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capability and absence of coercion are three fundamental assumptions KEYWORDS

required to provide informed consent. Informed consent may be complex Informed consent;

to achieve in the context of antipsychotic prescribing. This systematic antipsychotics; information
review aimed to explore challenges relating to informed consent pro-

cesses in antipsychotic prescribing in the UK.

Method: This was a systematic review of the literature relating to

informed consent in antipsychotic prescribing in community settings.

Data were analysed using Framework analysis.

Results: Twenty-eight articles were included. Information provision has

been perceived as lacking for a long time. Capacity has often not been

assumed and loss of capacity has sometimes been viewed as permanent.

Power imbalances associated with prescriber status and legal framework

surrounding the Mental Health Act can blur lines between coercion and

persuasion.

Discussion: Challenges relating to process of informed consent in anti-

psychotic prescribing have persisted throughout the last few decades.

People prescribed antipsychotics need to be made aware of their effects

in line with current research. Further research is required to develop

models for best practices for informed consent.

Introduction

In accordance with international human rights law, individuals in the UK must provide their consent
to any medical care, tests or treatment (NHS, 2022a). Informed consent is the process whereby
individuals make decisions about their medical care based on adequate information about the
“purpose, nature, consequences and risks of an intervention and has freely consented to it” (Gefenas,
2012). Informed consent has three key components which must be met: Information provision,
presumption of capability and the absence of coercion (Pozén, 2015). According to guidance set out
by the NHS “the person must be given all of the information about what the treatment involves,
including the benefits and risks, whether there are reasonable alternatives treatment, and what will
happen if the treatment does not go ahead” (NHS, 2022a). Genuine informed consent may be more
complex to achieve in mental health settings than physical health and, more specifically, in anti-
psychotic prescribing.
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Mental health diagnoses may involve more uncertainty than physical health and are
arguably more subjective (Pies, 2007; Weir, 2012). The stigma of diagnosis and treatment,
and how this affects perceptions of capability, still persist in clinical practice, the media and
from families and support networks of people diagnosed with Severe Mental lliness (SMI)
(Huggett et al.,, 2018; Rossler, 2016). Concerns about people diagnosed with SMI making
“unwise” choices also persist, which can lead to paternalistic practices, undermining indivi-
duals’ ability to make informed choices about their health (e.g. Cave, 2017; Ventura et al.,
2021).

Antipsychotics are regarded by some to be an effective method for managing symptoms in some
people diagnosed with SMI, including schizophrenia and other psychotic diagnoses, and are often
prescribed long-term (Keepers et al., 2020; NICE, 2014; Takeuchi et al., 2012). However, over time our
understanding of the limitations and possible risks of antipsychotics such as Diabetes, Tardive
Dyskinesia, Heart Disease, sexual dysfunction, emotional blunting (Buckley & Sanders, 2000,
Rajkumar et al., 2017; Royal College of Psychiatrists, 2023; Thompson et al., 2020) has increased, as
has understanding of withdrawal effects (Read, 2022). Some individuals have reported their experi-
ences with antipsychotics as “harmful” (Katz et al., 2019) and some studies suggest that service users
perceive that they were not provided with information about antipsychotics before being prescribed
them (e.g. Read & Sacia, 2020; Waterreus et al., 2012). This raises questions about how and what
information is shared.

While informed consent has been frequently discussed within the literature, discussion of consent
in the context of antipsychotic prescribing has been fairly sparse. It is important to assess to what
degree the three fundamentals of informed consent can be met currently and identify barriers to
achieving them the prescription of antipsychotics. This systematic review aims to highlight chal-
lenges around the implementation of the three fundamentals over time and the current environ-
ment for informed consent in this context.

Method

The systematic review was conducted in accordance with PRISMA (Preferred Reporting Items for
Systematic Reviews) guidelines (Page et al., 2021) (Figure 1). Protocol available at: https://www.crd.
york.ac.uk/prospero/display_record.php?ID=CRD42021244698 Registration number CRD42021244698.

Eligibility criteria

Inclusion criteria
e Diagnosis of schizophrenia/psychosis (can include co-morbid diagnoses with conditions e.g.
depression, bipolar)
About informed consent in context of antipsychotic prescribing
About information giving for informed consent
English language
Qualitative and quantitative research
Case studies
Service user and clinician testimonials/editorials
Treated in the community
Related to the ethical, legal and practical aspects of informed consent

Exclusion criteria

Aged < 18 years

Medication other than antipsychotics

Informed consent as part of research participation
Inpatient


https://www.crd.york.ac.uk/prospero/display_record.php?ID=CRD42021244698
https://www.crd.york.ac.uk/prospero/display_record.php?ID=CRD42021244698
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\' Identification of studies via databases and registers ]

Records identified from*:
Databases (n = 1001)

AMED (n=5)
CINAHL (n = 54)
EMBASE (n = 646)
Medline (n = 141)
PsycINFO (n = 135)
PubMed (n = 20)

Identification

Records removed before screening:

Duplicate records removed (n =256)

Records screened
(n =745)

Screening

Records excluded*
(n=663)

(n=282)

Articles assessed for eligibility.

v

Articles included in review.
(n=28)

Included

Records excluded:
About decision making capacity (n =7)
About ethics, coercion and restraint (n =2)
About clinical decision making (n =1)
About medication adherence (n=12)
Not English language (n=1)
Not antipsychotics (n=3)
Protocol administration (n=1)
Inpatient setting (n=3)
About informed consent generally (n=14)
Not about consent (n=10)

Figure 1. PRISMA 2020 flow diagram for new systematic reviews which included searches of databases and registers only.

* About defining capacity and capability, without specific focus on the role of capacity/capability

in the context of obtaining informed consent

Search

The authors included all types of articles, including empirical research, case studies, editorials and

opinion pieces. No date parameters were set.

Repeated searches of the following electronic databases were conducted from April 2021 until
August 2023 AMED, CINAHL, EMBASE, Medline, PsycINFO and PubMed. The following search
terms were used: ((antipsychotic* OR neuroleptic* OR anti-psychotic*) AND (“consent form” OR
“consent” OR “informed consent”) AND (schizophren* OR psychosis)). Additional articles were
also identified through back and forward citation searching of full-text articles included through

screening.
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Study selection

Included empirical articles were quality assessed by both reviewers using the Mixed Methods
Appraisal Tool (MMAT) (Nha Hong et al., 2018). Inter-rater reliability was good (k = >0.7). Most articles
were found to be of reasonable quality, none were considered to be low quality. The authors note
articles related to informed consent in inpatient settings were excluded from this review as it is
acknowledged that there are nuances in some of the considerations for processes for informed
consent in inpatient as compared to community environments, which this review would not have
the capacity to address. For example, fluctuations in capacity and ability to enforce treatment
through methods such as physical restraint.

Data extraction, analysis and interpretation

Information relating to informed consent was extracted and imported into Nvivo v12. Data was
analysed using Framework analysis (Brunton et al., 2020). The predetermined components of the
framework were the three fundamentals of informed consent: Information giving, capability of the
individual and absence of coercion. A sample of five papers, chosen at random, were coded line-by-
line by both reviewers independently, who then met to discuss their findings and queries and finalise
the framework. The remaining papers were divided equally between the two reviewers, who met at
regular intervals to discuss findings and queries.

Both reviewers endeavoured to enhance the validity of the analysis through collaborative and
reflexive practices. The philosophical and theoretical positions of both reviewers were discussed and
questioned during the analytic process. The level of detail involved in the coding process and the
regular discussions about the analysis helped ensure that there was strong consensus between the
reviewers about the conceptualisation of the themes and the relationships of those themes to the
data.

Results

Twenty-eight articles were included in the analysis. These included 13 empirical research papers, 2
literature reviews, 11 discussion/editorial pieces, 1 case report and 1 clinical audit. The articles were
from ten countries (see Table 1).

Information giving

Several studies, including Higgins et al. (2006), Laugharne and Brown (1998) and Masand et al. (2002)
reported reluctance among clinicians to discuss risks of antipsychotics and inform service users of
the reasons for prescription or alternatives. Additionally, Bowler et al. (2000) and Harris et al. (2002)
found that information provision was often not documented. Schachter et al. (1999) reported that
most clinicians in their sample provided information to service users, though the documentation of
this was lacking. Interestingly, many of the psychiatrists in the sample felt that documentation of
informed consent processes was important for surgical procedures, but less so for antipsychotic
prescribing.

Linden and Chaskel (1981) found that 40% of service users could not name side-effects without
prompting but were knowledgeable of therapeutic effects when asked. Eastwood and Pugh (1997)
reported that most service users were “well informed” about their antipsychotics, with most knowing
their dose, frequency and reasons for prescription.

A limited pool of research looked at service users’ views on information provision. Goldbeck et al.
(1999) found that around half of service users felt they received adequate information about their
medication, with information about side-effect being most desired. Noor et al. (2019) found that lack
of information was cited as a reason for non-adherence to treatment in 6% of cases. This was a small
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Author Type of  Sample size, Characteristics, Setting &

(year) Country paper diagnosis Analytic approach

Bowler et al. UK Clinical 65 patients notes audited N/A
(2000) Audit  Depot clinic, community mental health

team

Schizophrenia, Bipolar Affective
disorder, Depression, Unspecified
psychotic illness, No diagnosis at
time of audit

Brabbins UK Review N/A Selective review of papers addressing
et al. ethical arguments for and against
(1996) obtaining informed consent from

schizophrenic patients

Cancro et al. USA Discussion N/A N/A
(1981)

Chaplinand UK Research 56 Patient interviews, Questionnaires,
Timehin Six Community mental health teams Abnormal Involuntary Movement
(2002) and one rehabilitation centre in Scale, National Adult Reading Test.

London Data analysed quantitatively
Schizophrenia, Schizoaffective
disorder, Bipolar disorder

Chaplin UK Discussion N/A N/A
et al.
(2007)

Davis etal.  USA Discussion N/A N/A
(1988)

Eastwood UK Research 100 participants Prescribed depot Patient interviews
and Pugh neuroleptics within Norwich, Bury st Semi-structured depot neuroleptic
(1997) Edmunds and Cambridge interviews

catchment areas Comprised of two parts:
65% male, mean age 42.9 years ® |nformation
35% female, mean age 46.2 years ® Patient satisfaction
Data analysed using SPSS software

Freishtat USA Discussion N/A N/A
and
Einhorn
(1981)

Goldbeck UK Research 59 patients Semi-structured interviews designed for
etal. 34 (58%) male the purpose of this study.

(1999) 25 (42%) Female Questions covered detail of all

Mean age 43.8 years psychiatric medications, perceived

Diagnoses: Schizophrenia schizoptypal, benefits and drawbacks of depot,
persistent delusional disorder, knowledge of potential side-effects as
schizoaffective disorder, bipolar well patient patient’s perceptions of
disorder, recurrent depressive the importance of the medications
disorder and Borderline personality they are taking and perceived
disorder consequences of discontinuation.

Goldfarb USA Research 107 participants Reverse web-based simulation (Showing
etal. 42 (50.5%) providers a standardised doctor as filmed from
(2012) 50 (46.7%) family members the point of view of a patient)

3 (2.8%) patients prescribed Participants viewed the video clip of the
medication for schizophrenia consultation and then asked to
complete some follow-up questions.

Harris et al. UK Discussion N/A N/A
(2002)

Higgins UK Discussion N/A N/A
et al.

(2006)

Kitamura Japan Review N/A/A Narrative review

(2005)

(Continued)
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Table 1. (Continued).

Author Type of  Sample size, Characteristics, Setting &

(year) Country paper diagnosis Analytic approach

Kleinman Canada Research 48 participants MCQ containing 12 statements
et al. 21 intervention group Analysis in SPSS
(1989) 13 male

8 female

Mean age 31.2

27 comparison group

22 male

5 female

Mean age 32.4

Patients with DSM Il diagnosis of
schizophrenia, clinically stable
outpatients on neuroleptic
medication for at least 6 months

Kleinman Canada Research 26 participants Patients randomly allocated to
et al. Patients with DSM IIl diagnosis of educational review group or single-
(1996) schizophrenia, clinically stable session group

outpatients on neuroleptic Patients completed post information
medication for at least 6 months questionnaire (MCQ)
All patients re-assessed at minimum of
4 weeks and again at 2 years post
interventions

Laugharne  UK/Australia Discussion N/A N/A
and
Brown
(1998)

Laugharne UK/ Research 230 psychiatrists Postal questionnaire investigating
etal. Netherlands/ 81 UK attitudes to informing patients of
(2004) Spain 106 Dutch long-term risks of neuroleptic

43 Spanish medications, in particular TD

Linden and  Germany Research 85 participants Interviews using detailed interview
Chaskel 40% male guides and questionnaires
(1981) 60% female

Age range 20-75 years

Outpatient clinic

Patients diagnosed by attending
psychiatrists as suffering from one of
the schizophrenic disorders (ICD-
295, WHO 1967)

Masand USA Research  Charts of 117 patients reviewed Mental health nots retrospectively
et al. Outpatients maintained on reviewed between recruitment (may-
(2002) conventional antipsychotics for at Aug 1997) and January 1994 to find

least 1 month information addressing reasons for
the continued use of conventional
antipsychotics

Mcmurray Canada Discussion N/A N/A
(2002)

Noor etal.  India Research 72 participants MARS
(2019) 46 male VassarStats and Microsoft Excel

46 female Descriptive statistics, odds ratios, chi-
Mean age 38 years square
Diagnosis of schizophrenia meeting
ICD 10 criteria
Prescribed antipsychotics in the last 6
months

Pozén Spain Discussion N/A N/A

(2015)

(Continued)
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Table 1. (Continued).

Author Type of  Sample size, Characteristics, Setting &

(year) Country paper diagnosis Analytic approach

Read and UK/Australia Research 832 respondents Online survey:
Williams Female 77.0% Experiences of antidepressant and
(2019) Male 28.0% antipsychotic medication survey

Mean age 43.1 years

Most common diagnoses:

Schizophrenia spectrum (28%), Bipolar
disorder (24.9%) and Depression

(24.3%)
30 countries
Schachter Canada Research 30 family physicians from teaching and Self -report questionnaire and
et al. non-teaching hospitals interviews on behaviour and attitudes
(1999) 83% Male towards disclosure of information and
17% Female documentation of informed consent
Mean age 44.3 years
Schachter Canada Research 427 respondents Self-report questionnaires to assess
and 55% male whether psychiatrists disclosed
Kleinman 45% female information about antipsychotic
(2004) Mean age 46.3 years medications and the risks of tardive
Psychiatrists dyskinesia.
84% prescribed antipsychotic Two scales derived from the
medications to mean of 72.2 questionnaire:
patients per year and median of 30 the behaviour scale and the
patients per year antipsychotic attitude scale
Tryer (2000) UK Case N/A N/A
report
Tryeretal. UK Discussion N/A N/A
(1994)
Usher Rn Australia/ Discussion N/A N/A
et al. Hong-Kong
(1998)

proportion compared with those who were reported as being non-adherent due to lack of insight
(37%). It is of note that this categorisation of “lack of insight” came from the researchers who made
this interpretation based on responses of patients to statements such as “I don’t need medication as
I don't have any iliness”. Read and Williams (2019) reported that 69.6% of respondents to their survey
felt uninformed about possible side-effects of antipsychotics, and these people generally reported
more adverse effects.

There is a persistent lack of clarity regarding what constitutes “adequate” information and has
been a point of ongoing debate among clinicians, service users and the legal system. For instance, in
the legal literature, terms such as “full” or “reasonable” have been used, but determining their
practical meaning remains challenging (Davis et al., 1988). Freishtat and Einhorn (1981) have pointed
out the ambiguity surrounding whether “appropriate” information means presenting comprehen-
sive information or whether a more targeted approach would be sufficient. At the time of Kleinman
et al's works, there was still no clear consensus on what a service user would be considered
“informed” (Kleinman et al., 1996, 1989). However, Brabbins et al. (1996) suggested that develop-
ment of a proforma that recorded the elements required to facilitate informed consent could
standardise the level of information provided and create a record of the information given.

From the perspective of service users, the adequacy of information provided may need to extend
beyond the quantity of the information and consider how much information they actually want to
receive (Pozdn, 2015). Goldbeck et al. (1999) had previously found that service users often requested
more information, suggesting perceived gaps in the information that they were provided. Moreover,
Laugharne et al. (2004) and Goldfarb et al. (2012) indicated disparities between the information
desired by service users and what they were actually provided, underscoring differences in their
expectations for information provision.
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Various articles have emphasised the importance of discussing both the risks and benefits of
antipsychotics (Laugharne et al., 2004). However, there is ongoing discussion about what should be
disclosed. One risk specific to antipsychotics often subject of discussion is Tardive Dyskinesia (TD).
This is of particular concern for long-term users of antipsychotics, given its devastating effects and
irreversibility (Kleinman et al., 1989; Mcmurray, 2002; Schachter & Kleinman, 2004). Harris et al. (2002)
queried whether service users should be informed of infrequent side-effects, particularly more
serious ones such as Tardive Dyskinesia (TD) or fatal ones such as neuroleptic malignant syndrome.
However, also around this time, Mcmurray (2002) argued that service users “must be told about
[Tardive Dyskinesia] if they are to make informed choices regarding long-term treatment with an
antipsychotic medication”.

Related to this point is the concept of Therapeutic Privilege. This term refers to the deliberate
omission of information by clinicians when they perceive that provision of information could
cause anxiety or hinder adherence to treatments, which, clinicians believe may cause more harm
than if medications were taken as prescribed (Chaplin et al., 2007; Goldbeck et al., 1999; Higgins
et al., 2006). Clinicians may also withhold information if they believe that an individual lacks
capacity to make wise decisions (Mcmurray, 2002). These practices raise ethical questions about
striking the balance between supporting autonomy and clinician’s duty of care (see Capacity of
the individual, below).

The issue of information provision becomes more complex when service users abdicate their
rights to receive information and make decisions about their care, preferring clinicians to make
decisions on their behalf (Mcmurray, 2002). However, even in these cases, clinicians have a duty to
provide basic information about proposed treatments. Balancing these principles can be challenging
(Harris et al., 2002). Due to limited literature on this point of discussion, perspectives on this issue
remain unclear.

Capability of the individual

The concept of capacity has been described to mean that the “patient has sufficient mental abilities
and the opportunity to ask questions” (Goldfarb et al., 2012, citing Applebaum, 2006). Historically,
some have argued that if the person is unable to communicate their decision, they are also
incompetent to make a decision. However, Brabbins et al. (1996) suggest that “passive approval”
should not be considered genuine informed consent.

There has sometimes been an assumption from clinicians that having a mental health diagnosis
means that loss of capacity may be permanent (Goldfarb et al., 2012; Pozén, 2015; Tryer et al., 1994).
According to some research, diagnoses such as schizophrenia/psychosis are associated with cogni-
tive deficits related to learning and memory which may impact individuals’ ability to make decisions,
and that capacity may be further hindered by the ongoing effects of antipsychotics, including brain
fog and sedative effects (Chaplin & Timehin, 2002; Goldfarb et al., 2012; Kleinman et al.,, 1989).
Kitamura (2005) suggested that experiences of anxiety may mean that even patients considered
“competent” cannot think rationally.

However, some studies did not support this notion. Cancro et al. (1981) and Brabbins et al. (1996)
suggested that the arguments outlined for presuming of lack of capacity in people with SMI “are not
compelling”. Both indicated that informed consent should always be sought, in all but the most
exceptional of circumstances. Paternalism has persisted in places, with continuation of the “doctor
knows best” approach (Usher Rn et al., 1998), though to what extent this is still true is unclear due to
the lack of recent literature.

Brabbins et al. (1996) and Tryer (2000) suggested that people are not necessarily incompe-
tent or lacking capacity just because their decisions are not aligned with clinicians’ recom-
mendations. In 1998 the United Kingdom Central Council (UKCC), a government organisation
that ensures that nurses, midwives and health visitors provide high standards of care for the
public (cited in Harris et al., 2002), indicated that people have the right to be considered
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competent until proven otherwise. However, despite the presence of legal definitions of
competence, such as that outlined by the UKCC, few articles included in this review referred
to such legal definitions.

In a survey of 427 psychiatrists by Harris et al. (2002), all but one felt that “competent patients
should be informed about the benefits and risks of antipsychotic medication” and 42% felt that acutely
unwell patients can participate in the consent process. Of note, the study did not define “competent”
any further and, again, more recent literature surrounding this issue is lacking.

Absence of coercion

Literature has indicated that persuasion and coercion can be difficult to delineate. Usher Rn et al.
(1998) and Laugharne et al. (2004) argued that situations where people feel they have no choice but
to comply with their doctor’s wishes are coercive rather than persuasive.

The Mental Health Act (MHA) is “the main piece of legislation [in the UK] that covers the assessment,
treatment and rights of people with a mental health disorder” (NHS, 2022b). Power imbalances are an
issue in the context of the MHA, where the perception of “duress” may persist, even if a genuine
choice was given (Ingelfinger, 1972 cited in Brabbins et al., 1996). In Brabbins et al. (1996) people
frequently referred to threatened or implicit pressure from clinicians and relatives to take their
medication, citing that they may be sectioned or be put on depot if they did not comply. In the UK,
“sectioning” refers to the act of being admitted to hospital under the MHA, regardless of whether the
individual agrees to this, because they are potentially at risk to harm of themselves of others and are
unwilling or unwilling to agree to hospitalisation (Royal College of Psychiatrists, 2018). Brabbins et al.
(1996) argued that, in the community, informing someone that relapse is possible without medica-
tion does not qualify as “duress”; however, pointing out that lack of adherence may lead to a referral
to MHA assessment would cross this line. It is therefore crucial that the person is told that they are
able to disagree with their clinician and be made aware that their refusal or disagreement does not
lead to sanctions later on (Laugharne & Brown, 1998). Not taking medication may however lead to an
inpatient admission, which is tricky to convey in a non-coercive way (Chaplin et al., 2007).

Another consideration in the issue of coercion is the way that information is presented. If
sufficient information is given, but the positives are highlighted much more than the negatives,
does this qualify as a means of persuasion or influence? Higgins et al. (2006) found that benefits of
medication were frequently highlighted more than risks of medication in consultation with nurses:
benefits of being able to avoid an inpatient admission versus the risk of sexual dysfunction were
observed in consultations with patients, advocating clearly for the use of medication and insinuating
that lack of medication would be a direct cause for an inpatient admission. “/ would say, well the down
side of this is, if you become active [sexually], then you become very unwell, and your stays in hospital are
going to be longer and your stretches at home are going to be shorter, so like you have to lay out the
pros and cons, whether you think it is worth it to be sexually active and to be unwell all your life, so they
would have to make that decision (19 F)" (p. 442, Higgins et al., 2006).

Discussion

This systematic review aimed to explore challenges of informed consent processes in antipsychotic
prescribing.

The review revealed that across several decades there has been little empirical research in this
area. Much of the literature identified was opinion pieces and editorials. In particular, there were few
RCTs examining informed consent processes and outcomes. Much of the literature is written from
the perspective of clinicians and their clinical practices. Qualitative approaches exploring lived
experience are still relatively new, and few studies examined informed consent from the perspective
of those being prescribed antipsychotics. Improvements in this area can only be achieved by
conducting more research from these perspectives.
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Results showed that the same issues have been discussed over 5 decades and it appears that
achieving informed consent in this context remains difficult. Information provision has been, and still
is, often perceived as lacking. Informed consent should include information about alternative
treatment options, however findings from this review indicate that this does not always occur
(Higgins et al., 2006; Laugharne & Brown, 1998; Masand et al., 2002). A partial explanation for this
relates to what information is considered “adequate” for a person to make informed decisions.
However, this was mostly discussed from the perspective of clinicians and difficulties around how
they decide what and how much information is enough (e.g. Freishtat & Einhorn, 1981; Kleinman
etal., 1996, 1989). A focal point of this issue in several cases was the concept of therapeutic privilege,
with clinicians being viewed as the gatekeepers of information, providing information based on
what they felt was appropriate and that would lead to the best rates of “adherence” which, they
considered to be in the best interests of the service users.

In particular, there was a focus on the debate around providing information about the risks of
developing TD; a serious adverse effect that can have a profound impact on quality of life (Kleinman
et al,, 1989; Mcmurray, 2002). The review indicated that historically service users were not informed
of the risks of developing TD. The extent to which these paternalistic practices continue, is unclear
given the lack of recent literature on this topic. To add to this complexity, as Mcmurray (2002) stated,
there is some ambiguity surrounding the extent to which an individual can abdicate responsibility
and how much information should be provided. This raises concerns about enabling peoples’
enactment of their autonomy, as this indicates a lack of information provision regarding the possible
risks/benefits of antipsychotics, thus the fundamental of information provision is not met.

Withholding information can be seen as paternalistic, regardless of the desires of the service user
for certain information, as the healthcare professional then makes decisions for the individual. Wide
adoption of the person-centred philosophy should have bought about changes to patient care,
preventing these paternalistic practices (WHO, 2015). Moreover, findings indicated that services
users wanted information about the risks and benefits of antipsychotics, though literature exploring
the issue from this perspective was, in general, fairly sparse. It is only more recently that this has been
brought into focus through the implementation of qualitative studies.

A contemporary issue, now more central to the discussion of antipsychotic prescribing antipsy-
chotics, is discontinuation. Withdrawal from antipsychotics has historically been discouraged by
clinicians. However, in light of severe side-effects and lack of understanding about why these
medications are being prescribed, as outlined by Roe et al. (2009), Salomon et al. (2014) and
(Rofail et al., 2009), it is perhaps unsurprising that, when asked, service users report wishing to
discontinue. Within the last decade, this question has been foregrounded and services users are
being asked in more detail about their experiences and desires for treatment, as in Read (2022).
Questions are now, finally, being asked about how to support this desire, rather than allow
therapeutic privilege and coercive, stigmatising ideas about capacity to prevent this from occurring.
However, as long as the issues outlined in the review persist, the ways in which to support service
users in achieving this are limited.

This review has also illustrated the complexity of capacity with regards to decision making.
Diagnostic overshadowing can lead to assumptions of capacity issues when the person, in fact,
has capacity. For example, at times, “unwise decisions” of persons with SMI have been conflated with
“lack of insight” rather than being treated as justified concerns around the risks/benefits of medica-
tion (Harris et al., 2002). Despite the apparent move towards more patient-centred approaches to
healthcare, these assumptions have also been reflected in more recent qualitative studies, such as
Martinez-Herndez et al. (2020) who found that some participants in their study reported feeling that
clinicians assumed that symptoms are permanent. Until such attitudes really do begin to evolve, little
is likely to change as regards attitudes towards capacity and capability.

Tools used to support informed consent processes in physical health settings, such as advanced
directives and the documentation of informed consent processes are rarely discussed in relation to
treatment with antipsychotics, as the findings from this review showed (Bowler et al., 2000; Harris
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et al., 2002). Furthermore, there was a lack of consistency as regards which domains of healthcare
informed consent processes should document (Schachter et al., 1999). It can be argued however,
that documenting the informed consent process could support forward planning and care, ensuring
that service users are really given the information they need, rather than the information that
clinicians choose to provide. As Brabbins et al. (1996) proposed, checklists to ensure that all
“relevant” information is provided and that the service user has been afforded the opportunity to
discuss what information they feel they need, which may differ from what the clinician thinks they
need, may provide such support.

More recently, Martinez-Herndez et al. (2020) found that some service users were in favour of the
use of advanced directives. Advanced directives are advanced care plans which give instructions on
how health care professionals should proceed in the event that an individual is unable to give their
consent to procedures and treatments (NHS, 2023). This is another possible way of circumventing
issues around coercion and capacity until attitudes truly begin to shift. Advanced directives are often
used in physical health care, particularly in palliative care settings and care planning for older adults
but their use is limited in Mental Health settings. Such systems could be better utilised to safeguard
service users in the event that they experience episodes which lead to reduced capacity.

Literature relating to coercion indicated that people may agree to medication because they
believe that refusal may lead to them being sectioned under the MHA (Laugharne & Brown, 1998;
Laugharne et al., 2004; Usher Rn et al., 1998). Pressure to comply may come from the person'’s family,
friends or clinicians. There is a fine balance to strike about sharing the risks/benefits of medication in
a non-pressured way so that people may make decisions voluntarily and without duress. However,
given the structure of the MHA, and inherent power imbalances between clinicians and service users,
this may be difficult to achieve.

Strengths

This review benefits from broad search terms, allowing the inclusion of a variety of articles. Including
all study designs led to a holistic overview of the topic which could give important insights into
understanding this problem further. The inclusive time range also allows a longitudinal perspective,
to understand how this topic has been explored over time. Included empirical papers were quality
assessed using the MMAT.

Limitations

Despite broad search terms, good quality studies assessing service user perspectives on informed
consent and studies comparing different means of receiving informed consent are lacking. However,
it is acknowledged that ethical issues are, by nature, difficult to assess in RCTs or other forms of gold
standard evidence. A significant number of studies were conducted prior to 2000; therefore, studies
on informed consent cannot have taken into account recent developments in this field. Another
limitation of this review was the decision to focus on community prescribing. There are different
challenges faced in terms of informed consent within community versus inpatient settings. This may
have implications for the conclusions drawn in this review. However, the authors felt that issues
surrounding informed consent in inpatient settings were best outlined in a separate piece of work,
where there is the scope with which to discuss the nuances of informed consent in this setting.

Conclusions

To obtain informed consent, three fundamentals need to be met: adequate information must be
provided, capacity and capability must be assumed, and individuals should not be coerced into
making decisions. In the context of antipsychotic prescribing, this review has shown that the same
issues relating to these three fundamentals persist. Moreover, there is a lack of recent literature
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moving this discussion forward or instigating changes in practice. Given recent advances in our
understanding of antipsychotics, and a shift towards person-centred approaches to care, which
value autonomy, it is important to re-consider these issues and identify ways to ensure that the three
fundamentals are met.

Based on the findings from this systematic review, the authors suggest further work to
develop a model showing how information could be shared with people being prescribed
antipsychotics, especially in the light of increased knowledge of the effects of these medications,
and to bring informed consent process more into step with the processes undertaken in physical
health settings. Whilst some efforts are being made to develop tools for decision making as
regards the continuation or discontinuation of antipsychotics, such as the Encounter Decision Aid
by Zisman-llani et al. (2018), we would recommend that tools be created for those being
prescribed antipsychotics for the first time. Within the development of these tools, the perspec-
tives of those prescribed antipsychotics would be incorporated, asking for their opinions and
input into obtaining informed consent.

Furthermore, to achieve genuine informed consent, further work is needed to address stigma,
and assumptions around capacity and coercion in prescribing practices for both clinicians, family
member and the public. Further research into developing educational aids for clinicians and the
public is needed, again incorporating the views and experiences of those who have been prescribed
antipsychotics within this work.
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