change in
self-efficacy was in items 2 and 5, confidence in the understanding of steps that should be
included in the disclosure conversation, and confidence in the ability to provide an

expression of regret/empathy to the patient and/or their family.



Table 5. 2: Each aspect of disclosure measured in self-efficacy questionnaire and the associated means, standard deviations, Z-values and

significance levels
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Aspects of disclosure

Mean

Standard deviation

Z -value

Significance

levels

Pre-

intervention

Post-

intervention

Pre-

intervention

Post-

intervention

Item 1: Confidence in the
understanding of the

importance of disclosure

2.93

3.45

0.63

0.51

Z=-2.996

p=0.003

Item 2: Confidence in the
understanding of steps that
should be included in the

disclosure conversation

2.13

3.19

0.72

0.60

Z=-4.456

p=0.000

Item 3: Confidence in the
knowledge of the

professional Duty of Candour

2.45

3.22

0.62

0.49

Z=-4.021

p=0.000

Item 4: Confidence in the
ability to communicate a

statement that an

unexpected adverse event

2.55

3.32

0.62

0.59

Z=-4.179

p=0.000
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has occurred

Item 5: Confidence in the
ability to provide an
expression of
regret/empathy to the

patient and/or family

2.87

3.35

0.67

0.61

Z=-3.273

p=0.003

Item 6: Confidence in the
ability to answer questions
posed by the patients/and or
families about the adverse

event

2.55

3.22

0.72

0.49

Z=-3.722

p=0.000

Item 7: Confidence in the
ability to manage emotions
that patients and/or families
may exhibit during

disclosure

2.51

3.29

0.62

0.59

Z=-3.086

p=0.000

Item 8: Confidence in the
ability to manage own
emotions when disclosing to

patients and/or families

2.68

3.39

0.65

0.56

Z=-3.720

p=0.000

*A Bonferroni correction to account for multiple comparisons was applied resulting in p<0.006.
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Objective 1: To explore the acceptability of the format and content of the training

intervention and the perceived usefulness of the intervention

5.10 Qualitative analysis

A total of 12 participants took part in the semi-structured follow-up interviews, including

nine obstetricians (three males and six females) and three midwives (all female). All

interviews were completed within two weeks of taking part in the training workshop. The

possibility of bias within this sample was explored and the feedback intervention scores

were compared for those who took part in the follow-up interviews compared to those

who did not, to assess whether those who took part in interviews had provided high rating

scores for the intervention. However, there was very little difference in scores between the

two groups, suggesting there was little bias in those who responded to take part in the

follow-up interviews. Five main themes were developed which described and explored

participants’ perceptions and experiences of taking part in the training workshop for

adverse event disclosure. Each theme is discussed below and the supporting quotations

are identified by the unique participant numbers. The final thematic map illustrating the

predominant themes that emerged from the data is presented in Figure 5.2 below.
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Theme 1: Increased confidence and improved structure

Healthcare professionals described that they felt that their disclosure skills had improved
after taking part in the training workshop. They were more confident in conducting
disclosure, as they better understood how to approach the patient and disclose adverse

events:

‘Ithink probably just more confident in disclosing, I know better about what and how to

disclose’ Participant 2 Obstetrician

I feel happier now knowing what to say and how to approach disclosing the incident with
the patient. I think I know better on how and when to conduct disclosure’ - Participant 7

Midwife

The training workshop increased clarity of the disclosure processes and the steps involved
in disclosure. Healthcare professionals were also more aware of the legal requirements of
disclosure including the Duty of Candour regulation. Increased knowledge of these
processes made healthcare professionals less hesitant to disclose, as they were confident
that they could inform the patient of the adverse event and apologise without the worry
that they would be blamed. Before taking part in the workshop, healthcare professionals
were unclear about what steps would be taken after conducting the disclosure
conversation with the patient. Following up with patients after disclosure was also

described as one of the things learnt from the workshop.

‘I think I'd probably feel more confident just because I think I'm probably more aware of the
specific steps and like the steps in Duty of Candour. So for example, I now know I'm allowed
to apologise without feeling like I'll be blamed and I didn’t really know before about the
letters that the patient would get and how exactly it would all be followed up. So I think I'm
more aware now of the kind of steps that you would take sort of beyond just telling the

patient that there has been an incident’

1 feel a bit more confident than before, because like I say it was always a grey area as to
what situation we need to offer this duty of candour and things like that, that's always a grey

area, but I think having this discussion and this workshop at least gave me some information
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and like a little bit of insight into what exactly to do in a certain area. Yeah, it has changed,

and I feel like more confident in doing so now' - Participant 6 Obstetrician

A number of healthcare professionals reported that they viewed disclosure in a more
structured manner after taking part in the training workshop. Using a stepwise approach
to disclosure was believed to assist with structuring the conversation with patients, and
would provide patients with a better understanding of what had happened.

'Yeah, I think there's more structure to it (disclosure) now. I think it's important to have a
more structured approach to these things, I think it gives the patient a better understanding
as well.  mean like the different steps involved and in terms of coming up with how and when

disclosing and what needs to be disclosed’ - Participant 4 Obstetrician

One participant did not perceive any changes in how they felt about conducting disclosure
as they were already confident with conducting disclosure. This was attributed to the fact

that the participant had previously been involved in disclosure.

‘I mean that I already felt comfortable with it, having had to do it previously, so it probably
hasn’t particularly changed my comfort level, because it’s something we have to do anyway’-

Participant 5 Obstetrician

Theme 2: Guidance document as a useful memory aid

The guidance document provided to participants during the workshop, which summarised
the Duty of Candour principles was received positively by participants. This was viewed as
a useful reminder or a revision tool to look over before conducting the disclosure
conversation with patients. Although many healthcare professionals were familiar with
the Duty of Candour, the guidance document was perceived to be a useful way to remind

oneself of the steps and requirements involved in disclosure.

‘You know the little handout that you gave us (Duty of Candour guidance document) I've
actually kept it in my work bag so I think I would just sort of look over that and revise that
before I went and had a chat with them. I think that was really helpful’ - Participant 1

Obstetrician

I think that framework was helpful, it's nice just to be able to have something to refer back
to and just remind you of the steps. In principle, I knew what Duty of Candour was, but it was

a nice refresher as you forget these things’- Participant 4 Obstetrician
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For some participants, the guidance document was viewed as a tool that provided
reassurance, for others it boosted confidence to disclose, as following it ensured that the

requirements of the Duty of Candour were covered.

‘That you can just, kind of like a quick revision sheet before you go and talk to somebody so
everything’s fresh in your mind, you're less likely to mess it up or miss something. It just gives
you some sense of peace that you've followed the Duty of Candour guidance so you can’t get

in trouble for that at least’ - Participant 10 Obstetrician

‘I mean I do like the laminated guide, and I did take a photo of that for reference, I think
that’s definitely useful I will be using that in the future. Yeah, I think that’s really good, it’s
kind of a reminder, or something people can just quickly read when they’re in those
situations to use it as a tool, probably help their own confidence of what they’re going to do’

- Participant 5 Obstetrician

Both midwives and doctors thought that the guidance document was simple and easy to
follow and were interested in sharing the guidance document with their colleagues either
in the form of an educational resource or in an office as a visual prompt so that others

could also benefit from it.

‘Treally liked the framework, and one of the things I'm planning on doing with other
colleagues is to put together some educational resources for doctors, and I'll be including this
in there too, I think it’s really important thing to put in there. It’s quite straight forward and

easy to follow, it’s simple and easy to follow and I like that’ - Participant 7 Midwife

Theme 3: Reducing isolation and learning from one another

Being involved in an adverse event was described as lonesome. The group discussions in
the training workshop led to the realisation that others had been through similar
experiences and understood the impact of being involved in an adverse event and that

healthcare professionals could turn to their colleagues for support during these times.

‘I think the group discussions are particularly useful. I think that when something does
happen one of the big problems that we have is that it’s a very lonely place to be and
traditionally medicine is very much stiff upper lip and you carry on. But it’s actually really
useful to know that you don’t have to keep a brave face in front of your colleagues, everyone

has been involved in these, and that you have got support, you have got friends. So I think the
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discussion bit was absolutely key, being able to talk to your colleagues about things’ -

Participant 10 Obstetrician

Discussions around experiences of adverse event disclosure are usually neglected within
maternity. Healthcare professionals described that although the adverse incident and
ways to improve future practice are discussed within their Trusts, the experience of the
individual involved is not heard. The group discussions in the training workshop provided
healthcare professionals with an opportunity to share their experiences of adverse events
and disclosure with the rest of the group. This was viewed as a rare opportunity.
Healthcare professionals described a sense of feeling less alone and reassured after
hearing what other colleagues had experienced, particularly after realising that most

colleagues had been involved in an adverse event.

1 just think everybody sort of discussing adverse events and just by discussing them it makes
you realise that everybody has had them, so sometimes I think adverse events can make you
feel quite isolated and alone but actually you’re not because everybody has them’ -

Participant 2 Obstetrician

It (training) was quite useful. To be honest, I found the most useful bit was actually where
people were actually sharing their own experiences of things. And that is a very useful sort of
hearing, the realism of the fact that most people have been through most things by the time
they’re a senior registrar. I think just to say that I think it’s really useful stuff and really

relevant to our speciality as well’ - Participant 3 Obstetrician

Participants, who attended the multi-disciplinary workshop where both midwives and
obstetricians took part, perceived that there was a sense of togetherness during these
discussions. Sharing experiences helped midwives and obstetricians realise that they
would deal with adverse event situations similarly. Including healthcare professionals

from other disciplines was also recommended.

‘I think what your course does is, and I think it’s really important to keep doing this is making
the midwife and doctors come together on that course. So that we see their point of view and
they see ours. It was very interesting listening to the doctors take on different scenarios and
their experiences, but I think midwives need to come onto these types of joint courses more. It
was good to see that we (doctors and midwives) were in agreement about how to tackle
adverse event situations. It was nice to see we were all singing from the same hymn book’ -

Participant 9 Midwife
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Healthcare professionals believed that an element of learning emerged from the group
discussions with colleagues. It was perceived that there was a lot to learn from hearing
about colleagues good and bad experiences, as well as ways that they managed and coped

with adverse event situations

'You know, listening to other people’s experiences is always useful, because you think, oh well,
you know, that's something to avoid or something I could try, so I think that is definitely
helpful. The discussions were good to share and hear others experiences, things that were
good and things that didn't go so well and how they dealt with it' - Participant 5

Obstetrician

Theme 4: Raising emotional awareness

A lack of emotional support from Trusts after being involved in an adverse event was
described by a number of participants. Midwives and obstetricians felt that their
emotional distress after being involved in an adverse event was not acknowledged and
they were left to deal with their emotions by themselves. The element surrounding the
emotional impact of adverse events on healthcare professionals within the training was

viewed as important and greatly valued by participants.

‘I think the whole awareness of mainly the emotional side really of how we feel was useful,
because we all know the principals of adverse events at least to a certain extent, but I think
we have particularly been neglected for a long time, and continue to be neglected, and
neglect ourselves in terms of emotional health. So, that awareness was really useful, and 1

think needs to be more so’ - Participant 3 Obstetrician

This element of the training was also described as useful for raising awareness of avenues

of support available for healthcare professionals after being involved in an adverse event.

‘The training taught me about the sort of the support that might be available to you as the
healthcare professional after being involved in an AE like that 2nd victim website. That’s
important and something that all healthcare professionals should be made aware of really’ -

Participant 4 Obstetrician

Awareness of the psychological strategies for healthcare professionals to manage their
own emotions was viewed as valuable knowledge that needed to be disseminated more
widely so others could make use of them. These were thought to be useful coping

strategies to help yourself feel in control of your own thoughts and feelings after being
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involved in an adverse event. There was a perception that different strategies may be used

in different situations.

‘Sometimes we tend to think, we’ll deal with this in our own ways but I think you just need
someone to stand there and say these are some of the things you can do, try this. And that
will get you thinking ‘oh maybe I should try this next time’ or ‘this might be helpful for me’. I
might use breathing strategies in one instance, or write down my feelings the next. More of us

need to be made aware of this’ - Participant 7 Midwife

‘When you were showing kind of the spider diagram of all the different things, you think, oh,
yeah, I do all of those things, like the kind of catastrophizing and thinking this is, this is it, like
every time I do something it's going to go wrong now. So I think it was, I found that bit useful
to kind of, because it means that, when you know those things it kind of helps you sort of
yourself up, and say, actually, I'm doing this and I'm kind of getting thoughts out of control
that I try and like rationalise a bit more. That will help me feel calmer and in control of my

feelings’ - Participant 4 obstetrician

One participant described the link between being in control of their emotions and

conducting a more effective disclosure:

‘It was good to hear the different ways, simple ways we can manage how we feel at the time,
which will then make us feel calmer and allow us to conduct a better disclosure’ — Participant
9 Midwife

A few healthcare professionals already had their own personal strategies to help them

manage their emotions and were comfortable to continue using these:

‘I mean I think these things are very individual and I over time I guess have built up what I
feel comfortable with, so I don’t think, I'm pretty happy with my own personal strategy in

general, so I probably wouldn’t use anything new’ — Participant 2 Obstetrician

Theme 5: Enhancing the training
Participants discussed the weaknesses of the training and suggested ways to improve the
training intervention. This theme has the following two sub-themes; ‘Lack of engagement

with role plays’ and ‘Aim for those less experienced’.
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Lack of engagement with role plays

The role-playing element was believed to be important for learning, however, participants
suggested that the role plays could be enhanced by the use of actors to play the role of the
patient. The use of actors would ensure that the role-play was more realistic, and would be
taken more seriously by healthcare professionals. Role-playing with colleagues made it
difficult for healthcare professionals to immerse themselves within the scenario, resulting

in a lack of engagement with this element.

‘1think role play’s important in general, you do learn from role plays, but sometimes when
you're role-playing with colleagues, it's not taken as seriously as it should be and you lose
focus, and actors are just better at coming up with actual things that patients might feel’ -

Participant 2 Obstetrician

' always find a bit difficult with role-playing, is if you're doing it with your colleagues, acting
as the patient. I think sometimes it's sometimes a bit hard to kind of fully get into the role,
because, partly because I'm thinking, oh, are they judging my approach to it? It's, yeah, but |
think the principle of it, I think, is really useful’ - Participant 4 Obstetrician

Aim for those less experienced

Although the training was perceived to be useful by most participants, some obstetricians
suggested that future training sessions should be aimed at those who are earlier in their
career. Senior obstetricians had learnt how to conduct disclosure through experience,

whereas disclosure would be new to those early in their career.

'l enjoyed it and thought it was quite good, yeah. I think it's definitely worth doing. I did
discuss it with your colleague and it's something that more senior trainees I suspect some of
the lessons we've learnt the hard way already, so I do think, do wonder whether it's
something that maybe would be useful to be aimed at kind of ST1s, ST2s, people kind of

earlier in their career’ — Participant 5 Obstetrician
Teaching junior obstetricians the skills and coping strategies related to disclosure before
they are faced with an adverse event was viewed as an important strategy by another

obstetrician.

Yeah, I think it’s one of these things that you need to be thinking about, particularly for us,
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you know, earlier in the career and kind of between ST1 and ST3, because as you become a
registrar and you’re dealing with these situations you are then exposed, so it’d be better if
people had those kind of coping strategies or thoughts before they are in fact exposed to

being in these situations - Participant 5 Obstetrician

Organising the training by levels of seniority was also a suggested improvement by other
participants. Feedback from obstetricians suggested that it would be more appropriate to
have separate training sessions for junior and senior obstetricians as each group faced

different issues, and separating the training in this way would allow the training sessions

to be tailored to each group.

‘So I think if we had these workshops at different, like ST1 to 3, together, then ST3 to 5
together, I think because the problems faced by each healthcare professional at that level are
much different and if we help at all organise the workshops, in a certain way, even the case
studies at an ST3 to 5 level, will be different than what ST1 to 3 will go through’ - Participant
8 Obstetrician

5.11

This study explored the acceptability and feasibility of a training intervention to enhance
maternity healthcare professionals’ skills with the disclosure of adverse events and the
feasibility and appropriateness of the data collection methods. It also assessed the extent
to which the training intervention had the potential to enhance knowledge of adverse
event disclosure and self-efficacy (confidence) to disclose. This training intervention was
novel in the sense that it was the first intervention that was focused on disclosure within

the UK and integrated the current UK policies and requirements of disclosure.

5.11.1 Acceptability of the training intervention
The feedback for the workshop was overwhelmingly positive and some areas of
improvement were also identified. The high rating scores recorded by participants on the
feedback questionnaire suggested the acceptability of the training workshop in terms of
content and format. Overall, the training was rated as effective in its delivery and an
effective use of time. In terms of content, the training was rated as having provided
adequate time to learn skills and concepts, described skills applicable to the healthcare
professional’s hospital, the role play and case study elements were useful, the guidance

document for adverse event disclosure was useful and awareness of the psychological
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strategies was also useful. Additional comments by participants on the feedback
questionnaire suggested that the training was viewed positively. Participants commented

that they had learnt how to structure disclosure and manage their own emotions.

The follow-up interviews provided rich data on healthcare professional's experiences of
taking part in the workshop including suggestions for future improvements. Although only
three midwives took part in the follow-up interviews compared to nine obstetricians,
there was little difference in the experiences of taking part in the training intervention
between the two professional groups. Amongst midwives and obstetricians, there was a
perceived sense of improvement after taking part in the intervention. Participants were
confident to disclose due to clarity of disclosure processes including the Duty of Candour
(CQC, 2015). The Duty of Candour guidance document provided to participants was
perceived as a useful memory aid. The usefulness of the guidance document was
evidenced by the fact that midwives and obstetricians wanted to share it with their
colleagues, and suggested that they would distribute it in form of an educational resource
and would put it up in a place where it would be visible to colleagues such as on a notice

board.

Previous disclosure interventions have focused on raising awareness of the moral and
legal elements of disclosure (Gunderson et al., 2009; Halbach & Sullivan, 2005; Kiersma et
al,, 2009; Madigosky et al., 2006; Moskowitz et al., 2007; Paxton et al., 2010; Wayman et al,,
2007; Sukalich et al., 2014; Langer et al., 2017; White et al., 2017; Bonnema et al., 2009;
Posner etal,, 2011; Kim et al., 2017). However as noted by previous research, it is just as
important for healthcare professionals to be able to manage their own emotions in
response to adverse events (Birks, 2014) and this is an element that was missing from
previous disclosure interventions. The emotional element related to disclosure was
incorporated into the intervention within the current study. As identified by participants,
one of the strengths of this training intervention was the incorporation of the emotional
element of being involved in adverse events and disclosure. Being involved in an adverse
event can trigger an emotional stress response (Sirriyeh et al, 2010). Distress, panic, self-
doubt, fear, guilt, and shame are all commonly experienced in the aftermath of an adverse
event (Harrison et al., 2015). Whilst in the grip of such strong reactions, composing and
preparing oneself for a disclosure conversation with the patient and their family involved
can be incredibly difficult. Managing one's own emotions before conducting disclosure can
help to be in the correct frame of mind and be mentally prepared, resulting in a more
effective disclosure. Healthcare professional's emotional distress after being involved in

an adverse event was an aspect that was not acknowledged by Trusts, and healthcare
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professionals often felt that they had to deal with their emotions by themselves. This
aspect of the training provided a forum to share thoughts and feelings that participants
had experienced after being involved in an adverse event. Discussions about the sources of
support available for healthcare professionals after being involved in an adverse event
was also described as important and participants believed that more healthcare

professionals needed to be made aware of these.

The two main areas for improvement identified by participants in the follow-up
interviews were the use of standardised patients within the role play element and
targeting the training at those earlier in their career. Although role plays were viewed to
be important for learning, role-playing with colleagues lacked realism and were not taken
seriously. To increase the effectiveness and engagement with the role plays, the use of
standardised patients or actors was suggested by a number of participants. Previous
research also supports the effectiveness of standardised patients for teaching adverse
event disclosure skills (Kaldjian et al., 2007; Stroud, Mcllory & Levinson, 2009; Gunderson
et al,, 2009; Sukalich et al,, 2014) and simulated encounters with standardised patients
have been used to improve disclosure skills and confidence (Gunderson et al., 2009). Such
methods were not included in this intervention due to the high cost of involving
standardised patients in training. Role-plays were integrated into the training
intervention as one of the benefits of this included the opportunity to practice disclosure
in a safe environment and due to alternating roles between each other, it allowed

healthcare professionals to put themselves in the patient’s shoes.

As senior obstetricians had already learnt how to conduct disclosure through experience.
[t was suggested that targeting junior obstetricians would also allow them to learn the
skills and coping strategy before they would be exposed to an adverse event. Feedback
from other participants suggested that it would be more appropriate to have separate
training sessions for junior and senior obstetricians as each group faced different issues,
and separating the training in this way would allow the training sessions to be tailored to

each group.

5.11.2 Feasibility of delivering the training intervention
In total, 39 participants were recruited for the training intervention, and 31 attended the

training. However, there was an imbalance between the number of midwives (6) and
obstetricians (25) who took part in the intervention. Although many efforts were made to
recruit midwives and arrange the training sessions, this proved to be very difficult. A lack
of allocated training time available for midwives and short staffing were obstacles. In

addition to the 39 participants, 10 participants were initially recruited for the sessions
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which were later cancelled due to lack of availability of a sufficient number of participants
for a session to be run. These findings indicate that if this training intervention is run as
part of a trial, it is important to over-recruit participants as the dropout rate for this study
was 36%. It was found that it was feasible to deliver the training intervention within the

allocated three hours.

In total, it took eight months to arrange and deliver the training intervention sessions. This
was due to the four of the initial booked intervention sessions being cancelled as
healthcare professionals had to cover clinical duties. This resulted in an insufficient
number of participants available for the training sessions. These findings highlight the
challenges of delivering this intervention to a group of 6-8 maternity healthcare
professionals using a trust-by-trust approach. This is due to the busy environment that
healthcare professionals work in and the limited time they have available to take part in
training. Compared to the recruitment of obstetricians, recruiting a group of midwives to
take part in the training with obstetricians, proved to be much more difficult. This was due
to the lack of allocated training time. It was therefore not feasible to deliver this training
intervention to midwives using a trust-by-trust approach. An alternative mode of
recruiting and delivering the training to midwives is needed. The intervention sessions
could be delivered at a regional level, where maternity healthcare professionals from a
number of trusts are invited to attend. Another alternative (proposed by the consultant
obstetrician working with the researcher and supervisory team) is that the training could

be delivered as part of the annual yearly training programmes.

These findings have broader implications for maternity. Maternity services are mainly
delivered by teams rather than individuals. Reports such as the Safe Births Inquiry (The
King’s Fund, 2008) which have examined the safety of maternity services in England
highlight the link between poor team work and communication across professional groups
(such as midwives and obstetricians) and patient safety. Similarly, reports from the
Confidential Enquiry into Maternal and Child Health (CEMACH) have highlighted a lack of
communication and teamwork between different professional groups (Lewis et al 2007).
The Safe Births Inquiry (The Kings Fund, 2008) emphasised the need for different
professional groups to work together and appreciate each other’s roles. This report also
recommends that teams who work together should train together (The Kings Fund, 2008).
However, as discussed above, findings from the feasibility study suggested that it was very
challenging to recruit midwives to attend training with obstetricians. Therefore, if it is not

possible to bring together both professional groups in training to learn from each other,
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and understand the others role and perspective, changes to culture are likely to be difficult

to achieve.

5.11.3 Feasibility and appropriateness of data collection procedures
The findings also suggested that it was feasible to complete the included questionnaires as

all participants completed the pre and post-training and feedback questionnaires.
Surprisingly, there was no missing data and all questionnaires were completed in the
allocated time (10 minutes for the pre-training and 10 minutes for the post-training
questionnaires). These findings are similar to previous adverse event disclosure
interventions where there has been a high response rate to completing questionnaires
including pre and/or post-intervention self-efficacy questionnaires (Kim et al.,, 2017;
Gunderson et al., 2009; Bonnema et al., 2009) as well as feedback questionnaires (Langer

etal, 2016; White et al., 2017).

In terms of the follow-up response rates, only 12 out of the 31 participants took part in the
follow-up interviews, even though retention strategies such as incentivising participants
for taking part and sending reminder emails to participants to take part were used.
Although sampling is an important consideration in conducting qualitative research in the
context of process evaluations, in this study it was found that data saturation was achieved
with the 12 participants, and recruiting more participants might not necessarily have
provided any new knowledge, especially taking into account that there was little bias in
those who took part in the interviews compared to those who did not. Therefore, if this
study is trialled at a larger scale, it can be suggested that obtaining qualitative feedback
from more than 40% may not be necessary for process evaluation, particularly if there is
little bias in those who took part in the follow-up interviews compared to those who did

not.

5.11.4 Knowledge of adverse event disclosure
The findings suggest that although participant's level of knowledge was good before taking
part in the training intervention, the training still achieved an improvement in their
knowledge of adverse event disclosure. However, these results must be interpreted with
caution as this was not a formal assessment of knowledge related to adverse event
disclosure, but an MCQ for the purpose of this study. Questions related to only the broad
elements of disclosure were included in this MCQ. One of the reasons for using a brief
questionnaire was to avoid a non-response rate which is more likely to occur when a
questionnaire is longer, whereas shorter questionnaires are found to be more effective in

increasing response rate (Sahlgvist et al., 2011). It was also important to be mindful to not
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burden participants as they were completing including a number of questionnaires, before
and after taking part in the intervention. It is also important to note that the MCQ
questions were based on disclosure practices within the UK and were developed based on
the current Duty of Candour regulation and discussions with consultant obstetricians
within the UK, therefore limiting the generalisability of this tool to other countries. Very
few previous studies have assessed whether there has been any impact on participant's
knowledge of disclosure after taking part in training programmes. One previous
intervention study which examined participant's knowledge of adverse event disclosure
using a five-item MCQ developed for the purpose of the study found that knowledge of

disclosure had increased after taking part in the intervention (Madigosky et al., 2006).

5.11.5 Self-efficacy (confidence) in disclosure skills
The scores from the pre and post-self-efficacy questionnaire suggested that the training
intervention improved participant's self-efficacy (confidence) in various aspects of
adverse event disclosure. Overall, healthcare professionals were more confident in
disclosing adverse events to patients after taking part in the training intervention. Self-
efficacy assessments are predictive of future behaviours (Reuter et al., 2010) and have
been useful for identifying individuals who need remediation (Artino, Hemmer & Durning
etal, 2011). Previous studies have also assessed changes in self-efficacy after taking part
in disclosure training and have found similar results. One study which investigated the
effects of medical disclosure training in a simulated setting for paediatric oncology nurses
(N=16) found that there was a significant increase in nurse's communication self-efficacy
to carry out medical disclosure (Wayman et al,, 2007). A similar study using a
standardised patient encounter tutorial (N=55) also found that first-year resident's self-
efficacy for disclosing medical errors improved after attending disclosure training
(Sukalich et al., 2014). Like the current study, both of these studies have used a pre-post
study design. These findings suggest that interventions focusing on adverse event
disclosure can successfully improve self-efficacy for disclosure. A study by Kim et al
(2017) reported that after taking part in a disclosure education programme (N=85), 65%
of participants felt more confident in coping with medical errors through the simulated
experience provided during the programme. However, this study did not assess self-
efficacy before taking part in the training, and confidence assessment was based on a
statement of how participants felt, rather than a questionnaire. The study by Sukalich et al
(2014) asked participants to rate their confidence in performing a number of different
aspects of disclosure, which is similar to the approach taken by the current study.
However, the study by Kim et al (2017) only measured self-efficacy by asking a single

question rather than focusing on different aspects of disclosure. These previous studies
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have adopted the use of standardised patients as a major component of their disclosure
training programmes, whereas the current study used an educational approach to
disclosure, combining a number of didactic elements with group discussions and role-play
exercises. Although research suggests that standardised patients offer a number of
benefits as they are an effective way to teach disclosure skills (Gunderson et al, 2009;
Stroud et al., 2009; Raper, Resnick & Morris, 2014;) and can help to improve confidence to
disclose (Gunderson et al., 2009; Sukalich et al., 2014) the current study found an increase
in self-efficacy to disclose without the use of such methods. Therefore, to increase self-

efficacy it is not necessary to include standardised patients.

5.11.6 Strengths and limitations
Previous literature has focused on developing and delivering adverse event disclosure

interventions outside of the UK. This study extends this literature by providing the first
preliminary evidence indicating that maternity healthcare professionals perceive benefits
of a training intervention developed specifically for UK maternity services and that this
could be useful for increasing their knowledge of adverse event disclosure and increasing
their confidence in conducting disclosure with patients and/or their families. It is
important to consider that delivering this adverse event disclosure training requires 3
hours of healthcare professional's time away from clinical duties. The training was
delivered by two psychologists with the assistance of a consultant obstetrician. It may be
important that aspects of the training that have a psychological element such as the
Cognitive Behavioural Model in relation to adverse events and the psychological strategies
on managing emotions are delivered by a trained psychologist. It is important to be
mindful that further delivery of this training intervention involving psychologists could be
costly, particularly when delivering it a number of times. An alternative cost-effective
method to this could be that course leaders are allocated within each Trust, who are

trained by psychologists to deliver this training.

A pre and post, single-arm study design was used and although this allowed the
comparison of knowledge of disclosure and self-efficacy in conducting disclosure before
and after taking part in the training intervention, the findings are limited and the study
design is weak. As this study design did not include a control group, it was not possible to
test the feasibility of randomising participants to an intervention or waitlist control group.
The uncontrolled design of the study also means that the findings cannot be interpreted as
evidence of effectiveness and it is not possible to know whether the improvements in
knowledge and self-efficacy were as a result of the intervention. A multiple arm pre and

post design, where there is a comparison arm, where the no intervention arm would act as
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a control would have been a stronger study design. However, the choice of design for this
study was chosen due to the limited availability of study participants and time constraints
(Thiese, 2014). Although this study has the strength to temporarily suggest that
knowledge of adverse event disclosure and self-efficacy in conducting disclosure may be
impacted by the training intervention, it does not have control over other elements that

also changing at the same time as the intervention is implemented.

Changes in self-efficacy were measured in this study but this does not assess actual skill or
behaviour. It is possible that obstetricians and midwives may have overestimated their
increase in ability to conduct disclosure due to the training intervention, and this
subjectively rated confidence may not match their actual skills in practice. Previous
research has suggested that there can be a mismatch between clinical confidence and
observed competence (Wynne et al. 1987; Barnsley et al. 2004; Katowa-Mukwato &
Banda, 2016). Therefore, perceived self-efficacy may not be a true reflection of healthcare
professional’s actual ability to conduct disclosure. Self-reports of confidence are subjective
and therefore, future iterations of this training workshop can be improved by using an
objective-structured clinical examination, a mini clinical examination or other observation
tools to directly assess skills or behaviour. It is possible that healthcare professionals may
have subjectively rated their confidence to be higher than it was, due to the fear of being
perceived as less competent by others in the training workshop. It is also possible that
there may have been a response bias and participants may have provided higher self-
efficacy scores after taking part in the training workshop, as they were aware that the
purpose of the intervention was to enhance skills for disclosure. A limitation of measuring
changes in knowledge is that an increase in knowledge does not necessarily result in an
increase in disclosure behaviour. Therefore, it is important to assess whether increases in

knowledge are reflected in disclosure practices.

Another limitation is the design of this study. The data from this study must also be
interpreted with caution as only thirty-one participants completed the intervention.
Attempts were made to minimise bias such as the use of anonymised questionnaires and
encouraging participants to provide honest feedback to help improve the training
workshop. However, participants had the knowledge that one of the course leaders had
developed the intervention, and the knowledge that the intervention was part of the
course leaders PhD may have influenced their feedback, as they could have been
concerned about causing offence. As participants had volunteered to take part in this
study and had the knowledge that it was a training intervention to enhance skills for

disclosing adverse events, they are likely to have been interested in disclosure and
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approached the programme with a positive attitude. It is also important to note that
knowledge of adverse event disclosure and self-efficacy to disclose are proximal outcomes
and were included to assess whether the training had the potential to improve knowledge
and confidence to disclose. However, in a larger scale trial, the long-term impact of the
training needs to be assessed, and outcomes such as the number of adverse events
disclosed, patient satisfaction, or staff-wellbeing after conducting disclosure would need to
be measured. It is also important to note that it is not known whether the benefits of
intervention last beyond the day of the training, therefore a longer-term follow up is

essential.

5.11.7 Future directions
Further research needs to adopt a stronger study design with a larger sample size, such as
a waitlist control design where the control group consists of a group of participants who
are put on a waiting list to receive the intervention after the experimental study group
does. The purpose of this design is that it provides an untreated comparison for the
experimental group to determine if the intervention has had an effect. By serving as a
comparison group, it is possible to examine the impact of the training intervention. It also
allows the wait-listed participants an opportunity to take part in the training intervention
at a later date. Future delivery of the training intervention should target junior midwives
and obstetricians, and deliver separate workshops to senior maternity healthcare
professionals. Modifying intervention components such as the case studies could allow the
training intervention to be replicated in other settings of healthcare. The incorporation of
standardised patients in the training intervention could enhance the acceptability and
potential effectiveness of the training. Further iterations of the intervention need to assess
the longer-term impact of the training such as whether it has the potential to increase

disclosure rates and patient satisfaction with the disclosure process.

5.12 Conclusions

Healthcare professionals advocate the disclosure of adverse events and believe that
honesty, transparency, and openness are important principles of disclosure. However,
appropriate disclosure practices are hindered by a number of barriers which include a
lack of skills and training on adverse event disclosure. A novel training intervention was
developed to enhance maternity healthcare professional's skills with disclosure. The
findings from this study suggest that this training intervention is acceptable to healthcare
professionals. This study provides preliminary evidence that the training intervention has

the potential to improve knowledge of disclosure and increase self-efficacy to disclose
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adverse events. In order to improve the feasibility of recruitment and delivery, the
intervention could be delivered at a regional level, and include healthcare professionals

from a number of different healthcare organisations.
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Chapter 6: General discussion

6.1 Chapter summary: This final chapter begins by providing a recap of the thesis aims

and objectives, and the research studies that have been conducted to address them. As each
study has been discussed extensively in the previous chapters, the aim of this chapter is to 1).
Provide a very brief summary of the main findings of each of the studies, 2). Integrate the
findings of the thesis as a whole and discuss in relation to the broader literature on patient
safety, 3). Provide implications of findings for national policies and strategies, 4). Provide

implications for practice and 5). Directions for future research.

6.2 Thesis aims:

The overall aim of this thesis was to investigate how healthcare professionals within
maternity services can be supported to communicate the news to patients that an adverse
event has occurred. It aimed to understand the current disclosure practices within UK
maternity services, how adverse event disclosure affects the wellbeing of healthcare
professionals and whether providing training in this area had the potential to enhance

skills in disclosing adverse events to patients. The thesis objectives were to:

1. Systematically review the literature to understand the views and experiences of
patients and healthcare professionals on adverse event disclosure within

healthcare.

2. Understand the current views and experiences on disclosure practices within UK
maternity services, how this process affects healthcare professional's wellbeing,
and the current training available on disclosure.

3. Identify the most important components of a training intervention within the area
of disclosure and develop a communication training intervention to support

maternity healthcare professionals with the disclosure process.

4. Pilot and evaluate the new training intervention to assess the feasibility and

acceptability by healthcare professionals within maternity services.

These aims were addressed using a step-by-step approach as recommended by the MRC
guidelines for developing and evaluating complex interventions to improve health (MRC,
2000; MRC, 2008). An iterative development process was involved in this research, where

a series of studies were conducted, including a systematic review (chapter 2), an interview
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study (chapter 3), intervention development (chapter 4), and a feasibility study (chapter
5).

6.3 Summary of the main findings

1). Systematically reviewing the literature to understand the views and experiences
of patients and healthcare professionals on adverse event disclosure within
healthcare.

The findings from the systematic review and meta-ethnographic synthesis revealed that
there was a difference in perspectives and attitudes of patients and healthcare
professionals on how disclosure should be conducted and what the disclosure
conversation should entail. Patients expressed a need for information relevant to the
adverse event, an apology, and wanted to be assured that the same mistake would not
happen in the future. Patients were also more likely to seek legal help when this
information was not proactively made available to them or if they struggled to obtain the
relevant information from the clinicians involved. Although healthcare professionals
advocated disclosure of adverse events, they faced several barriers that hindered
appropriate disclosure practices. These included the fear of honest disclosure in a blame
culture, a wish to avoid litigation, a lack of skills and training in conducting disclosure
conversations, and inconsistent practical guidance. A novel finding of this review was that
by synthesising the views of both patients/families and healthcare professionals, the key
elements of an ideal disclosure conversation desired by patients and the facilitators for
healthcare professionals which can increase the likelihood of this taking place were
identified. Key elements of disclosure included relevant information about the adverse
event, accountability and an apology, and commitment to preventing future recurrences
Facilitators included clarity regarding legal aspects of disclosure, modelling appropriate
disclosure practices, development of an open transparent culture, and training on adverse
event disclosure. This systematic review also revealed that most evidence to date
originates from the USA, Australia, and Canada with a particular absence of UK data
regarding experiences of adverse event disclosure. Only one study was conducted within

the UK (Harrison et al,, 2017).
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2). Understanding the current views on and experiences of disclosure practices
within UK maternity services, how this process is perceived to affect healthcare
professional's wellbeing, and the current training available on disclosure

This was the first study to explore the experiences and perspectives of midwives and
obstetricians on the disclosure of adverse events within the NHS in the UK. The findings
revealed that the disclosure conversation allowed healthcare professionals to unburden
their emotions and move on from the adverse event. Complications were described as
common occurrences within maternity and healthcare professionals described that there
was a blurred line between complications and adverse events. This resulted in a struggle
on how to approach disclosure. This is a novel finding, and perhaps one that is specific
within the context of maternity. The link between the two types of incidents is an

interesting line of inquiry that requires much further research.

Healthcare professionals described facing emotional distress when anticipating disclosure
of an adverse event and although there was an emphasis on the importance of being
honest and transparent, at times there was hesitancy to disclose. This stemmed from
worries about the investigation process and fears of malpractice liability. The
inadequacies and poor routines of the investigation process added to the emotional
distress of healthcare professionals. A number of different areas for clarity and support
during the disclosure process were needed. One area of support identified by participants
was a need for training specific to adverse event disclosure in the UK. Although healthcare
professionals were aware of the existence of the Duty of Candour regulation, most were
not familiar with the specific legal requirements contained within it. Frameworks were
viewed as useful in aiding and providing structure to the disclosure process, however,
there was currently no formalised framework to assist with disclosure. Healthcare
professionals expressed a preference for peer group training sessions, as individuals
would bring different experiences to the group and it would allow for collaborative
discussions. In addition to providing healthcare professionals with factual guidance on
disclosure, findings illuminated the need to be transparent about the emotional

consequences of being involved in an adverse event and disclosure.

3). Identifying the most important components of a training intervention within the
area of disclosure and developing a training intervention to support maternity
healthcare professionals with the disclosure process

In order to address the distinct need to provide adverse event disclosure training, a

training intervention to enhance maternity healthcare professionals’ skills with the
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disclosure of adverse events was developed using the MRC guidelines (MRC, 2000; MRC,
2008). The relevant existing evidence on adverse event disclosure interventions was
identified. Thirteen intervention studies were identified from an existing systematic
review (Birks et al,, 2014) which were designed to improve or promote adverse event
disclosure (Gunderson et al., 2009; Halbach & Sullivan, 2005; Kiersma et al., 2009;
Madigosky et al., 2006; Moskowitz et al., 2007; Paxton & Rubinfeld, 2010; Wayman et al.,
2007; Sukalich et al,, 2014; Langer et al., 2017; White et al., 2017; Bonnema et al., 2009),
one in Canada (Posner & Nakajima, 2011) and one in South Korea (Kim et al., 2017). No
training interventions to improve or promote adverse event disclosure were identified
within the UK. These interventions included the following components: didactic lecture
sessions, pre-reading materials, DVD materials, observation, small group work and
discussions, and role-play or simulated training to practise disclosure, often including
feedback sessions. Following the MRC guidelines (MRC, 2008) which propose that an
intervention needs to have a coherent theoretical basis, a number of psychological,
learning, and educational theories were identified which contributed towards intervention
development. The theory-informed content was combined with existing research evidence
from previous interventions and primary qualitative research to design the training
intervention. The purpose of the training intervention was to enhance maternity
healthcare professional's skills for disclosing adverse events to patients. This was a 3-hour
training workshop, which included a mixture of interactive lecture-based components
with facilitated group discussions and exercises. This training intervention was novel in
the sense that it was the first intervention which was focused on disclosure within the UK

and integrated the current UK policies and requirements of disclosure.

4). Piloting and evaluating the new training intervention to assess the feasibility and
acceptability by healthcare professionals within maternity services.

After developing the intervention, it was necessary to pilot and evaluate the intervention
to assess whether it was feasible to deliver and acceptable by maternity healthcare
professionals. A mixed-methods approach was used to assess the feasibility and
acceptability of the training intervention. 31 maternity healthcare professionals took part
in the training intervention (6 midwives and 25 obstetricians). The findings of this study
suggested that the training intervention was acceptable to healthcare professionals.
Overall, the training was rated as effective in its delivery and an effective use of time. In
terms of content, the training was rated as having provided adequate time to learn skills
and concepts, described skills applicable to the healthcare professional's hospital, the role
play and case study elements were useful, the guidance document for adverse event

disclosure was useful and awareness of the psychological strategies was also useful.
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Healthcare professionals described that there was a perceived sense of improvement in
disclosure after taking part in the intervention. The findings from this study also suggest
that it might not be feasible to recruit and deliver the training intervention to a single
Trust as part of a larger evaluation due to the difficulty of recruiting a group of midwives
and/or obstetricians to be available together at the same time. To improve the feasibility
of recruitment and delivery, the intervention could be delivered at a regional level, and
include healthcare professionals from a number of different healthcare organisations. This
study also provides preliminary evidence that the training intervention has the potential
to improve knowledge of disclosure and increase self-efficacy to disclose adverse events.
The two main areas for improvement identified by participants in the follow-up
interviews was the use of standardised patients within the role play element and targeting

the training at those earlier in their career.

6.4 Strengths and limitations

The strengths and limitations of the individual studies are discussed in the preceding
chapters. The overall strengths and limitations of this research are summarised here. A
key strength of this research is the consultations and collaborations with midwives and
obstetricians during each stage of the research process including the development,
piloting, and delivery of the training intervention. Due to their first-hand experience of
adverse event disclosure, these healthcare professionals had much to offer towards the
development of the training intervention. These collaborations further aided
understanding of the types of training workshops which would be the most useful and
practical, and decisions about who should deliver the intervention, intervention format,
and setting, session frequency, and duration. A second key strength of this PhD research is
that the intervention development included theory-informed content, combined with
existing evidence from previous adverse event disclosure interventions and primary
qualitative research from maternity healthcare professionals, whilst taking into account
practical issues. The majority of previous adverse event disclosure interventions lacked
theoretical underpinnings or failed to describe these, despite recommendations that the
use of appropriate theory enhances intervention development (MRC, 2008). Another
strength of this research was the use of a mixed-methods approach. The use of both
qualitative and quantitative methods was able to provide rich comprehensive data than a
single method alone. The qualitative methods were used to explore and obtain an in-
depth understanding of healthcare professionals perceptions of the training intervention

that was delivered, and the quantitative methods allowed the exploration of whether the
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training intervention resulted in any preliminary changes in knowledge of disclosure and

self-efficacy to disclose.

Limitations of the research predominantly relate to issues with the study design. A pre and
post-intervention study design was used. A pre and post-single-arm study design was used
and although this allowed the comparison of knowledge of disclosure and self-efficacy in
conducting disclosure before and after taking part in the training intervention, the findings
are limited and the study design is weak. A multiple arm pre and post design, where there
is a control arm, where no intervention is delivered would have been a stronger study
design. Alternatively, a wait-list control group design would have been appropriate.
However, the choice of design for this study was chosen due to the limited availability of
study participants and time constraints (Thiese, 2014). It was also appropriate given that
the primary aim was to understand whether the intervention was acceptable to
participants and feasible to deliver, rather than whether it was effective. Although this
study suggests that knowledge of disclosure and self-efficacy in conducting disclosure is
impacted by the training intervention, it does not have control over other elements that
are also changing at the same time as the intervention is implemented. A second limitation
is related to the small sample size used within the feasibility study. The thirty-one
participants who took part provided valuable data for analysis and insights into the
feasibility of the training intervention. Only six midwives were recruited compared to
twenty-five obstetricians, indicating that the intervention is less feasible to deliver to this
group. It is possible that the Trust by Trust approach used for this study affected the

feasibility of recruiting and delivering such an intervention.

6.5 How do the findings from the thesis contribute to existing

knowledge in patient safety?
Below, the findings of the PhD thesis are discussed in relation to the broader literature

within patient safety.

Patient involvement in patient safety

In recent decades, the patient's role in healthcare has evolved from a passive recipient of
healthcare to an active, empowered, co-producer of health (WHO, 2013). Initiatives to
involve patients can be found in a number of aspects of healthcare delivery, including
patient safety (Kok, Leistikow, & Bal, 2018). The shift towards understanding that patients
and/or their families could play a role in promoting safety has now become an

international policy priority (Lawton et al., 2017). For example, the World Health
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Organisation's 'patients for patient safety program' aims to incorporate patients, families,
and the community voice into all levels of healthcare through engagement and
empowerment. This is being reflected in the involvement of patients at multiple levels
(Baker, Fancott, Judd, & O'Connor, 2016; Carman et al., 2013). At an individual or direct
care level, patient's involvement can range from decision-making or managing their own
health. At an organisational and governance level, patients are involved in working
alongside healthcare professionals to deliver and evaluate care, e.g. by participating in
quality improvement projects (Sahlstrom, Partanen, , Azimirad, Selander, & Turunen,
2019). Considering patient involvement at a higher level, patients can help to set agendas
with healthcare professionals and leaders (Sahlstrom et al., 2019). At a policy level, in
collaboration with policymakers, patient involvement includes the development,
implementation, and evaluation of local and national health care policies (Carman et al,,
2013). Patient involvement has the potential to improve communication, patient

experiences, and reduce the financial costs (Weingart et al., 2011).

Findings from this thesis (chapter 2) revealed that after an adverse event, patients/family
members often felt that they did not receive the information that they needed from the
disclosure conversation. This left them feeling unsatisfied with the disclosure that they
had received. Although healthcare professionals discussed the importance of disclosure,
there was a difference in expectations of disclosure between patients and healthcare
professionals. In order to meet the patient's needs and requirements for disclosure, there
is a need to reduce this gap. Involving patients and family members in adverse event
investigations is one of the potential ways to do this. There is increasing recognition that
when things go wrong within a patient's care, patients or families' voices should be heard
and patients should be involved in the incident investigation process (Etchegary et al.,
2016; Grissinger, 2011; Zimmerman & Amori, 2007; ledema and Allen, 2012).
Interestingly, however, within chapter 2 patient's views and experiences of disclosure did
not reflect or describe involvement during the investigation process. This may suggest that
although the involvement of patients and families is advocated, this is currently not being
implemented. By being involved in the incident investigation, patients can receive answers
in relation to the adverse event that they could not obtain from the disclosure
conversation itself. Patients can also provide valuable insights into how future adverse
events should be disclosed to meet their needs. One of the findings from chapter 2 was
that patients wanted to know that the healthcare organisation was committed to
preventing recurrences to ensure the same adverse event did not occur with others.
Involving patients and/or families in the investigations may bring valuable knowledge to

inform learning from what has gone wrong to prevent the same incident from reoccurring
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and therefore has the potential to improve patient safety (Etchegaray et al., 2016). The
patient's or family's perspective can differ from a healthcare professional’s perspective
(Iedema, Allen, Britton, K & Gallagher, 2012; Rowley & Waring, 2011; Vincent & Amalberti,
2016) and this can offer key insights that may otherwise be overlooked (Amori & Popp,
2007).

Second Victims and Just Culture

Throughout the thesis, there was a running theme in relation to the emotional impact of
adverse events on healthcare professionals. The findings of this thesis can contribute
towards existing knowledge of second victims and the organisational culture of
organisations in a number of ways which are discussed further on. Healthcare
professionals faced a range of negative emotional consequences as a result of being
responsible for the adverse event. These included feelings of shame, anxiety, grief and
frustration, and guilt, which were viewed as a burden that would have a long-lasting effect.
These are consistent with findings from the existing second victim literature (Aasland &
Forde, 2005; Schelbred & Nord, 2007; Sirriyeh et al., 2010; Seys et al., 2013; Han et al,,
2017). The term second victim is used to refer to healthcare professionals who have been
involved in an adverse event and are victimised in the sense that they are impacted and
traumatised by that event (Scott et al., 2009). Anticipating the disclosure process,
including uncertainty about the patient's reaction caused healthcare professionals further
distress. Further worries resulted from the anticipation of a potential investigation after
the initial disclosure. An interesting finding emerged where healthcare professionals
adopted either a 'professional’ or 'personalised’ approach to disclosure. The former did
not elicit strong feelings or emotions and disclosure was viewed as an aspect of routine
care, whereas the latter resulted in intense negative emotions and rumination about the
incident. It may be useful to raise awareness surrounding these two different approaches
to disclosure, discussing the differences between each way of thinking about disclosure in
order to reduce some of the distress faced by healthcare professionals after an adverse

event.

Although healthcare professionals suffered emotional distress after being involved in an
adverse event, sufficient support was not provided by healthcare organisations to help
them cope with this distress. Being involved in an adverse event was described as
lonesome (chapter 5). Within the training intervention that was delivered to healthcare
professionals (chapter 5), the element surrounding the emotional impact of adverse
events on healthcare professionals was perceived as important. The group discussions

within the training provided healthcare professionals with an opportunity to share their
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experiences of adverse events and disclosure with colleagues. This was described as a rare
but valued opportunity; as such discussions were neglected within maternity. Healthcare
professionals described a sense of feeling less alone and reassured after hearing what
other colleagues had experienced, particularly after realising that most colleagues had
been involved in an adverse event. It was perceived that there was a lot to learn from
hearing about colleague's good and bad experiences, as well as ways that they managed

and coped with adverse event situations. There is evidently a need to support for second

victims, however, this is currently lacking. Recently, the website secondvictim.co.uk has
been developed which offers support for second victims, their colleagues, and employing

organisations.

The findings from this thesis suggest that providing healthcare professionals with a forum
to discuss experiences surrounding adverse events is one of the ways to support them.
This is consistent with previous research which suggests that opportunities to talk and
share difficult experiences about adverse events are coping mechanisms (Engel et al.,
2006). Such a support mechanism also provides learning opportunities, and this may also
help healthcare professionals cope. The emotional turmoil faced by healthcare
professionals can have a significant impact on their personal and professional lives,
including loss of confidence, damaged relationships, and decreased job satisfaction
(Harrison et al., 2014). In terms of adverse event disclosure, as well as organisational
support, healthcare professionals need to be able to manage their own emotions in
response to adverse events as this can help to be in the correct frame of mind and be
mentally prepared, resulting in a more effective disclosure. Findings from the feasibility
study suggest that awareness of the psychological strategies for healthcare professionals
to manage their own emotions was viewed as valuable knowledge and identified the need
to disseminate these more widely so others could make use of them. These were thought
to be useful coping strategies to help one feel in control of their thoughts and feelings after
being involved in an adverse event. Research also suggests that a healthy recovery after an
adverse event is grounded in highly individualised coping skills such as validation of

emotions and self-forgiveness (Delacroix, 2017).

Contributing to the second victim phenomenon is the unreasonable notion of infallibility
which exists in the professional culture (Kirkup, 2019; White & Delacroix, 2020). This
culture of absolute perfectionism results in negative emotional reactions such as shame
and embarrassment and significantly increases healthcare professional's stress (Han et al.,

2017). This emotional turmoil makes it challenging to be open and transparent about the
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adverse event. In addition to facing these emotional consequences, healthcare
professionals also face the likelihood of blame not only from patients and families but also
from their healthcare organisations. This organisational blame approach to adverse events
focuses on seeking adverse events and identifying the individual responsible, and
punishment follows (Boysen, 2013). However, a punitive approach does not resolve the
issue and is damaging to both the healthcare professional and the safety of the healthcare
organisation. Although an individual healthcare professional may be at fault, contributing
problems within the system also exist (Boysen et al, 2013). In an attempt to move away
from this blame culture, a more balanced and reflective approach to learning from
incidents and supporting healthcare professionals has been proposed (Petschonek et al,
2013). This is known as a Just Culture. This organisational approach consists of a balance
of fairness, justice, and learning, whilst taking into account responsibility and
accountability for actions (Kerrigan, 2020). A recently published report from the NHS
Resolution, 'Being fair' sets out the argument for a just and learning culture within the
NHS and emphasises the importance of adopting a Just Culture. Taking such an approach
can help to improve levels of patient care (Kerrigan, 2020), promote learning, facilitate the

disclosure of adverse events, and improve patient safety.

Findings from this thesis (chapter 2) also revealed that one of the barriers to disclosure
reported by healthcare professionals was the difficulty of disclosure in a blame culture
(Gallagher et al., 2003; McLennan et al.,, 2016; Harrison et al., 2017; Coffey et al., 2010;
Fein et al., 2005). Healthcare professionals suggested the move towards a more open and
transparent culture to facilitate effective disclosure practices. Fear of a damaged
reputation and workplace sanctions were also described as reasons to conceal adverse
events. These findings suggest that there is a need to develop a just culture and
frameworks specifically identifying the need to support healthcare professionals with the
disclosure and investigation process after an adverse event. All but one of the studies that
discussed blame culture as a barrier to disclosure were conducted outside of the UK.
Interestingly, blame culture was not discussed by UK maternity healthcare professionals
in the subsequent studies (chapters 3 and 5). Even when participants were asked about
their experiences of adverse event disclosure within the UK, the culture of their
organisations was not discussed as a barrier to being open. This could be due to the recent
emphasis on the importance of the move towards a Just Culture within the NHS and the
adoption of this approach by the organisations of those healthcare professionals who

participated in the research. Although these findings may be viewed as positive, as a
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culture of openness is a necessary step to improvements in patient safety, these findings

are not conclusive because culture was also not discussed as a facilitator.

6.6 Contributions to methodological development

Findings from this thesis have contributed towards developing further guidance for
conducting a meta-ethnographic synthesis of the literature. The range of different
methods for synthesising qualitative research has grown in recent years (Barnett-Page &
Thomas, 2009). There are now several different qualitative synthesis methods including
qualitative meta-synthesis, narrative synthesis, thematic synthesis, interpretative
synthesis, grounded theory, and meta-ethnography. Meta-ethnography is an inductive,
interpretative approach upon which most interpretative qualitative synthesis methods are
based (Paterson, 2011) and is the most commonly utilised qualitative synthesis approach
in healthcare research (Hannes & Macaitis, 2012). A meta-ethnography differs from other
qualitative synthesis approaches as the reviewer re-interprets the conceptual data
(themes, concepts, or metaphors) created by the authors of the primary study whilst
taking into account the primary data (participant quotes) using a unique translation
synthesis method to transcend the findings of individual study accounts and create higher-
order themes (Noblit & Hare, 1988).

Although meta-ethnography is a widely used qualitative literature synthesis method
within healthcare research, it is poorly demarcated and there is a lack of clarity
surrounding the description of the data synthesis process. A number of previous reviews
have used a meta-ethnographic approach (Scott & Grant, 2018; Elmir & Schmied, 2016;
Cullinan, O’'Mahony, Fleming & Byrne, 2014; Purc-Stephenson & Thrasher, 2010; Toye,
Seers & Barker, 2017; Rubio-Valera, Pons-Vigués, Martinez-Andrés, Moreno-Peral,
Berenguera & Fernandez A, 2014). However, they do not provide a fully rigorous
description of the stages involved in the analysis process. The ultimate aim of qualitative
research synthesis in healthcare is to contribute towards improvements in patient care
and experience, as well as improving the processes for healthcare professionals involved
(Atkinson & Cipriani, 2018). For a meta-ethnography synthesis to be considered to be of
high quality and useful, the meta-ethnographic approach needs to be rigorous and
consistent. Therefore, a clear understanding of the steps included in a meta-ethnography
is vital to produce a synthesis that is rigorous and comprehensive. It was important to
provide detailed guidance on each of the steps involved in conducting a meta-
ethnography. There was a need for transparency on how each of the stages should be
conducted and there is a lack of clarity surrounding the exact stages reviewers utilise to

reach their final synthesis.
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In order to fill this gap, a practical guide that outlined a step-by-step method for
conducting a meta-ethnography was developed as part of this thesis. Within this guide, the
PhD researcher described their own interpretations of each of the seven steps (1. Getting
started, 2. Deciding what is relevant to the initial interest, 3. Reading the studies, 4.
Determining how the studies are related, 5. Translating the studies into one another, 6.
Synthesising the translations and 7. Expressing the synthesis) outlined by Noblit and Hare
(1988), who first proposed this approach. Adaptations and developments were
incorporated from recent research. The systematic review in chapter 2 was used as a
worked example, and where applicable, annotations, and examples were provided to

assist in describing the stages involved. The detailed guide is available in Appendix 4.

6.7 The implications of findings for national policy and strategy

The findings from this thesis have a number of implications for national policies and

strategies which are discussed in detail below.

The Patient Safety Strategy

The NHS patient safety strategy was introduced within the UK in 2019 and describes how
the NHS will continuously improve patient safety within the next five to ten years, with the
main focus on building on the foundations of a safer culture and safer systems (NHS
England & NHS Improvement, 2019). This strategy is underpinned by a systems approach
that suggests moving away from individual blame. One of the findings from this PhD was
related to the difficulty of disclosure in a blame culture (chapter 2) and the need to shift
away from such a culture to one which encourages openness. A culture of fairness,
openness, and learning where healthcare professionals can speak up without fearing
blame is a necessary step to make improvements in patient safety, and this patient safety
strategy aims to promote the move towards a Just Culture. A strand of the patient safety
strategy focuses on aiming to ensure that healthcare professionals have the skills and
opportunities to improve patient safety. The National Institute for Health and Care
Excellence (NICE), which provides national guidance and advice to improve health and
social care within the UK highlights the importance of healthcare professionals being
proficient in communication skills (NICE, 2012). Findings from this PhD suggest that a lack
of communication skills on how to conduct effective disclosure with patients can result in
not providing patients with the disclosure they required, and when patients did not

receive the information they needed, they sought legal help (chapter 2). Disclosure is a
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complex communication task and the training intervention developed to enhance
healthcare professional's skills in disclosing adverse events to patients (chapter 5) can be

one of the ways to improve communication skills.

Patient Safety Incident Response Framework

The Patient Safety Incident Response Framework (NHS England & NHS improvement,
2020) has been introduced very recently within the UK. It is an introductory framework,
which guides the NHS on how to respond to patient safety incidents in a way that ensures
learning and improvement, and to avoid unless necessary, holding an individual
accountable. This framework has not yet been implemented within the NHS, as a phased
approach to implementation is being taken. It describes that the purpose of a patient
safety incident investigation is to look back at what happened and why and take actions to
help prevent or significantly reduce the chances of a similar incident in the future. The
findings from this thesis support and provide concrete approaches for implementing the
recommendations proposed by the Patient Safety Incident Response Framework (PSIRF)
in a number of ways. The findings from the current research suggest that some of the key
elements of disclosure desired by patients is an apology and knowing that an organisation
is committed to preventing recurrences. Within this framework, the need to apologise and
be open with patients to help them overcome the adverse event is reiterated. It is also
recommended that even when an investigation does not take place, patients and families
should be provided with information about how the organisation has responded to the
adverse event including ways to prevent a similar occurrence in the future. By adhering to
these recommendations, healthcare professionals can meet patient's requirements for

disclosure.

The PSIRF also discusses the importance of supporting the involved healthcare
professionals during the investigation process. This framework is based on a number of
principles which includes the need for a Just Culture environment for learning and
improvement, transparency, support and engagement for those (including healthcare
professionals) who have been involved in adverse events, clarifying the purpose of the
investigations and planning investigations within a specific timeframe of no longer than
six months. The findings of this PhD revealed that anticipating the investigation process
caused worries for healthcare professionals and often made them hesitant to disclose as
an investigation process may follow the disclosure. These worries were due to the poor
routines involved in this process, inappropriate management of the case, a lengthy wait

for a decision, and a lack of support from organisations. In light of these findings, the
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introduction of the PSIRF and the included principles is greatly valued, is very much
needed, and has the potential to improve the investigation process for healthcare
professionals and support them through this process. The implementation of the PSIRF
could therefore support healthcare professionals with the investigation process to an
extent. However, although this framework suggests that healthcare professionals should
have the opportunity to contribute to other responses that allow learning from the
incident; it does not advocate the inclusion of healthcare professionals in investigation
meetings. Based on the findings from chapter 3, it is recommended that involving
healthcare professionals in the investigation meetings can help to reduce some of the
emotional distress that they experience during this process and help them feel further
supported. Therefore, this element should be implemented into the PSIRF. The PSIRF also
suggests that after identification of an adverse event, obligations of the Duty of Candour
(CQC, 2015) must be upheld. However, this can be difficult for healthcare professionals
when they lack familiarity with this regulation (chapter 3). Therefore, there is a need for
individual organisations to raise awareness of the requirements of the Duty of Candour to
ensure disclosure is conducted in accordance with this. The training intervention
developed within this PhD, directly addresses this need by integrating the Duty of Candour
requirements. The PSIRF also sets expectations for engaging patients and families with
investigations. Although the training intervention developed within this research focuses
on disclosing the adverse event rather than the investigation which follows, the training
takes a first step in addressing the mandate to take into account the needs of patients and

ways in which healthcare professionals can be supported to meet these needs.

An important element that this framework does not cover is the legal implications of
involvement in adverse events which may follow an adverse event. One of the findings
which emerged from this PhD research was fear of malpractice liability when disclosing
adverse events to patients (chapters 2 and 3). There is a need for transparency
surrounding the processes of liability and malpractice laws within the UK, and currently,
there is no policy or guidance in relation to this. Such guidance needs to be developed and
disseminated to healthcare professionals, as awareness of the legal aspect of disclosure is
necessary to reduce the fear of liability and the associated emotional distress that

healthcare professionals face.

The General Medical Council (GMC) and the Nursing and Midwifery Council (NMC)
Within the UK, openness and honesty towards patients and/or their families when things

go wrong within their care is supported by several professional bodies including the GMC
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for doctors and the NMC for nurses and midwives. However, although these professional
bodies advocate and emphasise that all healthcare professionals have a responsibility to
follow a duty of candour after an adverse event, the findings from this PhD research
suggest that healthcare professionals varied in their knowledge of the Duty of Candour
regulation. Some were familiar with the disclosure principles whereas others were only
aware of its existence. Although there was an emphasis on the Duty of Candour, the
principles were not always implemented in practice. Therefore, these findings highlight
the need for organisations to raise awareness of this policy and requirements, to ensure
that disclosure is conducted transparently and respectfully. One of the challenges faced by
maternity healthcare professionals was the struggle to draw the line between which
incidents would be classed as an adverse event and a complication. When it was difficult to
tease apart the two types of events (in effect those that were avoidable and those that
were not), healthcare professionals struggled with how to approach disclosure. It is
important that professional bodies such as those mentioned above, develop national
guidance to assist healthcare professionals in determining which incidents can be classed
as adverse events or a complication, and how to approach disclosure when it is still

unclear what type of incident has occurred.

The findings from this PhD have also highlighted the emotional burden that healthcare
professionals experience after being involved in an adverse event and disclosure,
particularly when they were personally responsible for the adverse event. However, there
is currently a lack of support that is available for them (chapter 3). Recent efforts are being
made by professional bodies to provide emotional support for healthcare professionals.
The NMC has recently launched a new emotional and practical support service in 2019 for
healthcare professionals who are involved in fitness to practice. However, emotional
support for those who have been involved in an adverse event is currently still lacking.
Professional bodies must develop support systems and services specific to involvement in

an adverse event and make these resources available for healthcare professionals.

6.8 Implications of findings for practice

The training intervention designed to enhance skills in conducting adverse event
disclosure was acceptable by maternity healthcare professionals, viewed as useful and
relevant, had the potential to improve knowledge of disclosure and improve confidence in
conducting disclosure with patients. Previous disclosure interventions have focused on

raising awareness of the moral and legal elements of disclosure and an important element
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that was previously missing from interventions and incorporated into the current
intervention was the emotional element of adverse events and disclosure. This was
identified as one of the strengths of this intervention by participants. At an organisational
level, this training intervention can be integrated into the allocated training times
available for obstetricians in the UK. However, currently, midwives do not have allocated
training time set aside. It is vital that organisations also provide training opportunities for
midwives, to ensure that they can also benefit from training initiatives such as this. Future
delivery of this training workshop to midwives needs to adopt an alternative approach.
Instead of delivering the training at an organisational level, a larger group training
workshop aimed at midwives can be delivered at a national level, to ensure that midwives
from across the different regions have the opportunity to attend. A multi-disciplinary

training including both midwives and obstetricians may also be an effective approach.

[t is important to take into account the practical considerations for delivering the training
intervention. Delivering this adverse event disclosure training requires three hours of
healthcare professional’s time away from clinical duties. The training intervention was
delivered by two psychologists with the assistance of a consultant obstetrician. It is
important that certain aspects of the training which had a psychological element are
delivered by a trained psychologist. The psychologists were also key in managing the
group discussions which took place and ensuring that emotional difficulties described by
participants were managed and responded to appropriately. It is important to be mindful
that further delivery of this training intervention involving psychologists could be costly,
particularly when delivering it a number of times. An alternative cost-effective method to
this could be that course leaders are allocated within each Trust, who are trained by

psychologists to deliver this training.

Although the Duty of Candour is implemented at a policy level within the UK, the findings
from this PhD suggest that further awareness of this regulation and the requirements
needs to be raised by individual organisations. One of the ways to do this is by distributing
the Duty of Candour guidance document (see figure 4.1) to healthcare professionals, which
have been developed as part of the workshop in the form of an educational resource. Also,
given the significant emotional burden of being involved in an adverse event and the
disclosure process, there is a need to develop and implement support systems for
midwives and obstetricians. Although no formal support previously existed for
obstetricians, midwifery supervision was the first line of support utilised by midwives,
which is no longer available. One of the ways in which organisations can develop a support

system is by introducing informal peer group sessions, where healthcare professionals
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have the opportunity to discuss and share experiences related to adverse events. The
findings from this PhD revealed that as well as being a useful learning opportunity, group
discussions with colleagues about experiences of adverse events helped to reduce feelings
of isolation and increased reassurance that they were not alone in experiencing adverse

events and the associated emotions.

6.9 Directions for future research

Further development and evaluation of the current intervention

The feasibility study has identified that there is a need to incorporate standardised
patients within the role play element when delivering the training intervention in the
future. This will assist in making this aspect more realistic and increase engagement.
Separate training sessions need to be delivered for junior and senior obstetricians. This
would involve adapting and tailoring content such as the case studies to ensure they are
appropriate for each group. Future research could tailor the training intervention and
deliver, and evaluate it with healthcare professionals across different areas of healthcare.
[t is recommended that the current intervention is considered for further evaluation using
a wait-list control design. Such a design provides an untreated comparison for the
experimental group to determine if the intervention has had an effect. By serving as a

comparison group, it will be possible to examine the impact of the training intervention.

The feasibility study only assessed self-efficacy to disclose and not actual skills or
behaviour. It is important to understand whether this training intervention has a long-
term impact on behaviour or performance and assess participant’s ability to use their
newly learned knowledge and skills of adverse event disclosure within their organisations.
One of the ways to achieve this is by having six months follow up with participants which
can be in the form of telephone interviews. A longer-term evaluation may assess
intervention effectiveness by examining whether litigation rates have changed after
healthcare professionals have taken part in the training workshop or whether the patient
and/or family ratings of disclosure have improved. Interview findings from a recent report
(Birks, Aspinal & Bloor, 2018) suggest that individuals may pursue litigation for a number
of reasons. Whilst some individuals seek litigation for financial purposes, others would do
so when they did not receive answers about their care from healthcare professionals and
organisations. Although there is limited evidence to suggest that communication alone
prevents progression to claims, this is one of the potential ways to measure the long-term

impact of the training intervention. Research in patient safety has predominantly focused
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on hospital-based, secondary care (Cooper and Chuter, 2015). Estimates suggest that
substantial patient harm from adverse events occurs in 1 in 20 encounters in primary care
(Panesar et al,, 2016). It would be interesting for future research to adapt and deliver the
training intervention within primary care, to assess whether there is the potential for it to

be applicable across different areas of healthcare.

6.10 Providing training on disclosure and the complexities of

disclosure in the UK health service

Disclosure within the NHS in the UK is a complex process, and although disclosure is
advocated in policies such as the Duty of Candour regulation (CQC, 2015) and the Being
Open framework (NPSA, 2009), in order to improve the process of disclosure and for an
effective change to occur, organisational changes need to be made. The organisational
culture refers to a shared set of beliefs from those working together about how work is
accomplished (Etchegaray et al,, 2012); Schein, 2010; Sexton et al., 2006). Changing the
culture within NHS organisations is one of the fundamental changes that have been
highlighted in the systematic review in chapter 2 as well as in frameworks such as the
Patient Safety Incident Response Framework (NHS England & NHS Improvement, 2020)
for learning, improvement and transparency of adverse events. Although healthcare
professionals have a responsibility to be honest with patients when things go wrong, the
culture of blame which currently exists within NHS organisations and inappropriate blame
is damaging to both healthcare professionals and the safety of organisations. Such a
culture can hinder disclosure practices as healthcare professionals may fear blame when
acknowledging and disclosing adverse events. Organisational culture has been identified
as an important factor which determines whether training is successfully transferred from
a training workshop to the workplace setting (Blume et al., 2010; Grossman & Salas,
2011). Although a training intervention to support healthcare professionals with the
disclosure of adverse events has been developed, until there is system-wide move towards
a Just Culture, providing healthcare professionals with training on disclosure will be

limited in its effectiveness.

Healthcare professionals may attend the training intervention and learn the knowledge
and skills required for conducting an effective disclosure, but if they are working in an
organisation where the culture does not allow for openness and transparency without
fear, then they are unlikely to implement these skills into practice and the intervention

will remain largely ineffective. Therefore, it is important to note that training on
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communication skills such as disclosure is a small element in attempting to improve the
disclosure process, and training alone cannot improve this process. In order for healthcare
professionals to deliver an effective disclosure, alongside attending training workshops
such as these, these wider system issues also must be addressed. An example of an NHS
healthcare organisation which aimed to address its culture is the Mersey Care NHS
Foundation Trust (Mersey Care NHS Foundation Trust, 2019). Research suggested that
healthcare professionals feared being blamed for adverse events, and due to the lack of
openness and compassion within the Trust, they felt inhibited to speak out about adverse
events. A Restorative Just learning Culture was implemented to change responses to
incidents, patient harm and complaints. A restorative just culture is based on the
principles of repairing and building trust and relationships when things have not gone as
planned (Dekker, 2018). This requires the development of working practices that move
away from fear and blame, and address the wellbeing needs of healthcare staff to ensure
they work safely (Kerrigan, 2020). It was found that the introduction of this approach
resulted in improvements including an increase in reporting of adverse events and
healthcare professionals feeling more engaged and able to be open about adverse events

(Kaur etal,, 2019).

6.11 Development of other approaches to support disclosure

The training intervention was aimed at midwives and obstetricians who work on the
frontline within the NHS, as these healthcare professionals are involved in the direct care
of patients within maternity services. Therefore, when things go wrong within their care,
they are primarily responsible for disclosing adverse events to patients and/or their
families. Addressing the needs for these healthcare professionals in terms of providing
training on adverse event disclosure (Gallagher et al., 2006) was important to ensure that
they are well equipped to deliver an effective disclosure. Although training these frontline
healthcare professionals is needed, this approach relies on individuals to implement
disclosure practices in situ within the organisation (Sorenson et al., 2008). An alternative
approach is to move implementation away from relying on individuals to establishing
organisations which promote and ground disclosure into local practice (Sorenson et al.,
2008). This can be achieved by targeting those higher up in the system such as those at
senior positions within organisations. One of the ways in which this can be done is by
providing disclosure training to those in senior management or risk management, who
would then be able to train healthcare professionals on the frontline (White et al., 2017).
Those who have been trained in senior management have the potential to guide planning

for disclosure conversations and to advocate disclosure within departments and across
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organisations. This can help to embrace a value of transparency and openness amongst
leaders, which can help to improve the rate of disclosure within organisations. Therefore,
coaching those higher up in the system has the potential to result in sustained and efficient
organisational changes (White et al.,, 2017). An example of such an approach has been
highlighted by White et al (2017), where a multicentre study has focused on the

development and implementation of an error disclosure coaching model.

[t is also important to support a different type of approach to safety, where disclosure is
viewed as essential to learning from all perspectives about adverse events and how they
can be prevented (Kaur et al,, 2019). One of the ways in which this can be achieved is by
the implementation of restorative Just Culture practices. These recognise the importance
of dealing with adverse events by asking questions such as who is hurt; what do they need
and whose obligation is it to meet those needs?’ and considers accountability in a forward-
looking manner, where it asked what needs to be done going forwards (Kaur et al., 2019).
Such an approach views disclosure as something that is told and shared, and by doing so,
disclosure may result in organisational learning and improvements to prevent the same

adverse event from occurring again (Dekker and Breaky, 2016).

6.12 Thesis summary

The overall aim of this thesis was to investigate how healthcare professionals within
maternity services can be supported to communicate the news to patients that an adverse
event has occurred. The novelty of this research is within the maternity settings in which
this research has been conducted. The findings from this PhD research suggest that after
an adverse event, patients desire a disclosure which includes the relevant information, an
apology, and a commitment to preventing future recurrences. However, healthcare
professionals who are often experiencing emotional distress after involvement in an
adverse event, lack skills on how to conduct this disclosure. An intervention was
developed which meets patients’ needs for disclosure, whilst also addressing those of
healthcare professionals. The intervention has proven to be acceptable and feasible,
particularly with some modifications to delivery. Future research should evaluate the long

term effectiveness and cost-effectiveness of the intervention.
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Appendices

Appendix 1: Search strategy
(Applied to PubMed) (Inception- 03/02/18)

1. Disclosure[MeSH Terms] 21396
2. Truth disclosure* 116
3. Open disclosure* 86
4. Doctor patient-relation* 91627
5. #1 OR#2 OR#3 OR #4 111636
6. Medical error [MeSH Terms] 18107
7. Medication error* 15336
8. Diagnostic error* 42556
9. Iatrogenic disease* 19139
10. Adverse event* 186139
11. Patient safety [MeSH Terms] 169,411
12. Patient safety incident* 341
13. Serious untoward event* 7
14. Risk management* 37966
15. Healthcare error* 24
16. Surgical error* 1438
17. Therapeutic error* 1429
18. #6 OR #7 OR #8 OR #9 OR #10 OR 491893
#11 OR #12 OR #13 OR #14 OR #15
OR#16 OR #17
19. Attitude* 343537
20. Perception* 276475
21. Views* 60618
22. Experience* 940569
23. Perspective 132408
24. #19 OR #20 OR #21 OR #22 OR #23 | 1562664
25. #5 AND #18 AND #24 1966
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Appendix 2: PRSIMA flow diagram
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-Secondary analysis of a
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the analysis= 1
-Quantitative data
collection only=1
-Unable to gain access to
article due to copyright
restriction for 12 months
by the authors= 1
-Article written in
German, only abstract
available in English=1
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Appendix 3: Translations tables

Translation table of findings for patients/family members views of disclosure

Descriptor
(Groups of similar
concepts clustered
together/ broad

thematic headings)

First order data

Second order themes

Information provided

during disclosure

‘Well assuring recurrence prevention, this is a must, whatever the case...I'm sure
when doctors say how sorry they are for what happened and reassure [the patients]
that they’ll make an effort to reduce possible complications, the patients will go back
home feeling much better... No benefits whatsoever, but credibility will soar, I reckon’
(Ock et al., 2016); ‘I still see him even though my insurance has changed and he’s no
longer on my insurance. I have total confidence in him...well, he’s honest. You know he
laid it on the line and gave me the facts’ (Duclos et al., 2005); ‘I've been really
impressed with the time he took to explain in a straightforward manner’ (Mazor et al,,
2013); ‘The important thing is that it doesn’t happen again’... ‘The point that should be
made is that she knew she made a mistake and will try harder not to do that again to
anybody else’... ‘Well I think she should have gone further in trying to figure out what

did happen, because he does surgery all the time. He could endanger someone else’s

Need to promise recurrence
prevention in ambiguous
medical errors (Ock et al.,
2016); Communication
(Duclos et al.,, 2005); Provide
information on what
happened (Mazor et al,,
2013): Preventing
recurrences (Mazor et al,,
2013); Patient frustrations
(Duclos et al.,, 2005); Patient

worries (Duclos et al., 2005);
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life’ (Mazor et al., 2013); ‘...That was extremely frustrating for me because nobody was
willing to say that's they made a mistake’ (Duclos et al., 2005); ..."Not knowing what's
really going to happen, not knowing if 'm ever going to come home again’...I was on
antibiotics for weeks and they discontinued it because the antibiotics were affecting
my kidneys. And it’s like well, what else is going to happen to me now? It just seemed
like one thing after another after another after another’ (Duclos et al., 2005): ‘I wanted
as much...whether [ understood it or not. I wanted to hear it. I wanted details because
then I could sort through it in my head, and then come to my own conclusions’... ‘It’s
refreshing to not be battling with insurance companies, hospitals, etc. we didn’t have
to get alawyer’ (Duclos et al., 2005); ‘We want to know what happened that day. Why
was she moved from the room?...That could have contributed to her
disorientation...They said oh well, we can’t really give you that information’ (Iedema et
al,, 2011); ‘After a week, ten days, the three of us decided that we wanted to see the
notes, we...wanted to know what was going to happen to him...I rang up the GP...It
took him ten days and then he called me’ (ledema et al., 2011); ‘I've talked and talked
and talked. I've tried to talk to counsellors and I've talked to midwives, I've talked to
doctors and I've talked to a lot of people...and then finally yeah eighteen months, no
fifteen months later we finally had the open disclosure’ (ledema et al., 2008a); ‘At the
end of the day, you know when an unfortunate incident happens like that, that
[inappropriate disclosure communication] could be avoided in the future...it would be

good to know that my dad’s death, you know, sort of prompted some changes in that

Inadequate preparation for
open disclosure (Iedema et
al,, 2011); Insufficient
integration of open disclosure
with improvement of patient
safety (Iedema etal., 2011);
Was the incident promptly
disclosed to the patient and/
or family? (ledema et al,,
2008a); How formal was the
disclosure meeting and did it
match the patient’s
expectations? (ledema et al,,
2008a); Suggestions of ways
to optimise the experience
(Iedema et al., 2008b); Trust
(Espin et al,, 2006); What
information to disclose about
the error (Gallagher et al.,
2003).
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area’ (Iedema etal., 2011); ‘I didn’t receive the opportunity to follow up and try to
understand the whole’ (ledema et al., 2008a); ‘...when we did go to the meeting [the
patient liason officer] said he’d like to shut up and let me talk...he asked me... ‘What do
you want to get out of it?” And basically my answers were [ wanted to make sure that it
never happened again...and it was really good because [the liaison officer] allowed me
to say that...I liked that I could talk and ask questions’ (ledema et al., 2008b); ‘Well it’s
my body, it’s not the surgeon’s body, and so [ would want to know all the details’
(Espin et al,, 2006); ‘I'm sorry but due to an error of writing instructions and
communication there was a misunderstanding and it caused an overdose of insulin.
You have my deepest sympathy as far as the physical problems we caused for you.
However, we're doing everything within our powers to correct this error and we can
assure you this problem will not happen again because I'm not only going to address it
as far as writing information down, but I'm also going to communicate it so the nurse
will understand what is supposed to be given...I'm available to sit down and discuss
with you in detail what happened and again, I'm sorry (patient describes how he

would like the physician to describe an error) (Gallagher et al., 2003).

Taking responsibility

‘...As far as just the medical people involved. That was extremely frustrating for me
because nobody was willing to say that they made a mistake’ (Duclos et al., 2005); ‘1
just wanted him to take responsibility for it. ‘Look I'm sorry I did this and I'll do
whatever it takes to make things right’. Just own up to what happened’ (Duclos et al,,

2005); “...But it would have been nice if someone had have just acknowledged and said

Patient frustrations (Duclos
et al.,, 2005); Was an apology
offered and of what kind?
(Iedema et al., 2008a);
Responsibility (Iedema et al,,
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‘this is our fault’ (Iedema et al., 2008a); ‘I definitely didn’t like the defensive nature of
the people involved’ (Iedema et al., 2008a) ; “They were blaming the cancer’ (ledema et
al,, 2008a); ‘...taking responsibility, that’s kind of what it’s all about’ (Mazor et al.,
2013); ‘...it made me feel that I could trust my PCP because [ mean she took
responsibility...had remorse about what happened. She wasn’t defensive about it’
(Mazor et al., 2013); “...it goes a long way for me if a person can acknowledge ‘I made a

mistake’ (Mazor et al., 2013).

‘When a patient is harmed or dies, we want a whole hearted apology. Medical disputes
come later on. Money and whatnot comes second’ (Ock et al., 2016); ‘A good tongue is
a good weapon, you know. With a heartfelt ‘sorry’...” (Ock et al., 2016); ‘But if doctors
take responsibility and apologise for my loss, | would take it on my own shoulders
even where [ have to earn a living for myself. Because [ accepted the apology’ (Ock et
al,, 2016); ‘When such a case arises, it’s saying sorry for what’s happened and any
wrongdoing possibly caused by medical staff for example. And it doesn’t necessarily
mean you are admitting negligence’ (Ock et al., 2016); ‘...the first meeting she
apologised...then when I handed her the birth certificate that said staphylococcal
chorioamionitis she backtracked and said ‘no, no, no...” and that to me seemed like she
just completely and utterly not sorry anymore’ (Iedema et al., 2008a); ‘The fact that
that had happened to me’ (Mazor et al,, 2013); ‘I think she did the right thing...she
acknowledged that I'd been through a pretty terrible experience’ (Mazor et al., 2013);

2008a); Taking responsibility
(Mazor et al., 2013)

Importance of delivering an
apology in open disclosure
(Ock etal., 2016); Apology
not regarded as admitting
negligence (Ock et al,, 2016);
What kind of apology was
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‘..trying to explain it to me, [ don’t know if that would have helped any. I think what I
really wanted to was someone to care, to say ‘Oh [ am so sorry..." (Mazor et al,, 2013);
‘There’s got to be accountability. I don’t want to hear ‘I'm sorry’. ‘I'm sorry’ is nothing. I
want to know what steps have you taken to correct the problem? Don’t tell me you
were sorry that the problem occurred. That just puts a band aid on something...I want

to see results’ (Mazor et al,, 2013).

offered? (ledema et al,,
2008a) Apology &
expressions of regret (Mazor
et al., 2013); Importance of
action (Mazor et al., 2013)

Translations table of findings for healthcare professional’s views of disclosure

Descriptor
(Groups of similar
concepts clustered
together/ broad

thematic headings)

First order data

Second order themes

Information provided

during disclosure

‘Whatever the case, you should give an explanation to the caregivers. On why you did it
and how things can go wrong... ‘Well isn’t it natural for them to want to know? All of a
sudden, a patient dies after a surgery. Sure, the odds of death from a surgical
complications, one in a million and whatnot, are well known. But they probably
wouldn’t have imagined anything like it happening in their own life not in a million

years..."it's designated in medical ethics, and aren’t we mandated to inform the

What should be delivered
through open disclosure (Ock
et al.,, 2016); Attitudes and
experiences concerning
disclosing errors to patients

(McLennan et al., 2016);
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caregivers because it’s just right?’ (Ock et al,, 2016); ‘That is why we always go back
and inform the patient. And we also always tell them exactly what we do next, so that
the error does not happen again. The same applies also for the relatives. So far this has
always gone well’ (McLennan et al., 2016); ‘If [ think it could have been a serious error
that might have caused this damage to the patient, it will be explained differently or in
a way the patient cannot realise’ (McLennan et al., 2016); ‘I think the way it should
happen in real life is that the doctor would go in and start with what happened ‘You
had a seizure, you fell out of bed, you broke your hip.” ‘Why is that?’ ‘Well it seems like
that your insulin dose lowered your blood sugar and you weren'’t getting any food’ and
answer any questions that occur. That I think, would be full disclosure without going
in and wringing your hands’ (Fein et al., 2007);

‘I think you have to be a spin doctor all the time and put the right spin on it...I don’t
think you have to soft pedal the issue, but I think you have to try and put it in the best
light. I think you have to be forthright with the patient to help them. And how you
word it makes a big difference’ (Gallagher et al., 2005); ‘Everything you read and
everything that you're told says that you are supposed to tell what errors you make as
soon as you can. Let them know what you’re thinking is, what you are going to do
about it. And your chances of having an adverse litigation are less if you take that
approach. Now the question is, how many of us believe that?’ (Gallagher et al., 2005);
‘The patient’s gonna be told, but what you say about how that injury occurs depends’

(Espin et al,, 2006); ‘The patient should always be informed’; ‘It is the patients right’;

Connect the dots (Fein et al,,
2007); How to disclose
(Gallagher et al., 2005); Trust
(Espin et al,, 2006); What
information to give (Mira et

al, 2017).
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‘It is more likely for them to end up in a claim for damages or litigation against the

health care professionals’ (Mira et al., 2017).

Acknowledging
responsibility and

apology

‘If I'd made a mistake I've got to go and see that person and say look I am sorry, it was
my fault. I am not saying it was right, you know it was me that did it and I did it and it
was an error and I apologise. And if they then want to take that further, well that is
their prerogative’ (Harrison et al., 2017); ‘I made an error. [ discontinued a medication
that I shouldn’t have-by accident. You know, I picked up the error, presented it to the
family. You know I tried to make it a system thing because the reason I did it was not
because I'm a dummy. I'm sure it could have happened to the next guy in my shoes
(Coffey et al., 2010); ‘But I felt it was my responsibility to tell the family and I did’
(Coffey et al., 2010); ‘If  made a mistake, then it would be my responsibility to tell
them [patient or family] (Gallagher et al., 2006); ‘No matter what happens in the care
of the patient...I am the one who is responsible for that patient’ (Fein et al., 2005); ‘It is
your obligation to do so’ (Fein et al., 2005); ‘ I really don’t know what happened. I
really can’t explain what happened, but it shouldn’t have happened, and I have to take
the responsibility for it’ (ledema et al., 2008b); ‘I don’t literally bring up the word
regrettable but I do it eventually...it’s a Korean thing that you don’t really need to put it
into words to...the biggest problem is when you’re about to discharge your patient
after stitch removal, the last step of the surgery, the wound starts to open up. It'll drive
you crazy and what can you say to the patient? Seems like you can’t go home

today...that’s the Korean way of saying sorry...you don’t really need to say it through

Open disclosure as a moral
and professional duty
(Harrison et al., 2017);
Responsibility (Coffey et al.,
2010); Social context in
which the participant
observed or experienced the
error (Coffey et al,, 2010);
Who should tell the patient?
(Gallagher et al., 2006);
Influences on the decision to
disclose a medical error (Fein
et al.,, 2005); Support for open
disclosure (Iedema et al.,
2008b); How should open
disclosure be carried out (Ock
et al,, 2016); Clarity (Harrison
etal, 2017).
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words’ (Ock et al,, 2016); ...And if somebody has made an error or I've made an error

then I'm going to apologise (Harrison et al., 2017).

When should an error

be disclosed?

‘I suppose medical errors causing minor harm will be even more problematic...Hmm
I'd rather not say. This is a matter of preference I think. The patient might not feel the
need either. Telling the truth is the right thing to do but since nothing really happened,
I guess doctors would be inclined not to do so’ (Ock et al., 2016); ‘If  were a patient, I'd
rather not know’ (Ock et al., 2016); ‘In general, the patient clearly has the right [to be
informed], whether it is a small or big error. But when errors happen that have no
effect on the patient, when nothing happens- small errors that have no effect or the
patient would not see the error as an error- then we would not tell’ (McLennan et al,,
2016); ‘You perceive this when dealing with patients; there are people who prefer not
to know. And you need to somehow develop a sure instinct not to burden them’
(McLennan et al,, 2016); “...It’s probably once a month or more often we’ll have some
old person come in with a massive intracranial fatal haemorrhage, and the INR is 4 or
6 or 10. We don’t tell them’ (Fein et al., 2007); ‘there was once case that we had, a guy
who got two doses of Lovenox back to back. Nursing error. And then he had a...
haemorrhage and went to the unit. Now I filled out an incident report, but I didn’t go
running and talking to the patients family about giving him two Lovenox doses’ (Fein
et al.,, 2007); ‘But especially- if the patient, if there’s nothing that’s happened, for
instance it happens all the time. His sodium goes down to one-nineteen okay? And

nothing really happens okay? You're not going to go in there and tell the patient that

When should open disclosure
take place (Ock et al,, 2016);
Attitudes and experiences
concerning disclosing errors
to patients (McLennan et al.,
2016); Non-disclosure (Fein
et al.,, 2007); Connect the dots
(Fein et al,, 2007); It’s like
walking on eggshells
(Gallagher et al., 2006); Error
factors (Fein et al., 2005);
Whether to disclose near
misses (Gallagher et al.,
2003); Trust (Espin et al,,
2006).
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your sodium went down to one-nineteen because we didn’t do our whatever. Now if
the patient asks...then you tell the patient exactly what they want to know’ (Fein et al.,
2007); I don’t know what they had told him down in the lab and it was kind of
awkward and uncomfortable when he returned because I didn’t know if i should be
apologising that that had happened, or if I should just be pretending like ‘well, the
doctors decided not to do that procedure. I just wasn’t going to lie to him, but I didn’t
know what he had been told and there was no communication between us [the
healthcare team] of what he knew’ (Gallagher et al., 2006); ‘ I don’t know that we
disclose all errors. We tend to focus on that have an impact on their care’ (Fein et al.,
2005); ‘nothing happened, so there’s no reason to bring up an issue that hasn’t been
brought up and the patient won’t bring up’ (Fein et al.,, 2005); ‘There are near misses
in the skies all the time. They do not get on the intercom and say you know what? We
just came within 200 feet [of another plane]. But if a lot of people in the airplane see it,
then they do come on and they explain it’ (Fein et al., 2005); ‘ I think if we were held to
disclose all of those [near misses], I think that happens so often we wouldn’t have the
opportunity to practise medicine’ (Gallagher et al., 2003); ‘My job is to relieve anxiety,
not to create it. And to a certain extent when an error occurs that doesn’t get to the
patient, it's not their problem, it's my problem’ (Gallagher et al., 2003); ‘You form a
therapeutic alliance by being in constant communication with the patient. So to me, a
medical error with no adverse event is an opportunity to form a tighter bond with the

patient....if no adverse event whatsoever occurs with a medical error, I'm just




234

delighted to tell the patient exactly what happened’ (Gallagher et al., 2003); ‘Ifa
patient is 95 and bed-ridden, you might not want to tell them’ (Espin et al., 2006); ‘ It
could be upsetting, they will not understand this could happen to anyone with this

case.” (Espin etal., 2006).

Translation of findings for healthcare professionals views of the barriers and facilitators to disclosure

Descriptor
(Groups of similar
concepts clustered
together/ broad

thematic headings)

First order data

Second order themes

Organisational culture

‘The common working culture can be beneficial or also hindering. For example, if you
have to fear reprisal once you disclose an error, that this falls back on a person who is
then ostracised or even loses their job’ (McLennan et al., 2016); ‘Sometimes there’s a
culture of well I admit I am wrong...my employer would sack me because I've been
open and honest and if [ don’t say anything they can’t sack me’ (Harrison et al., 2017);
‘I think there’s an openness about- we’ve caught that near miss. Give everybody a pat
on the back whereas if something then bad happens, I think there’s less of an openness
and then you get more into looking at well-rather than what the system did, you look

at the people in the system’ (Coffey et al., 2010); ‘As an R1 you’re starting and not

Barriers to disclosure
(McLennan et al., 2016);
Understanding the
repercussions (Harrison et
al,, 2017); Degree of harm
(Coffey et al., 2010);
Experience level (Coffey et al,,
2010); Reputation risk
(Coffey et al., 2010); Provider
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many people know you and you feel as though you have to prove yourself. When you
start you have a sense the nurses don’t really trust you. The parents don’t really trust
you and you really feel that you have to prove that you're competent and things like
that would just turn somebody I guess, from openly talking about little mistakes and
things like that because you’re afraid of, you know, perhaps the way the team will
think of you, the nurses will think of you- whether they’ll talk about you’ (Coffey et al.,
2010); “...and I guess you're also worried about how others perceive you or whether or
not they would trust you’ (Coffey et al., 2010); ‘I think fear kind of captures a lot of
different emotions that would prevent somebody [from disclosing]...fear of being
mistrusted or fear of retribution, fear of damaging career opportunities’ (Fein et al.,
2005); ‘...one is fear of what your colleagues are going to think’ (Fein et al., 2005);
‘There needs to be a culture where individuals do not feel penalised for reporting
errors. You should feel comfortable reporting to the chief of service of the head of

nursing’ (Fein et al,, 2005).

factors (Fein et al., 2005);
Institutional factor (Fein et

al, 2005).

Litigation

‘As a matter of character. How does one approach this incident and come to terms with
it. I think this is the first decisive point: will one disclose it at all or not...The person
concerned will always think of themselves first’ (McLennan et al., 2016); ‘Part of me
was telling me you shouldn’t do this, why ask for trouble, this is going to just lead to
litigation or complaints...but you know every time I've done this has been a positive

and rewarding experience and ['ve not regretted it’ (Harrison et al, 2017); ‘Through

Barriers to disclosure
(McLennan et al., 2016);
Positive past experiences
(Harrison et al., 2017);
Understanding the

repercussions (Harrison et
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the course of my career, so many times I've seen very bad things have happened and
patients have in the end not taken any legal action and not taken any grievance with
doctors when they’'ve immediately said: ‘Look I'm very sorry, this went wrong and this
is why it went wrong and this is what we’'re going to do to try and fix it’ (Harrison et
al,, 2017); ‘I've learned that it’s also quite a self-preserving thing to do...the worst
thing...is if they [patients] get it into their heads that there’s some sort of cover up
going on, then they get the bit between their teeth and solicitors get involved and it's
all very difficult’ (Harrison et al.,, 2017); ‘If you are very honest and straightforward
and treat the patients right then often they feel that, they take a very generous view
towards the mistake as opposed to getting very litigatous about it, which I think they
are more inclined to do if there’s a big cover up and people aren’t honest’ (Harrison et
al,, 2017); ‘I think there’s still a fear of the action that might be taken against you, but I
think people are much more aware of, and responsible really about the failure to
disclose a mistake that they’ve made...[but] there’s still a concern I guess for everyone
that there will be a whole weight of something coming on them’ (Harrison et al., 2017);
‘If families for whatever reason feel that they have not received the best medical care,
they’re going to make a big stink and go to the paper and feel hard done by and I think
in the situations where the families are pressing and the families raising doubts- it may
be more difficult to disclose’ (Coffey et al., 2010); ‘...two is fear of being sued and what
is that going to do with your future’ (Fein et al., 2005); ‘You would love to be just

straightforward. “Gosh, I wish I had checked that potassium yesterday. I was busy, |

al,, 2017); Reputation risk
(Coffey et al., 2010); Provider
factors (Fein et al., 2005);
Emotional impact of error

(Gallagher et al., 2003).
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made a mistake, should have checked that. I can’t believe I wouldn’t do that. I will learn
from my mistake and I will do better next time because this is how we learn as
people”. But if you say that to a patient, which you would like to be able to say,
honestly as just another human being, is that we have this whole thing, the wait to cash

in through a lawsuit’ (Gallagher et al., 2003).

Training

‘ have never learned (open disclosure). Can’t make facial expressions. Can’t come up
with words to say... ‘1 have never seen anyone do it, so [ have no clue on how to do it’
(Ock et al., 2016); “...But in fact we are extremely sorry, but we just don’t know how to
express or convey it’ (Ock et al.,, 2016); ‘T haven’t had any personal training. Certainly,
the trust offers a sort of day if you like around breaking bad news, however I think that
tends to be more related to breaking, you know, cancers and diagnoses type thing,
rather than adverse events that happened (Harrison et al., 2017); ‘My god this is really
uncomfortable and I don’t have the confidence about how to do it’ (Fein et al., 2005); ‘1
learned how to discuss grief and loss...But error? No...it’s all on-the-job’ (Fein et al,,
2005); ‘As soon as it gets into the legal realm, suddenly as an attending physician, I feel
like I need to be coached as to what can be said and how it can be said and so forth’
(Fein et al,, 2005); We might not train our physicians enough about how to go about
[disclosing error]’ (Fein et al., 2005); I can say right now that I do not know what the

policy is’ (Fein et al., 2005).

Absence of disclosure
education (Ock et al.,, 2016);
Role models and guidance
(Harrison et al., 2017);
Provider factors (Fein et al.,
2005); Institutional culture
(Fein et al., 2005).

Support

Communication is already a major focus in our training. But how do you do that when

you have committed an error? This is not precise I believe. It has never been

Attitudes and experiences

concerning disclosing errors
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substantiated. I think that’s strange and uncomfortable for everybody’ (McLennan et
al,, 2016); ‘You are told not to discuss things between yourselves and not to discuss it
with the family and not to approach the family but it seems to me that actually it is
better if you can speak to your colleagues’ (Harrison et al., 2017); ‘If staff want to hide
an error, the nuances of policy will allow them to justify it in their minds and they just
won’t tell anybody’ (Shannon et al., 2009); ‘1 wouldn’t have trouble going to my charge
nurse and saying that [an error] has happened because any time I've seen that happen
[to someone else] or it’s happened to me...they've been very supportive’ (Shannon et
al,, 2009); ‘She actually got a big lecture saying ‘you always run it by somebody before
you disclose it to the families, because bedside nurses are not trained to discern
litigiousness’...she felt like she did the right thing but was being told ‘don’t do that
again” (Shannon et al,, 2009); ‘The emphasis at least in my training, has been - don’t
talk about anything, keep quiet’ (Fein et al., 2005); The remark- Goddamn, what were
you thinking? — comes out pretty often. When you get that kind of response when you
admit your error, you are very unlikely to continue admitting your errors’ (Fein et al.,

2005).

to patients (McLennan et al,,
2016); Clarity (Harrison et al.,
2017); Policies might help
(Shannon et al.,, 2009); It all
depends on your nurse
manager (Shannon et al,,
2009); Provider factors (Fein
et al., 2005); Institutional
culture (Fein et al.,, 2005).
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Appendix 4: Detailed guidance for conducting a meta-ethnographic synthesis

Although meta-ethnography is a widely used qualitative literature synthesis method
within healthcare research, it is poorly demarcated and there is a lack of clarity
surrounding the description of the data analysis process. A number of reviews have used
this approach (Scott & Grant, 2018; Elmir & Schmied, 2016; Cullinan, 0’'Mahony, Fleming &
Byrne, 2014; Purc-Stephenson & Thrasher, 2010; Toye, Seers & Barker, 2017; Rubio-
Valera et al., 2014) but do not provide a fully rigorous description of the stages involved in
the analysis process. Given the value of qualitative meta-synthesis in integrating the
findings from multiple studies into a higher conceptual level, it is important to provide
detailed guidance on each of the steps involved in conducting a meta-ethnography. This
paper aims to fill this gap by outlining a step-by-step method for conducting meta-
ethnography. We describe our interpretation of each of the seven steps outlined by Noblit
& Hare (1988) who first proposed this approach. We also incorporate adaptations and
developments by recent researchers (Lee, Hart, Watson & Rapley, 2015) and provide

annotations where applicable to assist in describing the stages involved.

The worked example being used is the systematic review and meta-ethnography
conducted in chapter 2 of the thesis. Where applicable, illustrative examples from this

review are provided alongside the each phase to demonstrate the process.

Within a meta-ethnographic synthesis, the process of translation is key and unique. It is
defined as ‘comparing the metaphors and concepts in one account with the metaphors and
concepts in others’ (Noblit & Hare, 1988). A meta-ethnography should involve a
reciprocal and refutational translation, where possible combined with a line of argument
synthesis (France et al.,, 2019a; France et al., 2019b). Reciprocal translation occurs when
concepts in one study can incorporate those of another, whereas refutational translation
explains and explores differences, exceptions, incongruities and inconsistencies (France et
al. 2019a; Booth, Carroll], llott, Low & Cooper, 2013; Barnett-Page & Thomas, 2009).
Reviewers often overlook refutational translation (Booth et al., 2013; Thorne, Jensen,
Kearney, Noblit & Sandelowski, 2004); however studies may refute each other (Britten et
al,, 2002; Bondas & Hall, 2007) or concepts within studies may refute one another (Britten
et al., 2002; Finfgeld-Connett, 2014). Therefore it may be possible to conduct both a
reciprocal and refutational translation (France et al., 2019a). A line of argument synthesis

is not an alternative to conducting a translation but is viewed as the next stage of analysis
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(France et al.,, 2019b). A line of argument synthesis is the translation of accounts that
interpret different aspects of the same phenomenon under study, which results in
producing a whole that is greater than the sum of its individual parts (Noblit & Hare, 1988;
Scott & Grant, 2018). Although Noblit & Hare (1988) describe meta-ethnography as a
seven step process, it is important to acknowledge that this process is iterative and the
phases are not discrete but may overlap and run in parallel (Noblit & Hare, 1988). A meta-
ethnography reporting tool, eMERGE has very recently been developed, and provides a
framework for reviewers to follow when reporting the important aspects of a meta-

ethnography (France et al,, 2019a).

Methods:

In order to identify relevant literature to inform the present guide, articles which
described an evaluation or discussed methodological issues in conducting a meta-
ethnography or provided guidance for reporting a meta-ethnography were searched for.
We then scanned the reference lists of relevant articles to identify further relevant
literature. We also drew on the results from two recent systematic reviews (France et al.,
2019b; Cahill et al. 2018). As such, while the searches conducted for the present article
were not systematic, the guide reflects recent methodological recommendations in the
wider methodological literature. All relevant articles were read and recommendations
were noted; where any disagreement between authors of papers was apparent, guidance
which was based on systematic reviews of the evidence rather than individual reflections

was prioritised.

Results

Conducting a meta-ethnographic synthesis: a step-by-step guide with illustrated

examples

Phase 1: Getting started

The initial stage requires the authors to identify an area of interest (Noblit & Hare, 1988).
The reviewers need to consider if a synthesis of the topic is required and whether a
qualitative synthesis fits with the research question (Toye et al., 2013). It is also important
to determine whether there is a large and growing body of qualitative research in this
area, and whether synthesizing qualitative findings can contribute valuable knowledge to
the existing literature (Toye et al., 2014). Campbell and colleagues (Campbell et al., 2011)

have proposed that establishing a team of researchers who have different approaches,
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opinions and the key skills to conduct this form of synthesis will add rigour to the meta-

ethnography.

Example

[ was interested in the disclosure of adverse events within healthcare; specifically in the
perceptions and experiences of patients and healthcare professionals relating to these
events. | was aware of the large and growing body of qualitative research in this area.
Searches revealed that there was no qualitative synthesis specific to the experiences of
adverse event disclosure. I believed that synthesizing the views, attitudes and experiences
of both groups (patients and healthcare professionals) would enable the understanding of
what patients require from the disclosure conversation and what healthcare professionals
currently offer. The motivation for synthesizing the body of qualitative evidence was to
inform future disclosure interventions which were acceptable to patients and practical for
healthcare professionals to deliver. Synthesizing qualitative findings can make valuable

knowledge accessible to healthcare professionals and policy makers (Toye et al., 2014).

Phase 2: Deciding what is relevant to the initial interest

Once you have chosen your topic of interest, phase 2 involves the following steps: a)
defining the focus of the synthesis, b) selecting studies for inclusion in the synthesis and
locating relevant studies, c) developing inclusion and exclusion criteria and d) quality

assessment of the included studies (Atkins et al., 2008).

2a. Defining the focus of the synthesis

An important decision involves deciding whether to include all the studies within your
chosen area of interest. It is necessary to find a balance between a review which has a
broad scope, and a focus which will yield a manageable number of studies. The scope of a
meta-ethnography is more restricted compared to other qualitative narrative reviews.
This is due to the avoidance of making gross generalisations across disparate fields (Noblit
& Hare, 1988; Britten et al., 2002). There is currently no agreement to how many studies
should be included in the synthesis. Some researchers argue that synthesizing a large
number of studies may interfere with the ability to produce a useful interpretative output
and could result in an aggregative synthesis (France et al., 2019b). Synthesizing too few
studies can result in underdeveloped theories/concepts (Booth et al., 2013; Finfgeld-
Connett, 2014). A large number of studies have varied from 40 (Campbell et al., 2011) to
over 100 (Thorne et al., 2004). The volume of data, rather than just the number of studies
is important and team size and resources will affect the ability to manage this data (France

et al.,, 2019a). It is recognised that focusing on a particular aspect of your chosen topic
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interest and excluding certain aspects may result in some papers being overlooked.
However it is important to make this choice to ensure that you have manageable number

of studies (Atkins et al., 2008).

Example

The systematic review question focused on ‘The views and experiences of patients and
healthcare professionals on the disclosure of adverse events’. | focused on studies which
examined the views and experiences of patients (and/or family members, members of the
general public) and healthcare professionals. I found that qualitative research in the area
of adverse event disclosure was limited. As this was an under-researched area, we were
able to include all the available qualitative studies in this research area (enabling the
inclusion of both patients’ and healthcare professionals’ views on adverse event

disclosure).

Phase 2b: Locating relevant studies

The second important step involves locating potentially relevant qualitative studies by
conducting a systematic search of the literature. In order to conduct a systematic search, a
well-constructed and comprehensive search strategy needs to be developed. Qualitative
searches can yield a large number of search results, which can be daunting and time
consuming to screen. One of the ways to make your search strategy more specific is
through the use of qualitative search filters. Empirically tested search filters for qualitative
studies have been developed (Wong, Wilczynski & Haynes, 2007; McKibbon, Wilczynski &
Haynes, 2006). However it is possible that some of the potentially relevant studies may be
missed when using such filters. Decisions regarding your search strategy and screening
depend on your aims and resources available. It is advised for the use of a librarian for
reaching decisions on the content of searches. Multiple databases are utilised to locate
relevant articles and this can be further supplemented by hand searching. This is
important as it can locate relevant articles which are not indexed or inaccurately indexed,

and minimises the risk of missing relevant studies (Booth et al., 2013).

Some argue that a more purposive sampling approach may be more appropriate (Noyes,
Popay, Pearson & Hannes, 2008; Dixon-Woods et al., 2006), which aims to provide a
holistic interpretation of a phenomenon, where the extent of searching is driven by the
need to reach theoretical saturation rather than to identify all eligible studies (Booth et al.,
2013; Benoot, Hannes & Bilsen, 2016). Detailed information on purposive sampling

technique is available (Booth et al., 2013; Finfgeld-Connett, 2014). Also, to avoid the
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potential problem of having too few descriptively or conceptually-rich studies, knowledge-
building and theory-generating systematic reviewers can conduct expansive searches of
the literature (Finfgeld-Connett, 2014). We do not describe here how to conduct a
systematic search of the literature; however there are a number of papers which describe

this process (Atkinson & Cipriani, 2018; Hausner, Waffenschmidt, Kaiser & Simon, 2012).

Example

Five electronic databases were searched, and the search strategy included a combination
of the three major concepts (disclosure, safety incident and experience). The database
searches were supplemented by hand searching of relevant journals and reference lists. In
order to capture all the possible relevant articles, it was decided that qualitative filters

should not be applied.

Phase 2c: Decisions to include studies

A number of factors should be considered when deciding whether to include or exclude
studies from the synthesis. An important consideration is the expertise of the review
authors and the time available to complete the review (Noyes et al., 2008). Reviewers
should consider the likelihood of excluding valuable insights on the basis of quality, and
the contribution of these studies to the development and interpretation of findings. Would
excluding such studies affect the coherence of qualitative synthesized findings? (Noyes et
al,, 2008). Also, an important consideration is the nature of the primary data which is
available to synthesise (France et al., 2019a). Including predominantly thin descriptive
data can be problematic as it is difficult to further interpret data which lacks depth
(France et al., 2019a). Conceptually rich data which is explanatory, or rich descriptive data
which provides sufficient detail to be further developed is suitable for meta-ethnography.
Therefore selecting studies based on this suitability is one of the approaches reviewers
should consider. Further discussion on decisions to include studies is available (Noyes et
al,, 2008).

Phase 2d: Quality appraisal

There is a lack of agreement surrounding the use of quality appraisal for qualitative
studies (Toye et al., 2013). Some researchers argue there are difficulties with quality
appraisal as some aspects of qualitative research are difficult to appraise and therefore
depend on subjective judgement (Dixon-Woods, Booth & Sutton, 2007). Although this
debate continues, we argue that at least some quality appraisal of studies needs to be
considered to give an indication of the credibility of the included studies. Critically

appraising the studies and assigning numerical scores to indicate level of quality is also
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useful as it can be used as a way to order the studies for analysis. Previous published
qualitative reviews have either used the highest scoring paper as the ‘index study’ (Scott &
Grant, 2018) or have arranged all the papers in chronological order by date, and used the
most recently published paper as the ‘index study’ (Flemming, Graham, Heirs, Fox &
Sowden., 2013). One of the limitations is of assigning numerical scores using CASP and the
use the highest scoring as an index study is that it focuses on the methodological rather
than conceptual strength. Other reviewers have chosen a ‘conceptually rich’ index account
(Garside, 2008; Nye, Melendez-Torres & Bonell, 2016); however it is unclear how this
‘conceptually rich’ index account should be selected. The different ways of ordering study
accounts has yet to be formally empirically compared and there is no guidance for
reviewers (France et al,, 2019b). However the order could affect the synthesis output
(Malpass et al,, 2009; Atkins et al., 2008; Booth et al., 2013; France et al., 2014). There are
different perspectives to the use of tools in the quality assessment of qualitative research
(Majid & Vanstone, 2018). Some recommend the exclusion of studies based on a low-
quality assessment and others refute this view and suggest that such tools may not truly
assess the meaningfulness and potential impact of qualitative findings (Majid & Vanstone,
2018). However, we believe that these checklists can equip novice qualitative researchers

with the resources to evaluate qualitative research efficiently.

Two common and widely used quality assessment tools are the Critical Appraisal Skills
Programme (CASP) and the Qualitative Assessment and Review Instrument (JBI-QARI).
The Critical Appraisal Skills Checklist (CASP) provides detailed instructions and decision
rules on how to interpret the criteria (CASP, 2019). This checklist contains a number of
questions which help the reviewer to assess the rigour, credibility and relevance of each
study (Kitto, Chesters & Grbich, 2008; Kuper, Lingard & Levinson, 2008; Mays & Pope,
2000). All studies are critically appraised and each study is assigned a numerical score out
of ten, where a higher score is correlated to a higher quality (Scot & Grant, 2018). The two
studies ranked with the highest scores are used as index studies, and can be used as the
first studies from which concepts are translated into other studies and therefore shaping
the analysis (Atkins et al., 2008). Similarly, the Qualitative Assessment and Review
Instrument (JBI-QARI) is a 10 item checklist which assesses the methodological quality of
a study, and determines the extent to which a study has addressed the possibility of bias in
its design, conduct and analysis (The Joanna Briggs Institute, 2017). Some researchers
provide guidelines for determining and excluding studies which have major
methodological flaws (Dixon-Woods et al., 2004). However, it can be argued that excluding

studies based on quality criteria may result in the exclusion of insightful studies. GRADE-
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CERQual is a recently developed approach which provides guidance for assessing how
much confidence to place in findings from systematic reviews of qualitative research
(Lewin et al., 2018). The application of GRADE-CERQual can be helpful for appraising the
overall quality of the qualitative synthesis (Lewin et al., 2018) but a quality appraisal of
primary studies is required before applying the CERQual tool.

Example

The CASP checklist was used to assess the quality of included studies. This was chosen as
it propagates a systematic process through which the strengths and weaknesses of a
research study can be identified (Singh, 2013). The CASP guidelines are easy to follow,
especially for novice researchers (Singh, 2013). A decision was made in advance not to
exclude studies with low quality scores, as although some authors may have failed to
describe the methods in sufficient detail for us to determine that quality criteria had been
met, lack of reporting did not necessarily mean it was poorly conducted research (Atkins
et al.,, 2008). However the quality rating of the studies was used in the synthesis approach.
The study ranked with the highest score was used as the ‘index study’ and was the first
study from which concepts were translated into other studies and therefore shaping the

analysis (Atkins et al., 2008).

Phase 3: Reading the studies

[t is during this phase where the synthesis process begins. First, this involves repeatedly
reading the included studies and familiarising yourself with the key concepts and
metaphors. It is important at this stage to become as familiar as possible with the content
and detail of the included studies. A concept is defined as ‘having some analytical or
conceptual power, unlike more descriptive themes (Britten et al., 2002). It is important to
acknowledge that reading the studies is not a discrete phase; reading occurs throughout
the synthesis process. The notion of first, second order and third order constructs (Britten
etal, 2002) are useful in distinguishing the ‘data’ of the meta-ethnography which are
defined in table 1 below.
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Table 1: Key terms in a meta-ethnography

Primary authors Refers to the authors of the original primary qualitative studies
Reviewers/team Refers to the individuals conducting the meta-ethnography
members

First order constructs | Represent the primary data reported in each paper (participant

quotations).
Second order The primary authors’ interpretations of the primary data (metaphorical
constructs themes or concepts).

Third order constructs | The reviewers higher order interpretations developed from a tertiary

analysis of the first and second order constructs.

Once you have read through the chosen studies, the next step involves extracting the ‘raw
data’ from the studies for the synthesis. The raw data for a meta-ethnographic synthesis
are the first and second order constructs (Cahill et al., 2018; Toye et al.,, 2014). The data
needs to be extracted from each of the studies, which can be done by using a standardised
data extraction form (Malpass et al., 2009). Alternative ways to extract data include
creating a list of metaphors and themes (Campbell et al., 2011) or coding concepts in
Nvivo; a software programme for the analysis of qualitative data (Toye et al., 2014). The
data should be extracted verbatim, so there is no risk of losing important data [10] and to
preserve the original terminology used by the primary authors. However, some authors of
a previous meta-ethnography chose to record summaries of primary author
interpretations due to the large number of studies included in their synthesis (Atkins et al.,
2008). However, one of the drawbacks of recording such summaries is that there is the

risk of potentially losing important detail.

[t is essential at this stage to extract information on study characteristics for each study,
using a separate data extraction form as it provides context for interpretations and
explanation of each study (Feast et al., 2018). This includes information on study sample,

data collection methods, data analysis methods, study outcomes and study conclusions.
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Example
Below an example is provided of a data extraction table that was used to extract the raw

data (figure 1).

Study title: Enacting open disclosure in the UK National Health Service: A qualitative exploration

Objective- To identify the individual, local and organisational factors within the UK health system that support or discourage clinicians' honesty
when things go wrong.

Themes: Five themes identified which appear to capture the factors that are critical in supporting open disclosure
Open disclosure as a moral and professional duty
Positive past experiences

litigation
Themes (also known e First or(%er Second order N
as key Concspts) \ \
Themes Participant quotes \ Primary author interpretations \
Open disclodure as a moral and !
professional duty “I think there are going to be times where [ might meet with a Health professionals who felt comfortable
family. .. who would you know take this opportunity with both understanding when disclosure should occur, and to
arms made a process...but that is their right at the go to the patient and disclose an incident, appeared to
end of the day and it shouldn't in principle put me off being honest | accept that openness was a professional and moral
and upfront with my patients.”(Nurse, 1) duty regardless of the repercussions.

“For me. I think if there's been an event or if somebody's died Respondents were consistent in the belief that the
Figure 1: Example of a data extraction table

Phase 4: Determining how the studies are related

During this stage, the relationships between the key concepts from the different papers
need to be considered. A concept is described as a ‘meaningful idea that develops by
comparing particular instances’ (France et al., 2014; Cahill et al., 2018). It is also important
that concepts explain and do not only describe the data (France et al., 2014; Cahill et al,,
2018) as one of the aims of qualitative analysis is to develop concepts which help to
understand an experience and not just describe it (Seale, 1999). In order to consider the
relationship between concepts from the different studies, you are required to look across
the studies for common and recurring concepts. This can be done by creating a list of the
themes (Noblit & Hare, 1988). These are then juxtaposed against each other to examine
the relationships between the key concepts and metaphors these themes reflect and to
identify common and recurring concepts. From this list, the themes from the different
studies are then clustered into relevant categories, where we grouped common concepts
from studies according to the common underlying metaphors, an approach which has
previously been used (Atkins et al,, 2008; Toye et al,, 2014; Erasmus, 2014). During this
phase it is essential to examine the contextual data about each study. This includes
settings, aims and focuses. These newly formed categories are labelled using terminology

which encompasses all the relevant concepts they contain. This phase is likely to be
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iterative, and clusters may be revised through discussions within the review team of how

they are related and by making reference to the original text.

Other authors have used diagrams (Campbell et al., 2011; Malpass et al., 2009) or coding
using qualitative analysis software (Toye et al., 2014). The use of lists or tables in phase 4
is useful when synthesising a small number of studies, however such an approach would
be unwieldy when there are hundreds of concepts, whereas coding in NVivo is efficient
(France et al,, 2019b). However, the recording of links between concepts within primary

studies may be difficult when using NVivo (France et al., 2019b).

Example

During this phase, for the example review, a list of the themes from each paper was
created (Figure 2) listed under each study name. As both healthcare professional and
patient studies were included, it was also labelled whether the study had included

patients, healthcare professionals or both groups.

Themes/concepts from each paper

Coffey et al (2010) - Healthcare professionals

1. Social context in which participant observed or experienced errors

2. Facilitators and inhibitors of disclosure (past experiences with disclosure, degree of harm, quality
of relationships, experience level, social boundaries, responsibility, hierarchy, formality of reporting,
reputation risk]|

Duclos et al {2005) - Patients

1. Trauma >
- ”
2. Worries Themes/concepts from
3. Frustrations each paper
4. Communication factors

5. Patient needs.
Espin et al (2006) — Healthcare professionals & patients

1. Trust

Fein et al (2007) — Healthcare professionals & patients
1. Full disclosure

2. Non-disclosure

Figure 2: List of key metaphors/concepts from each study



249

The next step involved reducing the themes from the different studies into relevant

categories (figure 3).

1. Information provided during disclosure
-What information to give (Mira et al, 2016;
-What information to disclose about the error,
error (Gallagher et al, 2003; H & P)

-Provide information on what happened, responsibility
-Connect the dots (Fein et al, 2007; P & H)

-Patient frustrations, patient worries, communication {Duclos & al, 2005; P)

-Lack of appropriate closure, inadeguate preparation for open distlosure (ledema et al,
2011;P&F)
-What should be delivered through open disclosure (Ock et al, 2016; H &
-Trust & summary of disclosure patterns for error scenarios (Espin et al, 20
-Attitudes & experiences of disclosing errors to patients (MclLennan et al, 2016;
-How formal was the meeting and did it match the patient expectations (ledema e\,
2008a; P).

-Suggestions of ways to optimise the experience (ledema et al, 2008b; P & H).

w to disclose, emotional impact of

azoret al, 2013; P& F)

4

2. Concept of an apology //’ Newly formed

-When to apologise (Mira et al, 2016; H) categories

-Apology and expressions of regret (Mazor et al, 2017; P& F)
-Apology & importance of action (Mazor et al, 2013; P)
-What kind of apology was offered (ledema et al, 2008a; P)

Figure 3: Reducing themes into relevant categories

[t is important to note that the category labels you create during this phase are not the
higher third order constructs, but are descriptive labels. The third order constructs are
developed within the next two phases. However, the data within each category forms the
basis of reciprocal translation or refutational synthesis in the next stages. This approach
can work well when you have a manageable number of studies, however this can prove to
be challenging when you have a larger number of studies. In previous meta-ethnographies
where a large number of studies have been included, a thematic analysis of themes was

carried out instead (Atkins et al., 2008).

Phase 5: Translating the studies into one another

The original method of meta-ethnography suggests that this phase involves ‘comparing
the metaphors and concepts in one account with the metaphors and concepts in others’
(Noblit & Hare, 1988). However, despite a number of meta-ethnographies being
conducted, it is unclear how this should be done and how this phase of the analysis should
be recorded. To address this lack of clarity, we will now outline below one way in which
this can be done. During this phase, each concept from each paper is compared with all the
other papers to check for the presence or absence of commonality. Doing this highlights

the similarities and differences between the concepts and metaphors and allows the
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researcher to organise them into further conceptual categories, which results in the

development of the higher third order constructs.

This phase is approached by arranging the studies either chronologically (Campbell et al.,
2011) from the highest scoring paper to the lowest scoring paper (where the scores are
generated during the quality appraisal process (Scott & Grant, 2018). Arranging the
studies chronologically is advised when you are including a large number of papers over a
large time span (Atkins et al., 2008; Cahill et al., 2018). The order in which studies are
compared may influence the synthesis, as earlier papers will have a strong influence on
the subsequent development of ideas (Campbell et al., 2003). The reviewer first starts by
summarising the themes and concepts from paper 1. Summarising involves comparing and
contrasting the concepts taking into account study contexts. They then summarise the
themes and concepts from paper 2, commenting first on what is similar with paper 1 and
then what paper 2 may add to paper 1 or where its findings diverge from paper 1 (Atkins
et al,, 2008; Cahill et al., 2018). Next, paper 3 is summarised, considering what is similar to
papers 1 and 2, and then noting any areas of divergence and anything that paper 3 adds to
the knowledge offered in papers 1 and 2. This process continues until you have
synthesised all the papers and produces a synthesis of the primary author interpretations
(see figure 4) which are useful in aiding with the development of the third order

constructs in the next stage.

Examining the key concepts within and across the studies is similar to the method of
constant comparison (Cahill et al, 2018). During this phase, it is important to refer back to
the table of study characteristics you recorded earlier, (country, sample, recruitment
method, gender, publication date etc.) to use as a context for the comparisons (Scott &
Grant, 2018) as well the full papers. This process can also be supported by creating a
translations table (see figure 5 for an example of a translations table), as this is a useful
way to display this level of synthesis (Coventry Small, Panagioti, Adeyemi & Bee, 2015).
Maintaining a personal journal during this phase of the analysis can help to ensure that the
researcher is aware of their position from a theoretical point of view (Doyle, 2003).
Discussing the key concepts and their meanings with team members can result in

collaborative interpretations.

Example
Two separate syntheses were conducted; one for the views of patients and one for
healthcare professionals, and conducted a line of argument synthesis of all the included

studies, therefore it was found to be useful to have two separate translation tables; one for
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each group. Part of the translation table for healthcare professionals is shown in Figure 5

(see example of table below).

The type of information provided/what information is provided during disclosure
Synthesis of papers 1, 2, 3, 4 & paper 5:

Findings from paper 1 show that providing an explanation including a description of the
incident was supported by both healthcare professionals and participants from the general
public. Participants from the general public required a description even if the error was
ambiguous. Similarly, findings from paper 2 show that patients described that receiving
information about what had occurred was important to them. Similarly, in paper 2,
acknowledgement of the event was also important to patients. Findings from paper 3 also show
that patients want to know what happened and why it happened, and preferred this basic
information to be provided to them rather than having to ask their physician numerous
questions. In paper 3, some physicians also agreed with patients ideas of how errors should be
disclosed and agreed to tell them what they knew immediately.

Similarly in paper 4, healthcare professionals believed it was important to have the sufficient
information on the event On the other hand, in paper 3 some physician's spoke of ‘choosing
their words carefully’ when talking to the patient about the error, and although the adverse
event would be mentioned, they would not explicitly state that an error took place. These
physicians believed if patients would ask follow up questions if they wanted more information;
contradicting patient’s perspectives. Similarly, findings from paper 5 suggest that one physician
provided enough information for a clinician to understand the relationship between the error
and the outcome, however the causal connection was not obvious and would be lostto a
patient/family. This again falls under the category of the physician not disclosing an error
upfront but being open to answer any questions that may emerge, with this being especially
true for ‘near misses’.

Figure 4: Primary data synthesis of the primary author interpretations

Descriptor First order data (participant quotes/ primary data from studies)
(Groups of similar concepts
clustered together/ broad

thematic headings)

Second order themes
(Themes developed by
primary authors)

‘If I'd made a mistake I've got to go and see that person and say look | am sorry, it was my
fault. | am not saying it was right, you know it was me that did it and | did it and it was an
error and | apologise. And if they then want to take that further, well that is their
prerogative’ (Harrison et al, 2017}); ‘| made an error. | discontinued a medication that |
shouldn’t have-by accident. You know, | picked up the error, presented it to the family. You
know | tried to make it a system thing because the reason | did it was not because I'm a
dummy. I'm sure it could have happened to the next guy in my shoes (Coffey et al, 2010);
‘But | felt it was my responsibility to tell the family and | did’ (Coffey et al, 2010); ‘If | made
a mistake, then it would be my responsibility to tell them [patient or family] (Shannon et
al, 2009); ‘No matter what happens in the care of the patient...| am the one who is
responsible for that patient’ (Fein et al, 2005); ‘It is your obligation to do so” (Fein et al,
2005); ‘ I really don't know what happened. | really can't explain what happened, but it
shouldn’t have happened, and | have to take the responsibility for it’ (ledema et al, 2008b);
‘I don't literally bring up the word regrettable but | do it eventually...it’s a Korean thing that
you don't really need to put it into words to...the biggest problem is when you're about to
discharge your patient after stitch removal, the last step of the surgery, the wound starts
to open up. It'll drive you crazy and what can you say to the patient? Seems like you can’t
go home today...that's the Korean way of saying sorry...you don't really need to say it
through words’ (Ock et al, 2016); ...And if somebody has made an error or I've made an
error then I'm going to apologise (Harrison et al, 2017)

Acknowledging responsibility
and apology

Open disclosure as a moral
and professional duty
(Harrison et al, 2017);
Responsibility (Coffey et al,
2010); Social context in
which the participant
observed or experienced the
error (Coffey et al, 2010);
Who should tell the patient?
(Shannon et al, 2009);
Influences on the decision to
disclose a medical error
(Fein et al, 2005); Support
for open disclosure (ledema
et al, 2008b); How should
open disclosure be carried
out (Ock et al, 2016); Clarity
(Harrison et al, 2017)

Figure 5: Example of a translations table

Phase 6: Synthesising the translations

This phase is described by Noblit & Hare (1988) as ‘making the whole into something

more than the parts alone imply’. However, similar to Phase 5, there has been no clear
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guidance on how to carry out this phase. During this phase, the studies are now viewed as
a ‘whole’ with the aim of developing a framework (Toye et al., 2014; Cahill et al., 2018).
When writing about how the studies are related, reviewers can present this in a narrative
and/or diagrammatic form (Toye et al., 2013). Phase 6 can be broken down into the
following two stages; (a) reciprocal and refutational synthesis and (b) line of argument

synthesis.

(A) Reciprocal and refutational synthesis

This stage of the synthesis involves deciding whether the studies are sufficiently similar in
their focus to allow for a reciprocal translation synthesis. Alternatively, the studies may
refute each other in which case a refutational synthesis is conducted. It is possible to
conduct both types of synthesis to discuss similar accounts (reciprocal translation
synthesis) and also explore any contradictions between the studies (refutational
synthesis) (France et al., 2019b). Generally, reciprocal translation syntheses are conducted
more frequently in reviews than refutational syntheses and guidance on how to conduct a
refutational synthesis is currently limited (France et al., 2019b). Below we first discuss
how to carry out a reciprocal translation and then describe the way a refutational
synthesis can be conducted. Referring to the translations table of data developed in the
stages above allows reviewers to establish the relationship between the studies and

consider how to approach a reciprocal and refutational synthesis.

Reciprocal translation

[t is during this phase where the shared themes across the studies are summarised by
juxtaposing the first and second order constructs. This leads to the generation of new
concepts which provide a fuller account of the given phenomenon and resolve any
contradictions. These are known as the original third order constructs developed by the
review authors and provide a new understanding of the phenomena (Scott & Grant, 2018).
To put briefly, this can be achieved by reading the primary data synthesis (figure 4)
alongside the translations table (figure 5) and drawing out the main points to form the
reciprocal translations and therefore developing the third order constructs. It is important
to constantly check the summary and third order constructs you are developing against

the translations table to ensure it is consistent with the original data.

Refutational synthesis
There are limited published examples of refutational synthesis (France et al., 2014; France
et al.,, 2019b) as reviewers often focus on reciprocal translations (Thorne et al., 2004). Also

reviewers may conduct a refutational synthesis, but not label it as such (France et al.,
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2019b). There are two published examples of refutational synthesis (Garside, 2008;
Sleijpen, Boeije, Kleber & Mooren, 2016).This is not surprising given the lack of guidance
available on how to conduct a refutational synthesis. The purpose of a refutational
synthesis is to explore and explain the differences, exceptions, incongruities and
inconsistencies in concepts across the studies (Barnett-Page & Thomas, 2009; Booth et al,,
2013). Refutational synthesis focuses on identifying, understanding and reconciling the
contradictions, rather than developing concepts around the similarities. Similar to
reciprocal translation, reviewers are required to refer back to the primary data synthesis
and translations table in order to develop third order constructs. The contradictions
between the concepts across the studies may be explained by differences in participants,
settings or study design. During this phase, it is helpful to refer back to the study
characteristics table as this can help provide context for interpretations and explanations
(Feast et al., 2018). It has been suggested that a refutational translation can be approached
by placing two refutational concepts at either end of a continuum and proceed by
analysing the differences between the concepts [23, 66]. In order to express the
refutational findings, a narrative can be created so that the findings ‘are placed into

context’ (Finfgeld-Connett, 2014).

(B) A line of argument synthesis

Aline of argument synthesis can then be created from the third order constructs, which
involves ‘making a whole into something more than the parts alone imply’ (Noblit & Hare,
1988). A line of argument synthesis means that there is an ‘interpretation of the
relationship between the themes, which further emphasises a key concept that may be
hidden within individual studies in order to discover the whole from a set of parts’ (Noblit
& Hare, 1988; Feast et al.,, 2018). This is classed as a further higher level of interpretative

synthesis, and provides scope for developing new insights.

A line of argument synthesis is achieved by constant comparison of the concepts and
developing a ‘grounded theory that puts the similarities and differences between the
studies into interpretative order’ (Noblit & Hare, 1988). Practically, reviewers can
approach this phase by reading through the reciprocal translations and noting down the
similarities and differences between each of the third-order constructs. These notes can
then be used to construct interpretations of how each third order construct relates to the
others in the analysis. These relationships can then be represented using a diagram to aid
understanding. Each of the reviewers can carry out this stage independently, and merge
their findings as a team to produce the final line of argument synthesis. Diagrams can be

used to develop the line of argument synthesis and it is suggested that discussions
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between team members are vital to this process (Toye et al., 2013; Cahill et al., 2018). A
line of argument synthesis can be a useful way to bring together and explain the
perspectives of two or more different groups and interpreting the relationship between
the themes. This is particularly relevant for research in healthcare, where often the views
of one or more groups are examined on a phenomenon (e.g. patients and healthcare
professionals). An example of a line of argument synthesis from the worked example is

presented in figure 6.

Example

Separate reciprocal translations were conducted for the first- and second-order constructs
relating to patients and healthcare professionals, resulting in third order constructs which
related to solely either patients or professionals. Therefore, the synthesis process for this
review consisted of three steps- (1) reciprocal translations of the patient studies to
understand patients’ views and experiences of disclosure, (2) reciprocal translations of the
healthcare professional studies to explore healthcare professionals views and experiences
on disclosure and (3) a line of argument synthesis which contributed to the identification
of both the key elements of an ideal disclosure desired by patients and the facilitators for
healthcare professionals which can increase the likelihood of this taking place. Initially, a
refutational translation instead of a line-of-argument synthesis, but it was apparent during
the synthesis that the concepts from the patient and healthcare professional studies were
not contradictory in nature; rather they described alternate perspectives of the same
phenomenon. Therefore it was agreed that a line of argument synthesis was the most
appropriate for the aim of our synthesis. During this stage of the analysis, it was found to
be useful to place all the third order constructs in a table to enable visual comparison (see
table 2 below). The third order constructs should be theoretically rich. In the synthesis of
this review, although it was found that the data that was being dealt with was descriptive,
it was rich descriptive data. This therefore provided sufficient detail to further interpret
this and develop third order constructs (France et al.,, 2019b). The third order constructs
we developed reflected the data that was being dealt with, but allowed the production of
higher levels of analysis. Reviewers should take caution when dealing descriptive data.
They need determine whether it is ‘thin descriptive data’ which could be problematic to
further interpret due to lack of depth, or ‘rich descriptive data’ which can provide

sufficient detail to be further interpreted (France et al.,, 2019b).
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Table 2: Examples of third order constructs

Third order constructs-
Patient studies (views on
disclosure process)

Third order constructs-
Healthcare professional studies
(views on disclosure process)

Third order constructs-
Healthcare professional
studies (barriers to disclosure)

Need for information

Sometimes economical
with the truth

Difficulty of disclosure
in a blame culture

Importance of
sincere regret

Owning up without
saying ‘I'm sorry’

Avoidance of litigation

Promise of
improvement

To tell or to not tell?
-When anxiety may
cause unnecessary
anxiety

-Outcome determines
disclosure

Disclosure is a learned
skill

Inconsistent guidance

— Clarity regarding legal aspects of disclosure

—— Modeling appropriate disclosure practices

—— Development of an open, transparent culture

—— Training on adverse event disclosure

e Relevant
information about
the adverse event

‘ e Accountability and

an apology
e Commitment to
preventing future

Figure 6: Example of a line of argument synthesis that was developed recurrences

displaying an ideal disclosure practice and facilitators to effective and

practicable disclosure for healthcare professionals.

Phase 7: Expressing the synthesis

Reviewers should follow the eMERGE reporting guidance when writing up the synthesis

(France et al,, 2019a) and the PRISMA guidelines may be used alongside this if systematic

searches are conducted as many journals may require a PRISMA diagram (Moher, Liberati,

Tetzlaff & Altman, 2009). In addition to these standard reporting methods as described by

the eMERGE guidance (France et al,, 2019a), the final phase can be broken down into the

following three stages; (a) summary of findings, (b) strengths, limitations & reflexivity and

(c) recommendations and conclusions (refer to (France et al.,, 2019a) where this phase is

described in further detail).
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Discussion

Meta-ethnography is an evolving approach to synthesising qualitative research and is
being increasingly used in healthcare research (Cahill et al., 2018). Although this approach
is being used by numerous reviewers, transparency on how each of the stages should be
conducted is still poor and there is a lack of clarity surrounding the exact stages reviewers
utilise to reach their final synthesis (France et al., 2019b). The ultimate aim of qualitative
research synthesis in healthcare is to contribute towards improvements in patient care
and experience, as well as improving the processes for healthcare professionals involved
(Atkinson & Cipriani, 2018). In order for a meta-ethnography syntheses to be considered
to be of high quality and useful, the meta-ethnographic approach needs to be rigorous and
consistent. Therefore, a clear understanding of the steps included in a meta-ethnography
is vital to produce a synthesis which is rigorous and comprehensive. Poorly reported
methods of meta-ethnography can also make it challenging, particularly for early career
qualitative researchers to conduct this synthesis. High quality qualitative research
synthesis should not end with the final write up and further research needs to focus on

how the impact of qualitative research can be maximised to improve healthcare.

Conclusions

There was previously a lack of step-by-step guide to meta-ethnography conduct. This
guide has filled this gap by providing a practical step-by-step guide for conducting meta-
ethnography based on the original seven steps as developed by Noblit & Hare (1988).
Adaptations have been incorporated and developments by recent publications and
detailed annotations have been provided, particularly for stages 4-6 which are often
described as being the most challenging to conduct, yet the least amount of guidance is
provided for conducting these stages. Each stage has been described in detail and in
relation to a previous meta-ethnography that has been conducted to aid understanding,

and allows the reader to follow on from one step to the next easily.



257

Appendix 5: Participant information sheet (for interview study)

mn s Qs

National Institute for Quality and.Sarety
UNIVERSITY OF LEEDS Health Research

Information sheet for participants

Study title: Exploring the views and experiences of maternity staff on disclosing

adverse events to patients.

You are being invited to take part in a PhD research study. It is important for you to
understand why this research is being carried out and what it will involve. Before you
decide to take part, please take your time to read the following information carefully, and
if there is anything which is not clear, or if you would like more information, please

contact the researcher, Raabia Sattar at ps15rs@leeds.ac.uk.

A recent legislation known as the Duty of Candour (2014) now states it is a legal duty to
disclose to patients any adverse events which have caused them harm during their care.
However, little research has been carried out in relation to disclosure of such events in

maternity services.

What is the purpose of this study?

The purpose of this study is to explore and understand your views and experiences
regarding the disclosure of adverse events and complications to patients, in maternity
services. This study also aims to explore how the disclosure of such events affects the
mental well-being of maternity staff. However, with the limited research available in this
area, it is not clear what process staff follow in order to disclose these events and how this
disclosure affects the well-being of staff. Understanding your views and experiences can
allow an insight into what training should be provided to support staff with these
disclosure processes. This research is funded by the University of Leeds and NIHR

CLAHRC.
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Why have I been chosen?
You identify as a maternity health care professional and therefore you have been

identified as a potential participant.

[t is up to you to decide whether or not you wish to take part in this study. If you do decide
to take part in this research, you are free to withdraw your data from the study up until a

month after the interview has been conducted.

What will happen if I take part?

If you agree to take part in this research, you will be asked to take part in a telephone
interview, which will last approximately 40 minutes. The interview will consist of
questions related to your personal views and experiences related to the disclosure of
adverse events and complications to patients in your unit. Whilst taking part in this study,
you have the right to refuse to answer any of the questions given by the researcher. Within
this interview you will also be asked to state how long you have worked in your

profession.

To thank you for taking out your time to take part in this research, you will receive £20

Amazon shopping voucher from the researcher.

What will happen to the information I provide in the interview?

All interviews will be recorded, however all information which is collected from you will
be kept secure and your identity will remain anonymous at all times. This research will be
written up into a thesis, and may also be published at some point in the future. However,
all information received from you will be anonymised, with any potentially identifiable
information being changed, including the use of pseudonyms for the name of people and
places. Confidentiality would only be broken under the following conditions:

1. If you provide information which indicates perceived significant and immediate risk of
harm to self or others. E.g. if you provide information which indicates intended harm to

patients, or others in your workplace.

All recordings will be password protected and stored securely. Data will only be accessible
by the researcher and supervisors for a period of five years, after which the data will be

destroyed, where all copies of the data will be deleted.

You have the right to withdraw your data from the study without having to provide a

reason, until a month after your interview has been conducted. If you wish to withdraw
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from the study, or you have any other questions regarding the study please contact the

researcher by email at ps15rs@leeds.ac.uk.

In order to ensure confidentiality, you will be asked to generate a code. . E.g. by using your
day of birth, last 2 digits of your phone number and first 2 letters of your favourite colour.

If you would like to withdraw your data, you will be asked to provide this code.

Who has reviewed the study?

This study has received ethical approval from the School of Psychology Research Ethics
Committee at the University of Leeds on 27/04/2017, Ethics Reference No: 17-0128. This
study also received HRA approval on 28/07/17, Ethics Reference No: 229238.

What if there is a problem?

The study researcher will be available to resolve any minor problems (contact details
below).

Researcher: Raabia Sattar- ps15rs@leeds.ac.uk

Based at: University of Leeds, School of Psychology &
Bradford Institute for Health Research

Study supervisors:

Dr Judith Johnson- j.johnson@leeds.ac.uk

Professor Rebecca Lawton- r.j.lawton@leeds.ac.uk

Based at: University of Leeds, School of Psychology &
Bradford Institute for Health Research

If you are unhappy about any aspect this study and you do not want to discuss this with
the researchers, you can contact the School of Psychology Ethics Committee:

ips.ethics@leeds.ac.uk.

If you are interested, we will be happy to provide you with anonymised feedback about the
findings of this study. Thank you for taking the time to read this information sheet.

Appendix 6: Participant consent form (for interview study)


mailto:ps15rs@leeds.ac.uk
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Appendix 6: Participant consent form (interview study)

n s Qs

National Institute for Quality and Safety
UNIVERSITY OF LEEDS ConseHefdtmResearch
Study Title: ‘Exploring the views and experiences of maternity staff on disclosing

adverse events to patients’

Please carefully read the following statements and highlight your response for each of
them. The reasoning behind this form is so that you have an understanding of the purpose
of the study and that you are giving your consent to take part. (This consent form will be
read out to participants verbally over the telephone, and consent will be recorded.

Participants will also be sent this consent form via email).

1. The aims and purpose of this study have been explained to me at | YES NO
least 24 hours in advance of being asked to sign the consent
form. Also, I have had the opportunity to ask questions about the

study.

2. Tunderstand that participation in this study is voluntary and itis | YES NO

up to me to decide whether I would like to take part or not.

3. Tunderstand that I can withdraw from the study up until a
month after the interview has been conducted without having to
provide a reason. [ also understand that if [ wish to withdraw, my

data will not be used in the study.

4. Tunderstand that the telephone interview will be audio recorded | YES NO

and [ have given my consent for my interview to be recorded.

5. lunderstand that any parts of the recording may be used in the YES NO
final report and these recordings will be available for others to

read.

6. lunderstand that if any parts of the recording are to be included | YES NO
in the final report, information which identifies myself, others
and places will remain confidential and all efforts will be made to
achieve anonymity via a process of random name assignment.

also understand that any information in these recordings that
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exposes my identity, identity of others or identity of places will

be removed.

7. lunderstand that only the researcher and supervisors will have | YES NO

access to anonymised data sets.

8. ITunderstand that some questions are related to personal

experiences and may cause short term distress.

9. lunderstand that I have the right to not respond to any question | YES NO

asked by the researcher.

10. I agree to take part in this telephone interview. YES NO

The study researchers will be available to answer any questions related to the study or
resolve any minor problems (contact details below).

Researcher: Raabia Sattar- ps15rs@leeds.ac.uk

Study supervisors:

Dr Judith Johnson- j.johnson@leeds.ac.uk

Professor Rebecca Lawton- r.j.lawton@leeds.ac.uk

Based at: University of Leeds, School of Psychology &
Bradford Institute for Health Research

This study has received ethical approval from the School of Psychology Research Ethics
Committee at the University of Leeds on 27/04/2017, Ethics Reference No: 17-0128. This
study also received HRA approval on 28/07 /17, Ethics Reference No: 229238.



mailto:ps15rs@leeds.ac.uk
mailto:j.johnson@leeds.ac.uk
mailto:r.j.lawton@leeds.ac.uk

262

Appendix 7: Detailed descriptions of each study including participants, intervention & components, outcome measures & main findings.

Author/Year/

Country

Participants

Intervention &

components

Outcome

measures

Main findings

Gunderson et al (2009)

Students (n = 18)
from the six
health sciences

colleges

Educational module on
full disclosure. This
was conducted as part
of a 30 hour, 2 week
patient safety elective
in 2006. The module
consisted of the
following:

1. Pre-reading

2. Large group
interactive lecture
with facilitated
discussion and training
DVD

3. Small group practise

of full disclosure using

1. Perceived
patient safety
self-efficacy: 19-
item instrument
(four domains
specific to full
disclosure:
understand full
disclosure, do a
full disclosure,
admit an error to
a supervisor,
admit an error to

a patient).

2. Standardised

Confidence among
students improved
significantly after
taking part in the

module.
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case scenarios

4. Reconvened as a
large group for
discussion and
debriefing

5. Learning acquired
reinforced throughout
remainder of the

elective

patient case:
standardised
patient
encounters were
observed and
subjectively
evaluated by the

course directors

Halbach et al (2005)
Country: USA

Third-year
medical students
(n=572)
attending 4-

week

family medicine

clerkship in

years 2000-1,
2001-2

4-hour curriculum to
raise awareness about
medical errors and
patient safety. This
included the following

components:

1. Brief required

reading

2. Introductory 1-hour

1. Self-awareness
about patient
communication
and safety: seven-
item
questionnaire

2. Evaluation of

the curriculum:

13-item

89% of students
reported that the
opportunity to
present an error to
a patient increased
their confidence
about discussing
this issue with
patients. 94% of

students reported
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and 2002-3

lecture/discussion

3. Videotaped
simulation with a

standardised patient.

Three-hour exercise
including orientation
to case material,
review of skills
required, videotaped
encounter with
standardised patient
and small-group

feedback session.

evaluation

3. Students’
experience with
medical errors
since their
clerkship: 12-
item anonymous
follow-up

questionnaire

4. Confidence
regarding error
in medicine:
Graduation
Questionnaire of
the Association of
American Medical
Colleges given to

fourth-year

that they strongly
agreed or agreed
that the
standardized
patient and
feedback exercise
was a useful
learning

experience.

A comparison of
before and after
questionnaire data
revealed
statistically
significant
increases in the
self-reported
awareness of
students' strengths
and weaknesses in

communicating
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students. medical errors to

patients.

Kiersma (2009) First-year 1. Didactic instruction. | 1.Students’ Students'
Country: USA pharmacy Received instruction knowledge of awareness of the
on strategies for medication pharmacist's role

students (n =

160)

medication error

reduction

2. Completed a
community based
pharmacy observation

assignment

3. Participated in a
skills-based
laboratory. Three
laboratory activities:
(i) dispensing and
counselling
simulations; (ii)

medication error

safety: 16 open-
ended items and
true/false

questions

2. Students’
confidence in
medication
safety: 10
questions based
on laboratory

objectives

in medication error
reduction
improved and
confidence in their
ability to recognize,
prevent, and
communicate
medication errors

increased.
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scenario- role play
scenario on how to
manage and
communicate errors;
(iii) feedback session

on pharmacy

observation

assignment.
Madigosky (2006) Second-year Patient safety and 1. Knowledge, One skills item
Country: USA medical medical fallibility skills and evaluated comfort

students (n =92)

curriculum (10.5

contact hours).

Addressed the
following components:
1. Patient safety
overview, error
reporting systems, vs.
human approach,
safety tools and ethics/

disclosure.

attitudes: 28-item

questionnaire.

2. Assessment of
self-reported
behaviours: % of
yes or no
responses to
questions about
whether or not
they used what
they learned

with skills
disclosing an error
to a patient
Pre-test to post-
test mean change
0.79
(95%CI10.48t01.10)

56%( of

participants




267

2. Involved a mixture
of lectures, panel
discussion,
demonstration and

interactive forums.

3. Disclosure
techniques involved
role play disclosing an
error to an attending,
supporting a peer who
experiences an error
and assuming role of
an attending to
disclose an error to a

patient.

(at 1-year follow-

up).

3. Curriculum
evaluation: five-
point scale to rate
the curriculum,
and invited
students to
describe the most
important thing
they gained, plus
suggestions for

improvement.

reported having
used what they
learned from the

curriculum.

73% of
participants agreed
or strongly agreed
that it was useful in
their medical

education.

Suggested
improvements
included changes
in the timing,
shorter sessions,
less lecture and
smaller group

sessions.

Moskowitz (2007)

Third-year

1-day programme on

1. Attitudes and

[tem for disclosing
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Country: USA

medical

students (n =

patient safety. This
included two plenary

sessions and two

beliefs:

Survey: two

error to a patient:
‘offering an

apology to a

229) open-ended
1-hour workshops items related to a patientis unwise
selected from a list of | specific medical because it implies
nine topics (one topic | error observed negligence’.
was discussing medical | by the Percentage of
errors with patients). participant. students (n=124)
who agreed: pre=5,
post=3 (p=0.04).
Paxton (2010) Intervention Intervention: Medical | Study provided This brief
group (n=51) Errors Educational no clear educational

Country: USA

including
medical students
and physician
assistant

students.

Control group

(n=24) medical

Intervention.

2-hour session
consisted of small-
group discussions with
slide presentation.
Slides covered six
major medical errors

subjects including

statement about
the outcome

measures.

12 multiple
choice questions
on medial error
disclosure were
provided. This

may have

intervention led to
statistically
significant
improved
performance in
general
understanding of

medical errors.
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students.

error disclosure.

Frequent breaks
throughout session
allowed students
opportunity to
describe their own
experiences with

medical errors.

Control group received
no medical error

educational tool.

assessed
knowledge about

medical errors.

Posner (2011)

Canada

Obstetrics &
Gynaecology
Medical
residents (n=14)

2-hour workshop on
disclosure which was
facilitated by a
physician risk

manager.

Objectives of the
workshop were to
review the

circumstances when a

1. Were residents
able to follow the
suggested CMPA
guidelines and
incorporate the
necessary steps
that are
considered to be

integral parts of

Residents'
performance in
disclosure
improved after

formal teaching.
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disclosure discussion
is appropriate, who
should participate in
disclosure discussions,
when and where
disclosure should take
place, what to disclose
and how to say it, the
role of apology and
what should be

documented.

Disclosure in objective
structured clinical
examination
performed by students
before and after the

intervention.

the disclosure

process?

Checklist
extracted from
the guidelines for
disclosure of
adverse events
developed by the
Canadian Patient
Safety Institute
and published by
the CMPA.

Wayman (2007)
Country: USA

Registered
nurses on a
paediatric

oncology ward

Simulation-based
adverse event

disclosure training.

1. Perceived self-
efficacy in

communication:

A statistically
significant increase
in nurses'

communication
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(n=16)

Three disclosure or
adverse event
scenarios were

developed.

Scenarios varied in the
level of adverse effects

to the patient.

Two scenarios
involved
chemotherapy and the
third involved blood

transfusion.

Instructors from the
Centre for Advanced
Paediatric Education
who were skilled in
role playing and
debriefing led the

training.

Trained parents were

14-question self-
assessment
survey that was
developed for the
study.

self-efficacy to
carry out medical
disclosure after
taking part in the

intervention.
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incorporated as actors
in the simulation

scenarios.
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Appendix 8: Participant information sheet (for feasibility study)

M s Qs

National Institute for Quality and Safety
UNIVERSITY OF LEEDS Health Research

Participant information sheet

Enhancing skills in disclosure of adverse events

You are being invited to take part in this research study. Taking part in this research study
is completely voluntary. It is important for you to understand what the research is about

and what it will involve. Please take your time to read the following information carefully.

What is the purpose of the study?

This is a pilot research study which aims to test a training session to enhance confidence
in disclosing adverse events to patients. This pilot study will be used to determine if the
training workshop is feasible for a wider implementation and whether it is likely to

enhance disclosure skills.

Why have I been chosen?
You have been chosen because you are either a midwife or obstetrician. Research shows

there is a lack of training available on adverse event disclosure within maternity services.

What will I have to do in the study?

If you choose to take part in this research study, you will be asked to:

1. Attend a two hour training workshop that will take place during one of your training

sessions at Leeds General Infirmary.

2. During the training session you will be asked to complete questionnaires to assess

your:

e Confidence in disclosure
e Knowledge of disclosure practices within the UK

e Feedback on the training
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3. Following the training session, you have the option to take part in a brief telephone
interview, which will last approximately 25-30 minutes. The purpose of this is to
understand your experiences of taking part in this training workshop. Upon completion of
the workshop AND telephone interview, you will receive a £25 voucher as an incentive for
taking part. Once you have taken part in the workshop, you will receive a certificate to

show you have taken part in training for disclosing adverse events to patients.

Do I have to take part?

It is up to you whether you wish to take part. If you decide to take part, you will be asked
to read and sign a consent form. You may also choose to not respond to any of the
individual questions on the questionnaires without having to provide a reason. You can
withdraw at any point from the study and withdraw your data for up to one month after

by contacting the researchers, without having to provide a reason.

What will happen to the information I provide in the questionnaire?

All the information you provide in the study will be kept confidential. All data will be
stored on secure university computers. All research data will only be accessible to
members of the research team. All data will be anonymised and any identifiable
information such as contact details will be stored separately from your questionnaire data.
Any information which contains your name or email address will be stored for up to 3
years and then disposed of securely. The anonymised questionnaires which cannot be

linked to you will be stored safely for up to ten years and will then be disposed of securely.

Who has reviewed the study?
This study has been reviewed by the University of Leeds Research Ethics Committee

(Reference number: PSC-415, Approval date: 05/09/18).

What if there is a problem?
The study researchers (contact details below) will be available to resolve any minor
problems:

Raabia Sattar: ps15rs@leeds.ac.uk

Dr. Judith Johnson: j.johnson@Ieeds.ac.uk

Professor Rebecca Lawton: r.j.lawton@Ileeds.ac.uk

If you are unhappy about any aspect of the research study and you do not want to discuss
this with the study researchers, you can contact the School of Psychology Research Ethics

Committee: psethics@leeds.ac.uk



mailto:ps15rs@leeds.ac.uk
mailto:j.johnson@leeds.ac.uk
mailto:r.j.lawton@leeds.ac.uk
mailto:psethics@leeds.ac.uk
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Appendix 9: Participant consent form (feasibility study)

M s QS

National Institute for Quality and Safety
UNIVERSITY OF LEEDS Health Research

Participant consent form

Enhancing skills in disclosure of adverse events
Declaration by the participant

[J Tunderstand I am being asked to provide consent to take part in this research
study.

[l Thave read the participant information sheet and it has been provided to me in a
language I understand.

U I consent for the information collected about me to be used for the purpose of this
research study only.

[0 Tunderstand that taking part in this training workshop also involves completing 3
questionnaires.

[1 Tunderstand I am able to ask any questions about this study and the study
researchers will respond to my questions.

[1 Tunderstand that [ am free to withdraw from the research study at any time, and
able to withdraw my data up to one month after the study has been conducted.

[1 Tam happy to be contacted for the telephone interview and I provide my contact
details below for this purpose only.

[1 IfI wish to take part in the telephone interview, I agree to audio-recording of the
telephone interviews on the basis that no personal identifiers will be used in the
reporting of this data.

[0 lagree to participate in this research study.
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Name:

Mobile number:

Email address:

[ understand that I can request a signed copy of this document to keep.

Participant signature:

Date:
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Appendix 10: Multiple Choice Questionnaire assessing knowledge of adverse event

disclosure (feasibility study)

Please tick only ONE best response to each of the questions below

When should you disclose an adverse event to a patient and/or their family?

e When the patient has become aware of the adverse event through other means
e When the patient enquires about the adverse event
e When the event results in severe harm, moderate harm or prolonged psychological

harm to the patient

e Only when the event results in severe harm to the patient

Should you offer an apology when you initially disclose an adverse event to a patient

and/or their family?

e Yes, in all circumstances
e No, never at the initial disclosure phase
e Yes, if it seems likely the adverse event was due to the hospital’s error

e Yes, but only if you personally contributed to the occurrence of the adverse event

Should you discuss the adverse event with senior colleagues before disclosing the event to

the patient and/or family?

e Yes, because it is necessary to have a senior colleague accompany you during any
disclosures

e Yes, and this colleague must be a medic

e No, never

e Yes, if you feel this is necessary or appropriate

How much information should you provide during the initial disclosure?

e Provide all the facts as you understand at the time
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e Keep information provided to a minimum as the subsequent investigation may
produce contrary results

e Only provide information in response to patient questions

e Only provide information about the investigation and actions that will occur

subsequently

If the patient and/or their family become angry, what should you do?

e Remind them that all the correct processes and procedures are being followed

e Ask them to put their complaint in writing, as you are not the individual
responsible for the adverse event

e Let them know that you understand why they are angry and acknowledge their
concerns and feelings

e Ifyour hospital has a counselling service, offer to refer them to this. Provide an

information sheet with relevant organisations they can contact

Which of the following should you do after disclosing an error?

e Follow up in writing and provide updates in every circumstance

e Follow up in writing and provide updates if appropriate

e Complete a GCAT form once following the disclosure

e Complete a GCAT form every time there is an update related to the adverse event

and the investigation into this
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Appendix 11: Self-efficacy questionnaire (feasibility study)

Please circle your ONE response to each question below.

How confident are you in your understanding of the importance of disclosing

adverse events to patients/family

Not confident at all

A little confident

Confident

Very confident

1

2

3

4

How confident are you in your understanding of the steps that should be included in

the adverse event disclosure conversation?

Not confident at all

A little confident

Confident

Very confident

1

2

3

4

How confident are you in your knowledge of the professional Duty of Candour?

Not confident at all

A little confident

confident

Very confident

1

2

3

4

How confident are you in your ability to communicate a statement that an

unexpected adverse event has occurred?

Not confident at all

A little confident

Confident

Very confident

1

2

3

4

How confident are you in your ability to provide an expression of regret/ empathy

to the patient (or family)
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Not confident at all | A little confident | Confident | Very confident

1 2 3 4

How confident are you in your ability to answer questions posed by the patient (or

family) about the adverse event?

Not confident at all | A little confident | Confident | Very confident

1 2 3 4

How confident are you in your ability to manage emotions (e.g. sadness, anger) that

patients (or family) may exhibit when you inform them of the adverse event?

Not confident at all | A little confident | Confident | Very confident

1 2 3 4

How confident are you in your ability to manage your own emotions when

disclosing an adverse event to a patient (or family)?

Not confident at all | A little confident | Confident | Very confident

1 2 3 4
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Appendix 12: Feedback questionnaire (feasibility study)

Please complete the following:

Age:

Gender:

Profession:

How many years have you worked in this profession?

Please circle your ONE response for each of the following questions

The training:

e Was effective in its delivery

Strongly disagree | Disagree | Neither disagree or agree | Agree | Strongly agree

e Was an effective use of time

Strongly disagree | Disagree | Neither disagree or agree | Agree | Strongly agree

e Provided adequate time to learn the concepts & skills

Strongly disagree | Disagree | Neither disagree or agree | Agree | Strongly agree




282

e Described skills which will be applicable in my hospital

Strongly disagree | Disagree | Neither disagree or agree | Agree | Strongly agree

The following aspects of the training were useful:

e Background information on adverse events

Strongly disagree | Disagree | Neither disagree or agree | Agree | Strongly agree

e (ase-based group discussion

Strongly disagree | Disagree | Neither disagree or agree | Agree | Strongly agree

e Guidance document for disclosure of adverse events

Strongly disagree | Disagree | Neither disagree or agree | Agree | Strongly agree

e Awareness of psychological strategies to reduce emotional distress faced

after an adverse event

Strongly disagree | Disagree | Neither disagree or agree | Agree | Strongly agree
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Please answer the following questions in as much detail as possible

Q1. What are your overall thoughts of the training workshop?

Q2. What do you think you have learnt from this workshop?

Q3. Were there any aspects of the training which could be improved? If so, please

describe in what ways
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Appendix 13: Interview guide (feasibility study)

Enhancing skills in disclosure of adverse events

(follow- up interviews with participants)

Provide information on what the interview will involve, the timings and audio-recording.

B W N

Could you start by telling me about what your profession is?

How many years have you worked in this profession?

What are your overall thoughts of the training workshop?

Since engaging in this workshop, how do you feel about disclosing an adverse event to
a patient?

Imagine you are involved in an incident which results in harm to patient. Now that you
have taken part in this training, how would you approach disclosure?

Has your approach to disclosure changed after taking part in this workshop?

(Probing question= in what ways? Anything you would now do differently?)

If you were to now advise a colleague on disclosure after taking part in this training,
what would you tell them?

What do you think you have learnt from this training?

Workshop delivery

9.

10.

What was your overall perception of the training workshop which was provided?
(Probing questions: Views on the guidance document? (laminated sheet) Did you find it
useful? Were you aware of the Duty of Candour principles prior to taking part in this

workshop? Would you refer back to the document?)

Views on the component which focused on the emotional aspect of disclosure & how
this affects you as healthcare professional?

(Probing questions: What did you think of the group discussions which took place?
Midwives & doctors in the workshop together - what did you think of the

interdisciplinary nature of this?)
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11. What did you think of the psychological strategies which were discussed to reduce
your emotional distress after being involved in an adverse event?
(Probing questions: We discussed ways to reduce threat orientated thoughts, positive
self-statements, breathing exercises -Would you use any of these strategies? Do you
believe utilising these types of strategies so you can manage your emotions before
disclosing an adverse event will help you deliver a more effective disclosure? If so,
how?)

12. What did you think of the background information on disclosure that was presented?

13. What are your thoughts on the role play aspect of the training?

Probing questions: (Were the case studies used appropriate?)

14. Overall, what did you think was useful in the training?

15. What do you think could be improved?

16. Do you think there were any aspects which could be taken out from the training?

17. Overall, would you recommend this training to your peers and colleagues? If so, why?

Thank participant, provide interview closing information
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Appendix 14: Comments provided by participants on the feedback questionnaire

(feasibility study)

What are your overall thoughts of the training workshop?

‘It was absolutely useful and should be part of the yearly/2 yearly updates’.

‘It was completely related...it felt good to know that it is normal to feel
awkward/difficult while going through disclosure to a patient’.

‘Many thanks, it is very important to raise awareness of our feelings, this isn’t
usually discussed’.

‘It was a good workshop as adverse events are unfortunately higher in obstetrics
and it is good to address emotions around these adverse events’.

‘Very good workshop, should be happening earlier in the training. [ learnt my
response to adverse events is normal and everyone feels like this’.

‘This was a relevant topic and good to see that this training is based on ongoing
research’.

‘It was good to share experiences and expertise, and it is excellent to have the
guidance framework to refer to’.

‘These things don’t really get discussed unless a really serious incident happens,
thank you covering our feelings and thoughts in this workshop’.

‘I enjoyed it- it was well balanced and was good to hear how to support us

healthcare professionals for once’.

What do you think you have learnt from this workshop?

‘It was good to know the feelings and thoughts I experience, others also feel this
way too’.

‘It is important to acknowledge these feelings, | know how to rephrase my
thoughts now so I feel better emotionally’.

‘The breathing techniques- [ will use these’.

‘The structure for disclosing, I really like the guidance document and I think it
should be widely available for all to access’.

‘The strategies to reduce emotional distress faced after an adverse event’/ ‘Coping
strategies in adverse event situations’.

‘Guidance framework provided is a really good too to use, [ will be sharing this

with my colleagues’.
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‘The framework provided was the most useful as it provides a structure to follow.
Before I was always unsure what the Duty of Candour stated’.

‘Great hearing the research that is currently being conducted and how research
your team are doing aims to support us’.

‘Group discussions were really useful, it made me realise that everyone has been

through these events and feeling worried and stressed is normal reaction to it’.

Were there any aspects of the training which could have been improved?

‘Input from the local trust- what support do we have here?’

‘More scenarios would be useful’.

‘Already aware of the CBT model, less detail on this and more detail on other
psychological ways to manage ourselves better’.

‘Nil- good training all around’.

‘To spend longer on how to change behaviours/thoughts’.

‘Some of the slides on CBT could be condensed down as we already cover this in
our medical training’.

‘More context to the scenarios would be useful’.

‘The breathing techniques and changing thought strategies were useful, but could
you include some more of these techniques?’.

‘Less role play and less discussions, more lecture teaching’.



