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Abstract

Aim: There are a limited number of publications which have qualitatively investigated the
treatment journey and the risk based decision-making process of patients undergoing
orthognathic surgery following the Montgomery versus Lanarkshire Health Board (2015) legal
ruling. Therefore, the aim of the study is to carry out qualitative research to ascertain the
perception of risks during decision-making in a group of patients who have undergone
orthognathic surgery. The goal is to improve the consent process of this elective procedure and

better tailor this for each individual patient and improve their overall experience.

Design: The aims of this study were to evaluate patients’ perception and their lived experiences

qualitatively, using focus groups and one to one interviews.

Methods: Patients who had undergone bimaxillary orthognathic surgery were recruited from
review clinics at Birmingham Dental Hospital and School. Recruitment began in September
2021 and was completed by December 2021. All patients were approached by an orthodontic
registrar (SMS). Twenty-three participants were initially identified and of those fifteen were
interviewed. Ten of the participants interviewed were female and five were male. Ages ranged
from twenty-three years to forty-three years old. The range of surgery dates was from October

2017 to December 2019.

Results: Two domains were identified, the first domain investigated perceptions of risk
involved in orthognathic surgery. The second domain looked at the impact of orthognathic

surgery on patients’ psychosocial well-being and considerations during the consent process.



The first domain based on three main themes were identified from the interviews centring on
the patient’s perceived risks to orthognathic surgery: sources of information about
orthognathic surgery, surgical risk and setting and format of how risks should be presented.
For the second domain, again three themes; physical effects of surgery and its impact on
patients' psychosocial well-being, non-physical effects of surgery and its impact on patients'

psychosocial well-being, and impact of surgery necessitating support.

Conclusions: This study has found that patients need to be informed of the overall experience
of the treatment journey, providing realistic and accurate information prior to starting
treatment. Previous patients are a valuable source in supporting future patients in the consent
process. Clinicians should be aware that what may seem of importance to them may not be the
same for patients. Patients should be aware of the pain, swelling, nerve injury, difficulty eating
and drinking, and the difficulties that may arise in the initial postoperative recovery period.
They should also be given a realistic idea of their final facial appearance. This knowledge may
lead to greater patient satisfaction and most importantly mentally prepare these patients to
reduce the negative implications on their psychosocial well-being. This research has identified
the importance of the patient’s social network, dieticians, and psychologists in the treatment
pathway. The findings of this study can inform future quantitative studies in which further
research is required to look at how this new setting and format should be employed to improve
the consent process for these patients as well as developing a comprehensive list of risks from

both a clinicians and patient perspective.
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CHAPTER 1

LITERATURE REVIEW



1.1 INTRODUCTION

Orthognathic surgery is performed to change the position of the maxilla and/or mandible in
order to correct a skeletal disharmony (Khechoyan, 2013). This treatment modality is for
patients in which their malocclusion is not suitable for treatment by orthodontic camouflage
due to the severity of their malocclusion or for patients who are beyond growth modification.
Patients can present with concerns regarding their facial appearance as well as functional
difficulties (Khechoyan, 2013). These facial deformities can have an impact on speech or
mastication, occlusal trauma, soft tissue trauma, skeletal asymmetries, and sleep apnoea. This
treatment is provided by a multidisciplinary team. The aims of surgery are to optimise facial
aesthetics, address functional needs, improve mental health and ultimately to attain an overall

improvement in the patient’s quality of life.

1.2 HISTORY OF ORTHOGNATHIC SURGERY

Historically, the study of facial aesthetics has always been an interest to painters, sculptors, and
philosophers. In the 13th century Thomas Aquinas made a statement regarding the concept of
aesthetics: ‘the senses delight in things duly proportioned’; explaining how beauty and
mathematics are interlinked and aesthetics is measurable (Goldstein, 1997). Initially, surgery
was carried out solely on the mandible, however this was unsuccessful in severe malocclusions
as they often required double jaw surgery. This led to surgeries involving both the maxilla and
mandible to achieve facial balance and harmony and this was possible for all malocclusions (Bell

et al., 1985).

Even though there are many theoretical advantages of orthognathic surgery, it has been

previously viewed as a radical, dangerous and unpredictable treatment option, and it was only

2



during the last four or five decades that the concept of this surgery has won the acceptance of
Oral and Maxillofacial surgeons as well as Orthodontists (Naini and Gill, 2017). The first
recorded orthognathic surgery was performed by Simon Hullihen in 1848 without pre-surgical
orthodontic treatment. The patient had experienced extensive burns when younger resulting
in a protrusive mandibular alveolar segment. A sub-apical osteotomy was used to correct the
anterior open bite. Since then, many additional procedures and approaches have been
established (Aziz, 2004). The first osteotomy combined with orthodontic treatment was carried
out by Edward Angle and the surgeon Vilray Blair in a patient with Mandibular Prognathism

(Whipple, 1898).

It was in 1921 when the first Le Fort | osteotomy procedure was carried out by Herman
Wassmund to correct a dentofacial disharmony (Wassmun and Leipzig, 1927). The technique
became widely accepted for the correction of dentofacial disharmony in Europe and the United
States, however, its stability was still questionable. This led to the importance of including the
orthodontist in orthognathic surgery planning (Converse and Horowitz, 1969). Since then, there
has been a wider acceptance of incorporating orthodontics pre- and post-operatively to
achieve an optimal and stable result. Popularity of the Le Fort | surgery has resulted in the
introduction of the ‘two jaw’ surgery which is a bilateral sagittal split osteotomy alongside a Le

Fort | surgical procedure (Buchanan and Hyman, 2013).

Currently orthognathic surgery involves orthodontic treatment before the surgical procedure.
This involves upper and lower fixed appliances which remain in place during the surgery as well
as a brief period after the surgery to achieve the desired occlusion. A multidisciplinary team

approach is imperative to execute predictable outcomes. These outcomes are now better
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achieved with the advances in technology including, using 3-dimensional (3D) virtual surgical
planning (VSP) to simulate the end result of the surgery (Naini and Gill, 2017). In 2015, in the
United Kingdom, it was approximated that there were potentially 250,000 patients who could

have benefitted from orthognathic surgery (Cunningham and Johal, 2015).

1.3 THE ORTHOGNATHIC TREATMENT JOURNEY

Over recent years, the treatment care pathway for orthognathic surgery has become more
established and involves many different specialties. These should include a consultant
maxillofacial surgeon, consultant orthodontist, ideally a clinical psychologist/liaison
psychiatrist, dental technician, specialist orthognathic nurse, specialist maxillofacial dietician,
speech and language therapist, consultant anaesthetist and occasionally a restorative specialist

(Naini and Gill, 2017).

Treatment is usually timed when facial growth is complete or significantly slowing down (Achal
et al., 2018). This is usually around 17 to 18 years in females and 18 to 19 years in males. These
are generic time points so it is necessary to assess each patients growth with the use of growth
charts as growth patterns can greatly vary (Ursi et al., 1993). Possible considerations could be
the use of hand-wrist radiographs to assess skeletal maturity by looking at the phalanges and
metacarpal bones using Tanner-Whitehouse 3 (TW3) methods (Tanner, 1983). Although
reliable, one needs to take consideration of the increased exposure of patients to radiation.
The general dental practitioner usually refers the patient to tertiary care where the patient is
assessed for suitability for orthognathic treatment. The Index of Orthognathic Functional
Treatment Need (IOFTN) is used to determine whether the patient is eligible to be treated

under the National Health Service (Ireland et al., 2014).



A multidisciplinary clinic (MDT clinic) is required to ensure successful treatment planning and
for patients with more complex craniofacial disharmonies, further specialities are involved such
as craniofacial surgeons and ear, nose and throat surgeons (Khechoyan, 2013). During the
assessment the patient’s presenting complaints and concerns are identified as well as the
patient’s psychological well-being. The potential treatment options are then discussed
alongside the risks and benefits for each option and information leaflets are given regarding
orthognathic surgery. The patient is also informed whether they would be feasible for this

surgery and a provisional plan formulated.

Patients should also be informed of the approximate treatment journey duration as patients
often lose compliance with orthodontic treatment after they have had the surgery (Kiyak et al.,
1982). Firstly, any dental treatment that is required prior to orthognathic treatment such as
restorations, periodontal treatment and orthodontic extractions is discussed and arranged. The
patient is then notified of the pre-surgical orthodontic treatment duration which is
approximately 1-2 years (Luther et al., 2003) and the requirement to attend follow-up MDT
clinics. There is then a discussion regarding the orthognathic surgery as well as explaining what
it will entail including the recovery period of around 6 weeks. Following this the patient will
undergo post-surgical orthodontic treatment which takes up to a year and this information is
also relayed to the patient (Luther et al., 2007), Figure 1.1. Lastly, there are two established
methods of information delivery which the patient is directed to: the British Orthodontic
Society (BOS) website ‘Your Jaw Surgery’ as well a leaflet produced by BOS entitled

‘Orthognathic surgery’ (British Orthodontic Society (BOS), 2014).



Figure 1.1 Orthognathic surgery pathway (adapted from Naini and Gill (2017))

Initial post-operative period requires close
obsendation and monitoring, including 1-day post
operative radiographs and occlusal assessment



1.4 INDICATIONS FOR ORTHOGNATHIC TREATMENT

Three main objectives of orthognathic surgery which are ‘improved aesthetics and dentofacial
function in a stable manner leading to an improved health-related quality of life’ (Naini and Gill,
2017). Therefore, clinical effectiveness is whether this surgery achieves these treatment

objectives.

A cross-sectional survey was carried out on four Orthognathic departments in Yorkshire which
involved questionnaires and interviews of patients (Stirling et al., 2007). The most common
reasons reported to have elective surgery was to improve the ‘bite’ and to improve the
appearance of their teeth. Patient’s also expressed concerns regarding their facial appearance
and that this affected their behaviour and self-esteem. Less common reasons were given such
as ‘chewing’ problems, socialising and speech problems, pain in their joints, headaches and

general health problems (Stirling et al., 2007).

Qualitative research has shown that patients who were mainly concerned with their facial
appearance had improved self-confidence following orthognathic surgery (Ryan et al., 2012).
Pre-surgery patients reported a feeling of victimisation and being punished unfairly because of
their facial disharmony. This further highlighted the importance of dentofacial disharmony and

its impact on the quality of life of this group of individuals.

Itis also important to note that the severity of the dentofacial disharmony does not necessarily
relate to a greater impact of the patient’s quality of life. Individuals with a mild deformity were
shown to have the lowest self-esteem’ (Lansdown et al., 1991). This reiterates the fact that

clinicians must consider each patient’s concern so that these can be addressed but at the same
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time to be able to identify patients with a psychiatric disorder, such as Body Dysmorphic
Disorder (BDD) (American Psychiatric Association, 1994). These cohort of patients are overly
obsessive with a certain aspect of their appearance in which they may not have a facial
disharmony or their disharmony may be minor (Vulink et al., 2008). These patients tend to be
oblivious to their unrealistic concerns and they often tend to not be satisfied with the outcome
of their surgical procedure (Vulink et al., 2008). Most of these patients seek out other clinicians
for further advice and treatment (Phillips, 1991; Veale et al., 1996). They can also become
litigious or violent (Vulink et al., 2008). It has also been found that quarter of oral and
maxillofacial patients meet the criteria for a psychiatric disorder (Phillips et al., 1998) therefore

it is important to be aware of this when assessing the patient’s concerns.

1.5 AIMS OF ORTHOGNATHIC SURGERY

1.5.1 Improve dentofacial aesthetics

The main motivational factor for patients seeking Orthognathic surgery is an improvement in
their dentofacial appearance (Naini and Gill, 2017). It is therefore not surprising that this is well
documented in the literature given that increasing emphasis on facial aesthetics in society
(Flanary et al., 1985; Stirling et al., 2007; Williams et al., 2005). From a patient’s perspective
aesthetic considerations can often be of greater importance than functional problems

(Obwegeser, 1969).



1.5.2 Improve function

Previous studies have reported functional concerns were the main reason for patients seeking
orthognathic surgery (Alanko et al., 2010; Proothi et al., 2010). A systematic review found 33-
60% of patients report that functional concerns were their primary motivation (Alanko et al.,
2010). Stirling et al. (2007) also found that the second most frequent reason that patients
sought treatment was due to difficulty eating. Some of the functional problems patients may
present with include incising food, mastication, deglutition, traumatic occlusion, attrition, sleep
apnoea, temporomandibular joint dysfunction, drooling and speech (Naini and Gill, 2017).
Patients with anterior open bites often report difficulty incising food with their anterior teeth
and tend to find it embarrassing when eating publicly (Naini and Gill, 2017). This is also common
with patients who have Class Ill malocclusions and lateral open bites. Another concern which
is becoming more frequently reported is the inability to snorkel or dive for individuals with
anterior open bites (Naini and Gill, 2017). Patients may also present with trauma as their
functional problem in terms of biting their tongue and this occurs when the maxillary width is
markedly constricted. Patients may also have an anterior occlusion which leads to stripping of

the mucosa (Naini and Gill, 2017).

As well as direct functional problems, indirect effects of the malocclusion may be reported as
a problem, for example sleep apnoea. Orthognathic surgery may improve these patients’
quality of life by widening the airway as a result of advancement jaw surgery (Naini and Gill,
2017). Temporomandibular joint dysfunction (TMD) is also a functional problem patients seek
to address through surgery. However, the links between TMD and dental occlusal problems are

not evidence based, and it is important to note that the aetiology of TMD is usually



multifactorial. Therefore it is imperative to warn these patients that surgery will not necessarily

improve their TMD and in certain cases their symptoms may worsen (Naini and Gill, 2017).

1.5.3 Improve psychosocial well-being and quality of life

It is unfortunate that those patients who have dentofacial disharmony can be perceived
differently in today’s society which may lead to a reduction in their quality of life (Cunningham
andJohal, 2015). Health is defined as a ‘state of complete physical, mental and social well-being
not merely the absence of disease’ by the World Health Organisation (WHO). The measurement
of health must also include an approximation of well-being and quality of life (World Health
Organisation, 1997). This explains why a significant number of studies highlight the negative
effects of dentofacial disharmony and the subsequent improvement in patients’ quality of life
following treatment (Cunningham et al., 1996; Lee et al., 2007; Alanko et al., 2010; Rusanen et
al., 2010; Ryan et al., 2012). Systematic reviews have shown that those patients who undergo
surgery have a subsequent improvement in their social outlook (Hunt et al., 2001) and

improved well-being (Alanko et al., 2010).

1.6 PATIENT INVOLVEMENT

Since the Darzi Report (2008), there has been a greater emphasis in adopting a patient-centred
approach to healthcare and using Patient Reported Outcome Measures (PROMs) when
assessing the quality of the outcomes of treatment (Department of Health, 2008). The quality
of healthcare has now been redefined to incorporate clinical effectiveness, patient safety and
experience. This is particularly important as NHS funds are now limited more than ever.
However, in a recent study, Cunningham et al. (2003) demonstrated the monetary cost-

effectiveness of orthognathic treatment, based on cost per quality-adjusted life-year (QALY).
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This demonstrates the value for money orthognathic treatment provides, which showed that
Orthognathic treatment had positive outcomes for a relatively small cost in comparison to
other surgical procedures that are carried out in the United Kingdom. The National Institute for
Health and Care Excellence (NICE) recently introduced guidance to reinforce the importance of
individualised care and that this involves giving the patient the opportunity to ‘discuss their
needs and preferences’ (National Institute for Health and Care Excellence (NICE), 2012).
Therefore, to reach this standard of care it is paramount to address why a patient is seeking
this treatment modality. A qualitative study illustrated that motivating factors for seeking
treatment may not necessarily be related to impact of the dentofacial disharmony but in fact
there can be other underlying factors such as personality traits and childhood upbringing (Ryan
et al.,, 2012). This further illustrates the importance of clinicians treating patients on an
individual basis which has been shown to be a key predictor of patient satisfaction (Kiyak et al.,

1982).

1.7 RISKS OF ORTHOGNATHIC SURGERY

All surgical procedures carry an element of risk, it is essential that the benefits as well as the
risks are discussed with the patient. Information that is told to the patient before treatment is
considered as professional advice, however any information given after the procedure may be
considered as an excuse by the patient (Makin, 2017). Therefore, the clinician should be clear
and specific about the potential risks even if it were to deter the patient from going ahead with
treatment. Orthognathic surgery demands patient compliance, and the orthodontic/surgical
pathway is incredibly tasking for any patient, however the morbidity of this surgery is low and
generally temporary (Naini and Gill, 2017). Sousa and Turrini (2012) undertook an in-depth

systematic literature review of the complications of orthognathic surgery based on 23 studies
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meeting the inclusion criteria, with 8390 patients. The review found approximately 12% of
patients had altered sensation, 3.4% infection, 2.5% fixation problems and 1.8% unfavourable
fracture during the osteotomy. This was a similar to a previous study where the incidence of
infection was noted at 2% (Sousa and Turrini, 2012). Lannetti et al. (2013) reviewed 3236
patients and found irreversible sensory deficits in 2% of patients, but reversible sensory lip
deficit in 19% of patients. There has also been a recent report of two cases of patients losing
their tear reflex after maxillary orthognathic surgery and therefore there is a rare risk of the
pterygopalatine ganglion being injured during a Le Fort | osteotomy (Kang et al., 2014).
Although significant complications are rare with Orthognathic surgery, it is paramount to make
the patient aware of these risks. Certain risks are attributed to the orthodontic treatment which
are root resorption, decalcification and gingivitis (Travess et al., 2004). In addition to this

relapse is a risk and therefore long-term retention is required.

Surgical complications are dependent on the surgical procedure and involve short-term and
long-term risks. Normally, those that are short-term are postoperative discomfort, pain,
oedema, trismus, difficulty eating, bleeding, infection, general anaesthesia affects and those
that may be long-term can be injury to the inferior dental nerve resulting in
temporary/permanent altered sensation to the lips, chin, cheeks, tongue, palate and gingiva.
Facial swelling can take at least six months to resolve and therefore the outcome of surgery
cannot be determined until this has occurred (Day and Robert, 2006). A previous qualitative
study investigated complications of orthognathic surgeons amongst oral and maxillofacial
surgeons (de Santana Santos et al., 2012). The surgeons were asked, via a questionnaire

regarding these complications, and reported that the most frequent complication was nerve
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damage in relation to surgery to the mandible. Nerve damage was also the most common
complication with surgery to the maxilla (40%), followed by haemorrhage (29%).

1.7.1 Blood loss

Bloods loss is a complication of any invasive surgery, and every attempt should be made to
control blood loss, bearing in mind orthognathic surgery is an elective procedure. Controlling
blood flow reduces the need for a blood transfusion which in turns avoids the risk of reaction
to the transmission or the transmission of blood-borne pathogens (Khechoyan, 2013). This is
achieved via hypotensive anaesthesia which leads to an improved quality of surgical field and
reduced blood loss (Precious et al., 1996). Blood transfusions are rarely required for single jaw
surgeries (Khechoyan, 2013). On the contrary, 30% of double jaw surgeries require blood
transfusions (Samman et al., 1996). Around a quarter of patients who had surgery to maxilla
only, required one or more units of blood transfusion (Hegtvedt et al., 1987). Occasionally
during a Le Fort | maxillary osteotomy, uncontrolled haemorrhage can occur and patients need
to have been consented for an autologous blood transfusion prior to surgery (Khechoyan,
2013). Profuse haemorrhage with a mandibular osteotomy is a rare occurrence. For most
patients consenting to a blood transfusion will be a matter of routine. However, for same faith
groups i.e., Jehovah’s Witnesses, this may not be possible and can lead to eviction from their

religious communities.

1.7.2 Nerve damage

The inferior alveolar nerve during surgery to the mandible can be stretched but it is rarely
lacerated and injury to the facial or lingual nerve is rare (Khechoyan, 2013). The healing process
when this occurs is reliant on several factors including then types of surgery, the type of injury

and individual variations in the response to healing. The incidence of permanent altered
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sensation as a result of inferior alveolar nerve injury is approximately 10% (Cunningham and
Johal, 2015). With mandibular bilateral sagittal split osteotomy (BSSO), paraesthesia of the
lower lip is the most common complication. The incidence of this varies from 9%-85% and is
also affected by age (Gianni et al.,, 2002; Westermark et al., 1998). The prevalence is also
affected by the extent of the mandibular advancement (da Costa Senior et al., 2020), the
position of inferior alveolar nerve and whether there is a lateral course of the inferior alveolar
nerve (Yamauchi et al., 2012), length of the mandibular angle (Yamauchi et al., 2012), the
manipulation of the nerve during surgery (da Costa Senior et al., 2020), the surgeons’
experience (Kobayashi et al., 2006), concomitant procedures (Choi et al., 2013), the method of
fixation (Yeo et al., 2016) and type of surgery (Gianni et al., 2002; Kobayashi et al., 2006). The
prevalence of altered sensation between the ages of 18-31 years is around 17%, although
patients above the age of 31 years have a higher incidence of 29% (Gianni et al., 2002;

Westermark et al., 1998).

1.7.3 Infection

Infection is rare complication as patients are administered prophylactic pre-operative and
intraoperative antibiotics as well as intravenous antibiotics during admission and they are given
oral antibiotics when discharged (Khechoyan, 2013). It is therefore not surprising that the
literature shows the low prevalence of plate infection following a Le Fort | osteotomy at around
1.4% (Schmidt et al., 1998). The incidence of plate infection following a bilateral sagittal split
osteotomy over two years is around 16% whereby removal of the plate is carried out under

general anaesthetic (Theodossy et al., 2006).
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1.7.4 Other complications

Less common complications include temporomandibular joint pain and an unfavourable
fracture at the sagittal split osteotomy site. Temporomandibular joint (TMJ) pain or
degeneration are at a higher incidence with patients whom have a dentofacial disharmony than
the general population (Johnson, 1997). However it is difficult to predict whether orthodontic
treatment or orthognathic treatment can worsen TMJ pain (Khechoyan, 2013). Progressive
condylar resorption is a rare consequence of long-term relapse that may follow single or double
jaw surgery. The cause is poorly understood but often occurs in young female patients with

initial Class Il malocclusions (Khechoyan, 2013).

The risk of unfavourable fractures during sagittal splits is rare with it being less than 2%
(Khechoyan, 2013). This occurs due to a technical complication or if the bone is malformed and
is termed as a ‘bad split” which is then treated with reduction and internal fixation (Khechoyan,
2013). Patients should be warned about this complication which may require a further surgical

procedure or extend the patient’s recovery.

1.8 CONSENT

Consent represents one of the key principles of the General Dental Council’s standards (General
Dental Council, 2013). Therefore, it is a requirement by regulatory bodies and by law that
informed consent is obtained and is valid for every patient being treated. Touching a patient
without their consent would be seen as battery and would be dealt with under the tort of
battery. Valid consent is when consent is ‘given voluntarily by an appropriately informed person
who has the capacity to consent to the intervention in question’ (Department of Health, 2012).

Consent is informed when a competent patient understands the nature of the procedure they
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are undergoing and the reason as to why this is being carried out. They need to understand the
risks and benefits of an intervention as well as alternative options available. They are then able
to use this information to make their decision regarding their treatment and communicate this
across without coercion (Department of Health, 2012). The patient subsequently has the
capacity to consent if they can understand and retain the information given to them, as well as

weighing the risks and benefits of the procedure (Sharma and Chate, 2011).

Consent begins with the tort of battery (Naini and Gill, 2017). This involves deliberate and
unpermitted contact with another person even if this does lead to harm. A patient's medical or
dental consent therefore differentiates between permitted and unpermitted clinical contact.
However this should be distinguished from dental malpractice which results in a claim of
negligence rather than tort of battery (Raab, 2004). The Department of Health states that ‘if
the patient is not offered as much information as they reasonably need to make their decision,
and in a form they can understand, their consent may not be valid’ (Department of Health,
2001). The General Dental Council guidance also suggests that the patients should be given

information they need to help them make an informed decision (General Dental Council, 2013).

1.8.1 Legality of informed consent

The consent process is a considerable challenge in medical and dental practice. It is important
to highlight that litigation against the medical and dental profession is on the rise (Lewis et al.,
2006). Dental Protection Limited have commented that ‘a dentist in the United Kingdom is
nearly twice as likely to receive a claim for clinical negligence compared to just ten years ago
and a full time dentist can now expect to receive two claims over a typical year’ (Dental

Protection Limited., 2018). It should be noted that in 2018/2019 the NHS Litigation Authority
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(NHSLA) reported that negligence claims are starting to plateau and have been largely stable
for the last two years although the ‘cost of harm’ increased to approximately £9 billion (NHS

Litagation Authority, 2019).

Currently, there are no set regulations which clearly state how much information patients
should be given regarding the risks of their treatment. Previously in the United Kingdom the
standard of care has been based on the Bolam test. This establishes whether a clinician’s
practice is accepted as proper by a responsible body of contemporary medical men skilled in
that particular art (Bolam v Friern Hospital Management Committee, 1957). The depth of
information to be provided regarding risks disclosure was governed by the House of Lords
decision of Sidaway (Sidaway v Board of Governors of the Bethlem Royal Hospital, 1985).
Therefore not only does the particular practice has to be accepted as proper by a responsible
body of medical opinion, but that the body of opinion has to be reasonable and responsible
(Bolitho v City and Hackney Health Authority, 1998), and that the opinion should be logical
(Boynton S., 2006). Later on in 1999 it was ruled by the Court of Appeal that the responsibility
lies with the clinicians to make known any significant risks which could affect the judgement of

a reasonable patient (Pearce v United Bristol Healthcare NHS Trust, 1999).

In 2004, Lord Steyn in Chester v Ashfar stipulated that, ‘In modern law, medical paternalism no
longer rules and a patient has a prima facie right to be informed by a surgeon of a small, but
well established, risk of serious injury as a result of surgery’ (Chester v Afshar, 2004). Therefore,
clinicians should inform patients of any complications to treatment even if the risk is small. In
a recent case of Olloson v Lee, a patient was consented for a vasectomy and was told that ‘the

likelihood of chronic pain occurring was small, but greater than the rare and remote risks of
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early and late failure’ of the vasectomy (Olloson v Lee, 2019). The patient was informed that
the pain could affect their lifestyle and that the range of this pain could be mild to severe with
a chance of affecting the patient in the long-term. Unfortunately, the patient then developed
chronic scrotal pain following the procedure and a claim was raised against the doctor as the
patient felt that the risks were not adequately discussed. The judge subsequently decided that
the percentage of the risks were not necessary and that it was sufficient to describe the risk as
being ‘small” which is an ‘an everyday word which encompassed and satisfactorily conveyed
the risk’. The conclusion was that the patient could ask for further clarification when they are
informed a risk is ‘small” otherwise it is only necessary to provide information of the procedure

and the risks involved (Olloson v Lee, 2019).

In 1992 the High Court of Australia ruled that, ‘A risk is material if in the circumstances of the
particular case, a reasonable person in the patient's position, if warned of the risk, would be
likely to attach significance to it” (Roger v Whitaker, 1992). Therefore, it seems that there is a
large variation with regards to which risks are acceptable amongst judges. Furthermore the
standards of risks informed seem to shift with what is deemed reasonable by the clinician and
what is deemed reasonable by the patient (Brands, 2006). There has therefore been a move
away from medical paternalism towards more patient-centred treatment with the term
‘enlightened consent’ being projected. This highlights that patients need to be given sufficient

information to help them understand a certain procedure (Dental Protection Limited).

Consent came to prominence again in the in the Montgomery case (Montgomery v. Lanarkshire
Health Board, 2015a). In 1999, Mrs Montgomery was an expectant mother who also had

diabetes mellitus, these patients tend to be at higher risk of their babies having shoulder
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dystocia during natural birth as the babies are larger than normal. This risk was not explained
to the patient as it was deemed as a ‘small’ risk. Unfortunately, during labour the babies
shoulder became stuck leading to the child being born with cerebral palsy and quadriplegia.
Mrs Montgomery therefore argued that should this risk have been known to her she would
have opted for an elective caesarean section. The Supreme Court ruling ruled that a reasonable
patient would have attached significance to the risk of shoulder dystocia and should have been
told if there was a possibility of avoiding this complication by having a caesarean. This ruling of
material risk now represents a considerable change in the medical law in United Kingdom

(Convie et al., 2018).

Following the Montgomery case it was highlighted that a patient has to be informed of what
they would consider to be a material risk: ‘The doctor is therefore under a duty to take
reasonable care to ensure that the patient is aware of any material risks involved in any
recommended treatment, and of any reasonable alternative or variant treatments.” ‘The test
of materiality is whether, in the circumstances of the particular case, a reasonable person in
the patient's position would be likely to attach significance to the risk, or the doctor is or should
reasonably be aware that the particular patient would be likely to attach significance to it’
(Montgomery v. Lanarkshire Health Board, 2015a). This would suggest that patients need to
know the material risks of orthognathic surgery, then decide on the amount of risk they are
willing to take. In other words, is the risk of the event happening enough to make them decline
surgery. Therefore, the surgeon and patient need to have a thorough discussion of the risks of
surgery that allows the surgeon to understand what the material risks are for a particular

patient, and then to give them the information to be able to agree to or decline surgery.
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Dunn et al. (2019) argues that the Montgomery ruling correctly implies clinicians are legally
obliged to address patients” autonomy and well-being when consenting patients to treatment.
The UK Supreme Court concluded that the information that is material to a patient’s decision
should be judged in reference to a new two-limbed test founded on the notions of the
‘reasonable person’ and the ‘particular patient’ (Dunn et al., 2019). The rationale behind this is
that the law now takes into consideration the respect for the patient’s autonomy in the process
of obtaining consent (Dunn et al., 2019). ‘Therapeutic privilege’ however is an exception to the
two-limbed test (Dunn et al., 2019; Montgomery v. Lanarkshire Health Board, 2015b). This
refers to an interpretation of what a ‘reasonable person in the patient’s position” would require

not to be told due to possible impact on the patient’s well-being (Dunn et al., 2019).

Mazur, (2009) discusses the ‘subjective patient standard’ in which the clinician should give
information that the patient requests to be informed of. This will undoubtedly have substantial
impact on clinical practice however it further highlights the importance of an in-depth
conversation with the patient when obtaining valid consent and that the responsibility lies with
the clinician to be thorough with the consent process. This is a legal and ethical obligation upon

all health care professionals.

1.9 CONSENT IN ORTHOGNATHIC SURGERY

As discussed previously as orthognathic surgery involves orthodontics and maxillofacial surgery
only those clinicians who are experienced in both disciplines can normally obtain consent. This
is where a multidisciplinary clinical setting makes it convenient for this discussion to take place

where both specialities come together to manage these patients (Naini and Gill, 2017).
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The consent process does not necessarily occur during one visit but can be carried out across
several visits and this also gives the opportunity for the patient to review the soft tissue
predictions of their potential surgical outcomes (Naini and Gill, 2017). This gives patients the
chance to consider the options available, the implications of the treatment modality and the
opportunity to clarify any questions they may have before deciding. It is important to highlight
that this surgical procedure is elective and its primary outcome is an improvement in the
patient’s quality of life as opposed to a procedure to treat disease or pathology. Therefore the

discussion between the patient and clinician should reflect this (Naini and Gill, 2017).

In elective surgery it is difficult to discuss the risks of general anaesthesia (GA). Although the
risk of anaesthetic death is without doubt a catastrophic consequence in a patient who is
generally fit and well, the risk remains to be very rare, approximately 1 death in 100,000 GA’s.
Given that around 3 million GA’s are given each year, this means that approximately 30 fit and
healthy people a year die as a result of the GA. On the other hand, it clearly is one risk a
reasonable patient would want to know about given that the surgery is elective rather than a
lifesaving procedure. The argument put forward by paternalistic clinicians who would want to
withhold such information or not emphasise it is that the disclosure of such information could
result in the patient not undergoing a procedure that they could potentially benefit from (Raab,
2004). Those in favour of patient enlightenment would say that if the patient is informed that
this anaesthetic risk is very small in comparison to life event risks, that are accepted daily, for
example the risk of dying in a road accident in any year in the U.K. approaches 1 in 20,000. In
this respect such information that would supposedly deter patients may in fact give them

reassurance (Naini and Gill, 2017).
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Sharma and Chate (2011) carried out a cross sectional written questionnaire-based study
assessing the knowledge and understanding of informed consent amongst orthodontic trainees
in the United Kingdom. Surprisingly there was a low number of complete responses to specific
guestions in the following areas — ‘Explanations patients need from clinicians prior to obtaining
consent; How to fully judge if a patient is capable of consenting; How to manage a patient
incapable of giving consent; The legal status of fathers consenting on behalf of their children;
Whether consent forms have to be re-signed if the start of treatment is delayed by six months
or more and responsibility for obtaining consent for dental treatment under general
anaesthesia’. This further highlighted that there was a high number of incomplete answers to
guestions amongst the trainees which determined their knowledge of law with regards to
informed consent (Sharma and Chate, 2011). This was similar to their study carried out in 2008
amongst orthodontic consultants (Chate, 2008). Similarly a lack of knowledge was identified in
the following areas: ‘What explanations patients need from clinicians in order for them to give
consent, How to fully judge if a patient is capable of giving consent, How to manage a patient
deemed incapable of giving consent, The legal status of fathers consenting on behalf of their
children, Whether consent forms have to be re-signed if the start of treatment is delayed by six
months or more, and that Dentists referring a patient for treatment requiring a general
anaesthetic have the same duty to receive consent for the anaesthesia as do the clinicians who
will be performing the surgical procedure’ (Chate, 2008). Therefore, there is room for
improvement in terms of the consent process for both Consultant orthodontists and
orthodontic trainees. Furthermore, it is evident that there is an apparent need to develop and
support the consent process at all levels of clinical engagement and this encompasses all staff

grades.
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1.10 THE CONSENT PROCESS

As mentioned previously for consent to be valid patients need to understand the harms and
benefits of an intervention as well as alternative options available. They must also be able to
use this information to make their decision and then relay this information back to the
consenting individual (Department of Health, 2012). This is in the form of a conversation
between the clinician and the patient and utilising decision-making aids such as a patient
information leaflet titled ‘Orthognathic surgery’ or directed to the British Orthodontic Society
(BOS) website ‘Your Jaw Surgery’ for further information (British Orthodontic Society (BOS),
2014). ‘Decision aids’ have improved the consent process (Stacey et al., 2017). A recent
Cochrane review of ‘Decision aids for patients facing health treatment and screening decisions’
found high quality evidence suggesting that patients who were presented with decision aids
felt more comfortable and better informed with regards to their options as well as this
decreasing decisional conflicts (Stacey et al., (2017). Another systematic review of randomised
controlled trials looked at interventions to improve adherence amongst orthodontic patients
(Aljabaa et al., 2015). Although this study was reviewing orthodontic patients, it is evident that
spending time with patients including written information improves adherence to intervention.
Stacey et al. (2017) found that using decision aids increased the accuracy in the patient’s risk
perceptions compared to when decisions aids were not used. However, interestingly there
were no adverse effects on health outcomes or satisfaction. This was similar to the findings of
a Cochrane review of interventions to promote informed consent for invasive procedures. In
this review the interventions that were utilised to improve consent, reliably enhanced patient
knowledge which is an important prerequisite for informed consent (Kinnersley et al., 2013).
The shortcomings were that both studies reported high levels of heterogeneity in outcomes,

which in turn made it hard to formulate subsequent comparisons. Therefore, it is not clear as
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to which specific interventions are most effective, although work towards improving
information delivery will without doubt benefit patients. Further research is required to
ascertain the measurable outcomes which inform the quality of informed consent and then

subsequently develop a standardised tool to measure these.

1.11 QUALITATIVE RESEARCH

1.11.1 Focus groups

Focus groups have been utilised in qualitative research especially in medicine and now
increasingly in dental research (Curtin, 2016). Focus groups are able to inform and shape a
proposed clinical research topic by encouraging group discussion on a particular topic
(Goodman and Evans, 2015). While focus group methodology is not identified to a specific
gualitative methodology, it is being progressively used in healthcare research as they are
valuable in studying collection outlooks and experiences (Gill and Baillie, 2018). This in turn can
shed light on in-depth data and highlight agreements as well as inconsistencies between the
groups (Goodman and Evans, 2015). Focus groups can be used in isolation or with other
methodologies such as interviews to enrich understanding as well as provide alternative

perspectives (Goodman and Evans, 2015).

The social interaction between the participants can lead to a meaningful discussion in which
useful data can be extrapolated. Although focus groups are incredibly useful they can be
difficult to manage in particular with sensitive topics that certain participants may not wish to
discuss as a group (Gill and Baillie, 2018). They are mostly carried out face to face but can also
be carried out virtually (Fielding et al., 2017). Using online platforms, data collection can be

synchronous (such as online discussions in real time) or asynchronous (such as email
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discussions in non-real time) which does not happen in traditional face-to-face groups (Gill and

Baillie, 2018).

1.11.2 Usability of focus groups

An consolidative review was carried out to evaluate the use of focus groups within dental
research (Curtin, 2016). The study found three key points from the six papers that were
included in the review: different focus groups methods, focus group-based research had
benefits for dentistry and quality controls needed to be employed in setting up and running the
focus groups. The qualitative review found that focus groups can enhance qualitative research.
However, it was important for the researchers to carry out advanced preparation and that they
have sound theoretical knowledge as well as experience to facilitate group discussion. As well
as this, they should have sound knowledge of the group dynamics and have excellent

communication. This is also supported by Shaha et al. (2011) who reiterates this finding.

1.11.3 Focus group considerations

There are key considerations that need to be considered when using focus group methods. If
they are undertaken face-to-face then one must consider how many participants are required
and how many groups are required for a single study (Gill and Baillie, 2018). There is no
definitive answer and varies amongst different studies as they largely depend on what is being
researched and how in-depth the discussions are required to be (Shaha et al., 2011; Gill and
Baillie, 2018). The ideal group size is between six to eight participants but can also work
adequately with around three to four participants (Gill et al., 2008). It should be noted,

however, that smaller groups could mean that the discussions are limited and larger groups
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could make the conversations more difficult to organise. It is also worth noting to recruit two
to three participants more than the desired number to allow for participants who do not attend

or withdraw from the study (Gill and Baillie, 2018).

For online focus groups similar considerations need to be taken. Synchronous online focus
groups will involve approximately three to eight participants and non-synchronous groups can
have as many as ten to thirty participants as the discussion does not occur at the same time
(Poynter, 2010). When the participants in the group know each other such as work colleagues,
this then facilitates their recruitment as they tend to have shared experiences and their
familiarity facilitates a discussion as well as them having the ability to challenge each other
without them taking offense (Gill et al., 2008). On the other hand, if there are existing
hierarchies within the group or a potential power imbalance then in this case it would be best
to have ‘stranger groups’ which is essentially participants not knowing each other in order to

allow them to speak up (Barbour and Kitzinger, 1999).

1.11.4 Focus group management

Normally, face to face focus groups are carried out by two researchers, a moderator and an
observer. The moderator facilitates the group discussion and the observer monitors the group
dynamics which is paramount for data analysis (Goodman and Evans, 2015). The venue should
be carried out at a convenient location for the participants and the in a quiet area free of any
disruptions (Gill and Baillie, 2018). Another consideration to have is the timing of the interviews
which should be appropriate to encourage attendance which may be out of work hours. Ethical
considerations should also be applied with online focus groups such as informed consent and

encrypted data storage (Gill and Baillie, 2018). Before the focus group discussions begin the
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researchers should introduce themselves, establish rapport with the participants and help
them feel comfortable. This should in turn lead to a more in-depth discussion. The researchers
should clarify what their research aims are and lay out ‘ground rules’ to assist the discussion.
These rules are to reinforce that the discussions are confidential, that all the participants will
have the opportunity to speak and that only one person can speak at one time. It will be
reiterated that all views and opinions are to be respected and challenging opinions are
welcomed (Gill et al., 2008; Shaha, et al., 2011; Goodman and Evans, 2015). They may then use

a topic guide to facilitate the discussion.

To have a precise account of the discussions that have taken place, focus groups must be
recorded and this is usually carried out with an audio recorder. Video recording can also be
possible however this may be intrusive to some which can have a negative effect on the group
dynamics (Gill et al., 2008). At the end of the discussion, the researchers should summarise

the points made and reflect on the discussion (Goodman and Evans, 2015).

Some discussions can give rise to sensitive issues in which case the participants may require
support to navigate through these. Therefore, they can be reminded that a referral to a third
party is available at the end of the discussion. Some participants may no longer want to be
included in the study as they feel the discussions did not reflect their views. This is uncommon,
however should this arise then it is important to give them the opportunity to discuss their

concerns and offer them the option to withdraw from the study (Gill and Baillie, 2018).

Focus groups and individual interviews are often chosen as the preferred qualitative method

for data collection, as opposed to participant observation as it was felt this would extract rich
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information on the participants lived experiences. Whereas participant observation looks at
‘developing a sustained relationship with people while they go about their normal activities’
(Bachman and Schutt, 2019). Although theoretically their behaviours can be observed, it was
important to gain an understanding of their interpretation of their behaviours and this can only
be effectively done through interviews. It is also important to have both semi-structured one-
to-one interviews as well as focus groups. This is because focus groups can ‘increase the validity
of attitude measurement by revealing what people say when presenting their opinions in group
context’” (Bachman and Schutt, 2019). Therefore, they encourage interaction between
participants, generating discussion and eliciting their perspectives of the risks of orthognathic
surgery. Participants would then bounce off each other and prompt another in discussing their
experiences. The added benefit of semi-structured interviews, however, would mean there
would be in-depth insights which reflects the individual’s perception of their experience and
not be influenced by other opinions if they were in a group. Another advantage of this
gualitative design was that it gave us a greater depth of data with a smaller number of

participants.

1.12 QUALITATIVE RESEARCH STUDYING PATIENTS UNDERGOING ORTHOGNATHIC SURGERY

Qualitative research has been described as an approach for ‘systematic collection, organisation
and interpretation of textual information used to explore social phenomena as experienced by
individuals themselves, in their natural context’” (Malterud, 2001). Qualitative research uses
methods of analysis that are difficult to measure quantitatively and are designed to identify the
thoughts and experiences of individuals rather than numerical data. There are a limited number

of publications which have qualitatively investigated the decision-making process patients
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undergoing orthognathic surgery (Paul et al., 2022; Lee, 2014; Bradley et al., 2020; Stirling et

al., 2007; Broder et al., 2000)

Patients' experience of decision-making for orthognathic treatment has recently been reported
(Paul et al., 2022). Face to face interviews were carried out for patients who have had
orthognathic surgery at a teaching hospital in the United Kingdom. Twenty-two participants
were recruited at different stages of their treatment journey: at the decision-making stage, 6-
to-8-week post-surgery and 1 to 2 years post-surgery. Data analysis was carried out using
grounded theory methodology including open and selective coding. The study found that
dental care professionals had a fundamental role in the decision-making process and
supporting patients in this journey to improve the patient experience. Six key aspects were
identified in this process: ‘awareness about the underlying dentofacial problems and treatment
options available, the information available about the treatment, the temporality of when
surgery would be undertaken, the motivations and expectation of patients, social support, and
fear of the surgery, hospitalization, and potentially disliking the new facial appearance’. The
study concluded that the decision-making process is complex and is greatly influenced by

dental care professionals.

A retrospective audit assessing the level of knowledge of patients who had had orthognathic
has raised several deficiencies (Lee, 2014). Four questions were related to the current
orthognathic information leaflet, how patients preferred information delivery, their use of
websites and their hospital experience. The areas where patients felt they needed additional
information were on recovery time, possibility of wiring jaw together, postoperative dietary

requirements and possibility of relapse.
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A third study investigated the patient reported experience and outcomes in relation to
orthodontic treatment, however the authors felt it was useful to refer to this study as it
evaluated patient experience which can be extrapolated to patients undergoing orthognathic
surgery (Bradley et al., 2020). This was a cross-sectional survey and data were collected using
the Orthodontic Patient Treatment Impact Questionnaire (OPTIQ), a validated 12-item measure
with questions relating to pre-treatment experience, impact of treatment and outcome from
treatment. They found that the OPTIQ is a useful patient-reported tool to identify pre-
treatment concerns and expectations, treatment experience and outcome which can also be

used to evaluate patient experience who have undergone orthognathic surgery.

Stirling et al. (2007) looked at a cross sectional survey of 61 participants with both post-
operative and prospective samples using a questionnaire to assess patient demographics,
dental history and psychopathology (anxiety, satisfaction with self, body satisfaction, facial
appearance). Additional interviews were conducted which questioned their reasons for and
experiences of orthognathic treatment. The study concluded that some patients do not appear
to be making informed decisions about their treatment and that the reasons given for having
treatment were to improve their 'bite', as well as gaining a more normal facial appearance.
Around 50% of the participants made negative comments regarding the service, with some
reporting staff communications made them feel worse and the knowledge of the surgery’s risks
and benefits were poor. Although this study picked up on what patients were concerned about
during the decision-making process it failed to identify the factors that influenced decision-

making.
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The final study, however, further investigated this (Broder et al., 2000). They conducted focus
group interviews of orthodontic treatment versus orthognathic surgery, looking at post-
operative patients only. Emerging themes highlighted the key role of patient-clinician
communication and interpersonal skills in supporting decision-making, the availability of
support and the patient’s readiness for change.

All studies identified that decision-making is complex and multidimensional. Overall, further
gualitative research is required to ascertain the perception of risks and their impact on the
decision-making process. Qualitative methodology allows the researcher to obtain in depth

descriptions to explore perception of risks in this group of patients during decision-making.

1.13 SUMMARY

It is evident from the narrative literature review that orthognathic surgery has a long and
complex treatment pathway. The main aims of the surgery are to improve dentofacial
aesthetics, function as well as psychosocial well-being and quality of life. The quality of
healthcare has now been redefined to include patient experience, patient safety and clinical
effectiveness. In order to reach this standard of care it is paramount to address why a patient
is seeking this treatment modality. Motivating factors for seeking treatment may not
necessarily be related to impact of the dentofacial disharmony but in fact there can be other
underlying factors such as childhood upbringing and personality traits (Ryan et al., 2012). This
illustrates the importance of clinicians to treat patients on an individual basis. This starts by

involving the patient at every opportunity as this ultimately improves patient satisfaction.

Orthognathic surgery is a complex procedure which involves risks and comorbidities that a

patient should not take lightly when weighing up whether they would like to go ahead with
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surgery. Following Montgomery v Lanarkshire Health Board it was highlighted that a patient
has to be informed of what they would consider to be a material risk (Montgomery v.
Lanarkshire Health Board, 2015a). Following this ruling, the UK Supreme Court concluded that
this should be judged by reference to a new two-limbed test founded on the notions of the
‘reasonable person’ and the ‘particular patient’ (Dunn et al, 2019). Respecting patients’
autonomy is therefore now the centralised approach in obtaining consent from patients. The
‘subjective patient standard’ in which the clinician should provide information that a particular
patient would want to know has also been highlighted (Mazur et al., 2009). Above all, health
care professionals have a legal and ethical duty of care to ensure that patients are adequately

informed about the procedure they are consenting to.
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AIM AND OBIJECTIVES
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21  AIM

There are a limited number of publications which have qualitatively investigated the treatment
journey and the risk based decision-making process of patients undergoing orthognathic
surgery following the Montgomery versus Lanarkshire Health Board (2015) legal ruling.
Therefore, the aim of the study is to carry out qualitative research to ascertain the perception
of risks during decision-making in a group of patients who have undergone orthognathic
surgery. The goal is to improve the consent process of this elective procedure and better tailor

this for each individual patient and improve their overall experience.

2.2 OBJECTIVES
The objective of this research is to lay the groundwork for a structured approach for
orthognathic surgeons in carrying out conversations about risks and taking consent prior to
surgery and improve the patient journey.

e Toidentify the patients’ perception of the care pathway

e Toidentify the range of perceptions the patients have with respect to the risks

e Toidentify the range of attitudes of patients to the risks to be taken

e Toidentify those risks of particular importance to these patients
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METHODOLOGY

35



3.1 RATIONALE BEHIND THE STUDY DESIGN
The aims of this study were to evaluate patients’ perception and their lived experiences and

therefore this is best captured qualitatively using focus groups and one to one interviews.

3.2 ETHICAL APPROVAL

Ethical approval was granted by the HRA and Health and Care Research Wales (HCRW) on the
24th November 2020, REC reference number 20/NW/0433 (Appendix 1). Research and
development approval was obtained from Birmingham Community Healthcare NHS Trust on

15th September 2021 (Appendix 2).

3.2.1 Ethical considerations
The participants were given the opportunity to speak to the researcher if they had any
guestions regarding the study. They were also informed that their participation is voluntary and

that they can opt to leave at any point.

Participants sometimes disclosed personal and upsetting experiences during the interviews.
The interviewer ensured that those participants who were emotionally distressed had time to
recompose and checked with them if they would like to continue or discontinue the interview.
Verbal consent was gained again to ensure they were happy to proceed with the interview.

Participants were signposted to counselling services should they need so.

3.3 SETTING
The interviews were carried out using Microsoft Teams at a time convenient to the participants

and was conducted by two researchers (SMS and BK). Microsoft Teams is a secure platform
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which is in line with Data Protection as required by this study and was provided by Birmingham
Community Healthcare NHS Foundation Trust. They were conducted in a non-clinical setting at
the participants residence which is important as the setting will ultimately impact the content
of the results. Preparation was carried out prior to the interviews to ensure the speakerphone
was working and that there was good internet connection. Clear instructions were sent to the
participants to explain how to connect onto the platform and they were notified beforehand

that they would require an electronic device such as laptops or phone.

3.4 CONSENT

The participants were given an informed consent form (ICF) during their clinical appointment
(Appendix 4). Those who expressed interest to join the study were contacted two weeks after
the referral. At this point they were informed to sign the consent form and return this by post
or online via secured NHS encrypted e-mail to the researcher (SMS). A hard copy was printed,
and this document was placed in the Investigator Site File (ISF). Each participant was given the
opportunity to ask questions regarding the study before signing and returning the ICF to the
researcher. The researcher adequately explained the aims, anticipated benefits, and potential
hazards of taking part in the project to the participants. It was also stressed that participation
is voluntary and that the participant was free to refuse to take part and may withdraw from the
project at any time without giving a reason. It was also explained to the participants that for
focus groups they will be offered a shopping voucher to compensate them for their time and
for the one-to-one interviews, the participants were also offered a shopping voucher. On the
day of the interviews prior to conducting the interviews the participants were also asked to give

verbal consent that they are happy to participate in the study.
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3.5 THEORETICAL POSITION

Braun and Clarke (2006) state the importance of recognising the theoretical position and values
when it comes to analysing the data. It proves difficult to evaluate research without knowing
which lens the data has been interpreted with and the perspective that informed the analysis.
The thematic analysis can either be a realist method looking at ‘experiences, meanings and the
reality of participants’ or a constructionist method which examines the ways in which ‘events,
realities, meanings, experiences’ are the effects of ‘a range of discourses operating within
society’ (Braun and Clarke, 2006). For the current study the realist method has been
predominately utilised as the aim was to better understand orthognathic patients’ perception
of risks and how their lived experiences may shape the consent process. Therefore, a
methodology was required that would help better understand patients’ perception of risks and
how they felt about the consent process. Consequently, the stance of the researcher is
important to recognise and within this constructivism method it is important to also apply the

principles of reflexivity.

3.6 STUDY PARTICIPANTS
This was a qualitative, semi-structured interview-based study of adults who have undergone
orthognathic surgery at Birmingham Dental Hospital and Queen Elizabeth Hospital, United

Kingdom.

Potential participants who satisfied the inclusion criteria (see below) were invited to become
involved in the research by their treating clinician (Consultants and Specialist Trainee Registrar)
at Birmingham Dental Hospital and School. If they expressed an interest, the researcher (SMS)

briefly informed them about the research, and they were given a participant information sheet
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(PIS) (Appendix 3). This gave details around the aims of the study, what the research involved
and the duration of the interviews. It was outlined to the patients at this point that their
involvement will be anonymous and that participating will not impact their care in any way.
Lastly, they were given an informed consent form (ICF) to read and discuss with others in their

own time (Appendix 4).

The patients were asked verbally, to give consent to pass their name and preferred method of
contact (email, address, or telephone number) to the research team and a note of this was
made in the medical notes. A log of all participants referred to the research team along with
their referral site was kept by the research team as part of the site file. A member of the
research team (SMS) then contacted the potential participants via their contact information
two weeks after referral. An option was given to the participants to either carry out a one-to-
one interview, to be part of a focus group or if they had no preference this was also noted. A
virtual appointment was then made for the potential participants who expressed interest to

join the study.

Inclusion criteria

e Patients aged 18 to 60 years old.

e Patients who had undergone orthognathic Surgery.

e Orthognathic surgery which involved surgery to both the maxilla and mandible.
Exclusion criteria

e Patients under 18 years of age and over 60 years old.

e Patients lacking capacity and unable to consent.
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e Patients with craniofacial syndromes with significant co-morbidities that would impact
on healthcare provision.

e Patient’s first language is not English.

3.7 SAMPLE SIZE

It is impossible to state exactly how many patients need to be interviewed in qualitative
research of this type and no previous studies existed so a formal sample size calculation could
not be carried out. However, the sample size was based on similar studies (before the research)
and were guided by the concept of saturation (during the research) as well as the number of
patients who may fulfil the inclusion criteria. Holton and Walsh (2017) explain that the point of
saturation is reached when ‘constant comparison of conceptual indicators in the data to the
point where additional indicators yield no further theoretical specification or elaboration’. The
sample size was therefore determined by the point of theoretical saturation whereby no
further new themes emerged. This cannot be determined prior to beginning the data

collection.

3.8 DATA COLLECTION

Prior to commencing the interview, the aims of the study were explained to the participants,
and they were given the opportunity to ask any questions that they may have. Further
assurances were given re