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Abstract

An exploration of the process of informed consent for
Electroconvulsive therapy (ECT): the nurses' and doctors' role.

Experience suggests that there is variability in the knowledge of medical
and nursing staff with regard to informed consent. This includes the type
of information given to patients to enable them to make an informed

decision in the consent process, as suggested by Rose et al (2005).

The purpose of this study is to explore the nature, indication and

processes of informed consent in patients receiving ECT.

The study used quantitative and qualitative methods including a
questionnaire survey of ECT nurses in Scotland. The sample consisted of
ECT consultants and ECT nurses at 24 ECT sites in Scotland and a user
representative who also has knowledge of ECT. This ascertained their
interpretation of their role in the consent process. The survey findings
helped to inform the design of the modified Delphi study phase (Jones and
Hunter 1995) of the project. This established the knowledge base required

for patients to be considered “fully informed” to consent to ECT.

Questionnaire data were analysed using SPSS (version 15.0 for Windows)
and the knowledge base was synthesized utilizing a modified version of

the Delphi consensus process.



The benefit of the study is that a tool has been developed which can be
administered by staff to confirm that the knowledge required for informed
consent has been obtained in patients consenting to ECT. Practice can also
be developed through increased awareness of informed consent so that
each ECT treatment is administered in the context of fully informed

consent.
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CHAPTER 1

Introduction

Electroconvulsive therapy (ECT) is a treatment that is frequently used in
Scotland for particular acute mental health disorders (CRAG, 1997) and an
estimated 1000 people receive the treatment each year (Scottish ECT
Accreditation Network, 2000). Despite this, consumer-led research such
as Rose et al (2005) has identified significant concerns about the quality
of informed consent stating that practice in this area has not improved
over the past twenty years. Rose et al (2005, p.58) concluded that
"current legal frameworks fail to ensure that a majority of recipients of
ECT, voluntary or involuntary, feel that information and consent

procedures are adequate".

1.1 The problem

Chada and Repanos (2004) research also concluded that consent is
insufficiently comprehended by the majority of healthcare practitioners
although it is exercised in most patient contacts. CRAG (1997) cites the
Scottish Association of Mental Health who disputed the type of information
being distributed to patients and the patients' capability of providing
informed consent. The author also had concerns about the quality of the
consent process based on practical experience gained within her role of
ECT nurse. Her experience suggests that there is variability in the

knowledge of medical and nursing staff with regard to informed consent in



relation to ECT and the type of information being given to patients to
enable them to make an informed decision in the consent process. It was
this experience that led the author to be interested in the area and to

want to ask questions about the related quality of professional practice.

It was noted that there has been little written in the medical or nursing
literature reviewed about the ECT Nurses’ role in the consent process. The
Clinical Resource and Audit Group (CRAG) Working Group on Mental
Illness (1997) states only that the ECT Nurse should ensure that the
consent form has been signed by the patient. However, Aveyard (2002 a)
states that it is essential that nurses comprehend the moral and lawful
reasoning behind the requisite to obtain informed consent so that the
precept of informed consent is administered suitably and uniformly before
the nursing process is carried out. The NMC code of professional conduct
(2008) affirms that when the nurse is securing the patient's legitimate
consent, he/she should ensure that it is presented by a person who has
lawful capacity, is given willingly and the person has been given
information. Therefore the ECT Nurse may have a more important role in
the consent process than which is currently recognized in practice or in

the literature.

1.2 Structure of the thesis

The thesis is divided into seven chapters. Chapter 1 contains an

introduction to the research aim. Chapter 2 contains the background to

the practice of informed consent in ECT. Chapter 3 contains the literature



review which discusses the concept of informed consent, and healthcare
and informed consent, and examines nurses and informed consent and
ECT and informed consent. Chapter 4 explains the research design
including the methods chosen for data collection and analysis of the data.
Chapter 5 presents the findings of the questionnaire and Delphi process
data. Chapter 6 contains a discussion of the findings and the strengths
and limitations of the study. Chapter 7 offers conclusions and then

recommendations are made.



CHAPTER 2

Background to the practice of informed consent in ECT

Scholefield et al (1997), in discussing the process for legal, valid informed
consent, refer to the principles outlined by Kennedy and Grubb (1994) as
essential requirements for this to be completed. The patient has to have
"capacity in law" and be "properly informed", and consent has to be

"given voluntarily".

The experience of the author over a number of years has resulted in her
questioning whether these principles are actually realized in the informed
consent process for ECT. Examples from the author's own practice are as

follows.

A voluntary elderly patient had signed a consent form according to the
ward based team of doctors and nurses. When attending for treatment the
patient who was on foot was pushed forcibly into the treatment room by
the staff nurse escorting her when it was clear she did not wish to enter
the room of her own accord. This patient did not appear to be giving
consent to ECT voluntarily. Nursing and medical staff may have been
anxious for the patient to receive treatment urgently due to the severity

of her illness.

While the outcome of the patient receiving ECT would have most probably

alleviated her symptoms of depression, the course of action that the staff



had taken part in did not allow the patient to retain her autonomy as
described by Kashka et al (1995). In this instance the essential
requirements for informed consent of decisional capacity and voluntarism

were not achieved.

This raises a number of questions:

Do professionals possess the required knowledge of informed consent?
Are they aware of the ethical and legal consequences of their
interventions with patients having ECT? Gass (1998) and Byrne et al
(2006) both concluded from their research that mental health nurses'

knowledge of ECT did require to be improved.

The second incident highlights issues of quality improvement in the
informed consent process for a patient who was detained under Section
26 of the Mental Health (Scotland) Act 1984 and had signed a Form 9 - a
consent form which indicated that she was giving her permission to have
ECT. When the author carried out her duties to prepare the patient for the
treatment by providing verbal and written information on ECT and its side
effects, the patient became very concerned about the fact that memory
loss could occur and stated that she was not aware of this. When
information about the patient's concerns regarding memory loss was
relayed to one of the doctors in the patient's referring team, the response
was that the patient had a degree of cognitive impairment so had

probably forgotten the explanation.



The matter of concern here is whether the patient's consent would have
been considered legal if she sighed the consent form whilst being unable
to remember the information. Earlier work by Freeman et al (1980) found
that only 15% of the patients they interviewed could state that they had a
thorough knowledge of what the information consisted of. The patient also
had the right to withdraw her consent as she had signed the form 9

voluntarily.

It was noted by the author that there had been little written in the
medical or nursing literature reviewed about the ECT nurse's role in the
consent process. The Clinical Resource and Audit Group (CRAG) Working
Group on Mental Iliness (1997) states only that the nurse should ensure
the consent form had been signed by the patient. Cullen (2005)
recommends that the ECT nurse should arrange for the patient and their
relatives, if feasible, to have access to information. Cullen (2005) also
advises that the nurse ensures that the compulsory documentation such
as consent forms and The Mental Health (Scotland) (Care and Treatment)
Act 2003 forms, as appropriate, accompany the patient to their treatment.
The ECT nurse should have a much more important role in the consent
process than that which is recognized in practice or in the literature. This
role consists of assisting in the assessment of the patient's decisional
capacity to provide informed consent and that the patient is giving
informed consent on a voluntary basis, ensuring that the patient
understands the nature, purpose and side effects of the treatment and
has been given sufficient verbal and written information in order to make

an informed decision.



In doing this, if the ECT nurse is to ensure that sufficient information is
given, what knowledge base should a patient have to be considered "fully
informed" to provide informed consent to ECT? In addition, what could the
author do to improve the quality of informed consent within practice so
that nursing and medical staff also have an increased awareness of
informed consent? This would ensure that each treatment is administered
in the context of fully informed consent so that the patient's autonomy is
protected and promoted. In order to answer these questions the research
aims to explore the nature, indication and processes of informed consent

in patients receiving ECT.



CHAPTER 3

Literature Review

In this chapter the elements that make up the concept of informed
consent in conjunction with the significance and development of informed
consent will be considered. The concept of informed consent will be
discussed along with the examination of nurses' knowledge of informed
consent and the recent events and developments in healthcare and
informed consent. The latest changes in the Mental Health (Care and
Treatment) (Scotland) Act 2003 which have affected practice surrounding

informed consent and ECT will also be reflected upon.

3.1 Search strategy

A primary search of the literature was carried out using the keywords
"informed consent"” "ECT" and "nursing" alone and in combination. The
databases which were used included Medline and Cinahl. This provided
material relevant to this research in the form of background knowledge
and also on previous research surrounding informed consent. The articles
which were selected and evaluated also supplied an argument for the
study, put the study into the context of what is understood about the
subject of informed consent and considered the ideas and the hypothetical

basis for this study as described by Parahoo (1997)



3.2 Development of the literature review

The diagram in figure 1 titled 'Development of the literature review'
illustrates the stages of the literature review including the primary
literature search when the literature was evaluated and critically appraised
in order to develop the research arguments. The secondary literature

search is also described.



Figure 1

Development of the literature review

RESEARCH
OBJECTIVES
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3.3 Concept of informed consent

This section of the chapter will examine the concept of informed consent
by reviewing its development and nature in conjunction with pertinent

philosophical and ethical issues particularly those in relation to healthcare.

3.3.1 Informed consent

The Chambers super-mini dictionary (1997, p. 326) defines the word
"inform" as to "give knowledge to" and "consent" as "agree (to)" (p.130).
Beauchamp and Childress's (1994, p.145) interpretation of informed
consent is to identify the two components of which it comprises which are
the 'information' element and the 'consent' element. They state that the
information component refers to the communication and the
understanding of that information. The consent element refers to a
judgement that is made on a voluntary basis and the person's compliance
with having the prescribed treatment. Freedman (1975) discusses how, in
general, medical systems of principles and precepts and doctors concede
that the doctor should gain the unimpeded and informed consent of the
person prior to endeavouring any treatment whether it is for research or is
curative in its essence. Pape (1997) interprets informed consent as the
doctor's legal obligation to reveal information to the patient, making it
possible for the patient to assess the process prior to providing his/her
consent. Sims (2008) describes informed consent as a method of
safegquarding the freedom of patients, which encompasses their

entitlement to refuse all or any part of their therapy.

11



3.3.2 Development of informed consent

One of the most important philosophical principles in support of informed
consent according to Bloch et al (1999) is that of respecting the
individual's autonomy. They assert that this is a precept which is
constantly acknowledged in mental health ethics. Booth (2002) states that
the principle of informed consent consequently values the patient's
entitlement to independent self-government. Beauchamp and Childress
(1989) idea of autonomy is that of the person being able to determine
what happens to him or her without the influence and interventions of
others and individual restrictions such as insufficient knowledge which
restricts significant decision making. Freedman (1975) asserts that
obtaining informed consent is not just a judicial necessity, or something

that should just be done, but a solid requisite of ethics.

Dyer and Bloch (1987) describe how there can be occasions when there
is difficulty for the psychiatrist in clinical practice between valuing the
patient's autonomy and the requirement for some measure of paternalism
although Worthington (2002, p.378) considers that enduring paternalism
is not an element of acceptable practice, and can't be condoned by being
shrouded as a beneficent purpose (or "doctor knows best"). Beauchamp
and Childress (2001) state that people who are usually not able to make
decisions independently can, on occasion, make independent choices.
They give the example of a psychiatric patient who has difficulty self
caring and has been certified as lacking in competence can make choices

for him or herself such as saying what he or she would like to eat or

12



rejecting medication. Ottosson and Fink (2004, p.26) also cite Beauchamp
and Childress's (2001) concept of "weak paternalism". When patients
display a weakened capacity, doctors are invited to act as concerned
parents with regard to their offspring. However, Ottosson and Fink (2004)
continue to state that this accountability should not last any longer than
necessary and paternalism that overrules informed and conscious
judgements is not ethical. Dyer and Bloch (1987) consider that The Mental
Health Act (1983), which was relevant in England and Wales, is essential
to protect the patient's concerns but is not adequate to guarantee the
superior moral benchmarks that a psychiatrist should aim for when
protecting a patient's concerns. Dyer and Bloch (1987, p.15) suggest that
these moral benchmarks consist of three conflicting ideals: "autonomy
(freedom), beneficence (paternalism), and fiduciary (partnership)". They
describe the conflict that could arise between beneficence, which involves
supplying some assistance to the patient, and autonomy when the
opinions of the psychiatrist and patient are not the same. Beauchamp and
Childress (2001) cite Pellegrino and Thomasma (1993) who argue that the
principle pursuits of the patients are closely connected with their choices
from which are gained our basic responsibilities toward them. Dyer and
Bloch (1987) suggest that the fiduciary precept provides an answer to the
dissension between the theories of self-determination and paternalistic
beneficence with respect of informed consent. This is because the doctor
reaches a decision with the patient which is a procedure determined by
the promotion of the patient's faith in the doctor. Dyer and Bloch (1987)
continue that this precept is best viewed as a kind of alliance between the

doctor and the patient.

13



The concept of autonomy as it is related to medical ethics dates back to
the Hippocratic Oath which presents the ideal of valuing the individual
with regard to the serious assurance not to harm the person with whom
there is a professional association (Bunch 2000). Meisel (1996), however,
states that patient autonomy was left quiescent in the patient-doctor
association until more recent times. Beauchamp and Childress (2001)
describe how conventionally, doctors were able to depend virtually on
their own conclusions about their patients' requirements for therapy,
information, and advice. Nevertheless, medicine has in modern times
increasingly defied declarations of patients' entitlements to execute
autonomous assessments about their treatment. As emphasis of patients'
rights of autonomy developed, the question of paternalism has emerged
extensively. Corrigan (2003) states that the concept of informed consent
is not only difficult inside its own conditions of allusion, but theories of
self-determination, liberty and decision-making prove to be false within
the dictatorial and paternalistic bounds by which they are restricted and
moderated. In Corrigan's (2003) opinion the patient's self-determination
is limited by the authoritative dominant practices of doctors. Corrigan
(2003) reports that due to the patient frequently being reliant on the
doctor, informed consent cannot consistently be achieved entirely.
Furthermore, due to the patient's illness and unexpressed reliance on the
clinician and medicine, satisfactory comprehension of the information and
precise deliberation of the possible advantages and dangers are

challenging to accomplish in effect.
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Atwell (2006) describes a landmark case in legal history which contributed
to the establishment of the doctrine of autonomy in healthcare decisions
universally. This was in 1914 when Judge Cardozo in Schloendorff v.
Society of New York Hospital determined that "every human being of adult
years and sound mind has a right to determine what shall be done with
his own body...." (Atwell 2006, p.594) This regard for the person's
autonomy should also encompass, for those capable of making decisions,
a choice to refuse medical treatment even when the effect of that refusal
is detrimental to the person or even resulting in the individual's death
(GMC, 1998). Mishra et al (2006) describe the judge's statement as a
milestone for informed consent in surgical specialties. They state that the
essential values have stayed the same and have been reiterated in British
formal guidance such as The Medical Defence Union (1992), the General

Medical Council (GMC, 1998) and the Department of Health (2001).

Among the gravest breaches of personal autonomy and human rights
were the barbaric medical experiments that were carried out in World War
Two in Germany. One outcome of the post-war Nuremberg Trials was the
Nuremberg Code, which Shuster (1998) states served to combine the
Hippocratic Oath and the preservation of human rights into an individual
code. Despite this, research continued to be carried out on people without
their consent until the National Institutes of Health and then the Federal
Drug Administration in the United States of America (USA) issued
guidelines which forbade research that was not treatment based, unless
the person gave his/her consent (Bunch, 2000). Bunch (2000) continues

to state that by 1974, Congress had set up the National Commission for
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the Protection of Human Subjects of Biomedical and Behavioral Research
in the USA which published the Belmont Report (1979). This clarified that
informed consent should consist of three components - information,
comprehension and voluntarism which were also to become significant
guidelines in clinical care. Corrigan (2003) describes the progress which
was selected to govern ethical actions in research by the creation of Local
Research Ethics Committees in the early 1970's in the UK and in 1996 the
inauguration of the Multi Research Ethics Committees whose major
commission is to appraise proposals to perform research within medical
settings and ensure that informed consent is gained from patients

participating in biomedical research.

3.3.3 Nature of informed consent

The components which make up the nature of informed consent -
information, comprehension/capacity and voluntarism - will now be

discussed.

3.3.4 Information

Worthington (2002, p. 378) discusses the importance of the "information
exchange" which is pivotal in the decision-making procedure. In order to
ensure that consent is legitimate it should be grounded in the patient's
understanding of the information, particularly the dangers and advantages
of the treatment. This can be achieved by conveyance of information in an

outline so that the patient can understand the important points related to
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his/her care; without an acceptable degree of understanding the practice
of informed consent forfeits its just meaning (Worthington, 2002). Sims
(2008) contends that the information that a client receives should be
given in a way they can understand in order that the client's autonomy is

valued.

Booth (2002) raises the issue of how a practitioner can ascertain when the
patient has received adequate information in order to reach an informed
decision about their care. The GMC (1998) states that the quantity of
information that should be distributed to each patient will change in
relation to aspects such as type of illness they are suffering, what is
involved in the therapy, the hazards connected with the therapy or
process, and the patient's own objectives. Strong (1979, p.196)
recommends that patients are given the "reasonable person standard"
which would incorporate giving the patient information which is relevant
to their decision to give informed consent and this information would be
what a rational person in the patient's situation would deem to be
worthwhile. Atwell (2006, p.596) describes how some courts in the USA
implement a "reasonable physician or professional standard" which
requires that the doctor produces similar information that a different

credible doctor would supply in a comparable situation.

Strong (1979) also states that people are entitled to select their life
objectives independently and rationally and that the main way to hinder
someone is to hold back information which is required in order to make a

rational choice. Culver et al (1980) describe how on most occasions if a
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patient is considered to be competent their requests are considered even
when the requests appear irrational to the doctor or others. Meisel (1996)
states that if a patient does not wish to accept information then this
decision should also be considered in order to respect the patient's

autonomy.

What type of information should a patient be provided with in order to
have the required knowledge base to give valid informed consent? The
Medical and Dental Defence Union of Scotland (2004) reports that there is
presently no doctrine of informed consent in UK law, however this does
not indicate that the patient should receive anything except for full
information on individual therapies, the dangers entailed and the expected
result. Meisel et al (1977) state that the general standard is that the
patient should be informed of the benefits, risks, side effects and the
options that are accessible. Worthington (2002, p.377) asserts that
English case law suggests that medical staff should provide their patients
with a standard of information that is in line with the "Bolam test". This is
when a patient simply has to be informed of what a credible committee of
professionals' point of view would judge to be applicable (in terms of
information concerning the apparent dangers of receiving a treatment).
(Worthington, 2002). Meisel (1996) considers that there is a danger of
providing too much information and leading to the dismay of the patient,

and that the doctor could be accountable for this.
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3.3.5 Comprehension and capacity

Patients may not always be in a position to give informed consent due to
their illness. So how is their comprehension and capacity to make this
decision determined? Roth et al (1977) state that to be deemed capable a
person must have the ability to comprehend the essence of the specific
item under consideration and to recognize its characteristics and its
outcomes. Berger (2003, p.745) describes "disclosure" as the production
of appropriate information by the doctor and its understanding by the
client. Pape (1997) states that the different components concerned with
the patient's comprehension of a process consist of their standard of
hearing, reading and writing, lucidity, perceptiveness and communication.
Pape (1997) continues that if a patient has been unable to understand the
information provided then they can't attain actual self determination in

demonstrating their conclusions about the proposed treatment.

Bunch (2000) describes various studies where patients appeared to lack
initial understanding of what their surgery would consist of, such as
Kekuchi et al (1996) who detailed how a doctor and nurse had described
the operation two or three months prior to it taking place. At the time of
surgery patients could only respond to 50% of the questions concerning
the process therefore Kekuchi et al (1996) emphasized the requirement

for improved patient instruction.

Bollschweiler et al's (2008) study examined if conventional means of

gaining informed consent could be developed by using a multimedia-based
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information programme (MM-IP) which is described as the use of film or
animation to illustrate the procedure. Their methods included 76 patients
who were going through a laparascopic cholecystectomy operation and
had the customary informed consent procedure while one sub-group of 35
patients were also allocated access to a MM-IP. Questionnaires were
employed prior to surgery to assess patients' perceived comprehension of
essential details of their condition and to determine the outcome of the
MM-IP for enhancing the informed consent procedure. The results
revealed that 82% of all participants were pleased with the customary
informed consent procedure but the perceived comprehension of the
information was positively progressed in the MM-IP group. However,
Bollschweiler et al (2008) did indicate that the outcome was a subjective
assessment as the study evaluated only the patients' perception of their
comprehension rather than their definite understanding of the

information.

Dyer and Bloch (1987) assert that in psychiatry a patient's autonomy
could be restricted due to his/her mental state which might prevent
him/her from applying independent reasoning in the informed consent
process or might impede the consideration necessary to understand the
nature of the recommended therapy. Lavelle-Jones et al (1993) conducted
a study which examined factors affecting the quality of informed consent
by conducting interviews with 265 patients who were having various
surgical procedures. The primary outcome criteria were the patient's
recollections of information at different points in the research; this score

was matched by age, production of information, cognitive function,

20



intelligence quotient (IQ), mood state and personality traits, and health
locus of control. All patients were provided with identical verbal
information during their hospital admission but half were also supplied
with operation information cards. Lavelle-Jones et al (1993) concluded
that older patients and patients with lower IQs, and an external locus of
control, had a lower recollection of the information. They recommended
that written information could be increasingly beneficial if it were provided
prior to hospital admission and that the information should be
systematically phrased in order to increase understanding and

recollection.

Roth et al (1977) state that to be deemed to have capacity the person
must be able to appreciate the qualities that make up the specific item
under discussion and to comprehend its characteristics and its outcomes.
The Scottish Executive (2005a) reports that part of having capacity means
that the person should be competent enough to comprehend, have faith in

and retain information about the treatment that is being recommended.

In Scotland informed consent that is considered legal must be provided by
a person who is considered to be capable of giving consent as detailed by
The Mental Welfare Commission (MWC) for Scotland (2003). The MWC
(2003) for Scotland also states that capacity is determined legally while
the assessment of a patient's competence is generally a medical decision.
The MWC for Scotland (2003) describes the criteria that a patient must

have to be considered to have capacity. The patient should be able to:
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e Comprehend the procedure, the qualities that characterise it and
the expected outcomes

e Appreciate the main advantages, the dangers and other possibilities
and be able to consider the options

e Comprehend the repercussions of refusing the recommended
treatment, remember the information for enough time in order to
utilize it and evaluate for the purpose of reaching a conclusion

e Have the ability to convey that conclusion.

Booth (2002) states that if a patient is deficient in one or more of the
elements required to show they are competent, he or she would be
incapable of imparting informed consent. Patients may also have
fluctuating capacity due to the nature of their illness, therefore it is
important to review their judgement at regular times in order to ensure
their perceptions are unchanging and can be depended upon (GMC,

1998).

3.3.6 Voluntarism

The Chambers mini dictionary (1997, p.754) definition of voluntary is
"done or acting by choice, not under compulsion." In order to have
informed consent that is valid the patient is also required to have given
his or her consent voluntarily. Ottosson and Fink (2004) state that
personal autonomy has a foundation in voluntary decision making and
freedom from coerced measures. The GMC (1998) affirms that the

practitioner should present an impartial opinion of the possibilities in
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order to ensure that the patient has arrived at a voluntary conclusion
about their treatment. The MWC for Scotland (2003) states that
consent should be given independently, in the absence of pressure or
compulsion. The Scottish Executive (2005) reports that practitioners
have a responsibility to guarantee that patients have arrived at their
own conclusions and appreciate that they can amend their decision as

to whether they want to proceed with the process.

3.3.7 Ethical issues surrounding informed consent

The ethical issues that may lead to conflict in relation to informed consent
are beneficence and non-maleficence/paternalism and respect for
persons/respect for autonomy. These ethical concepts were introduced in

the previous sections.

Berglund (2004) states that these precepts have received approval
because they afford a rapid method for considering ethical matters. These
principles are used as instruments to gather and recapitulate questions
communicated by professionals, patients and society as being of
relevance. Beauchamp and Childress (2001) report respect for autonomy
as an average level of valuing the decision making capabilities of self-
governing individuals. They continue to assert that to recognize a self-
determining representative is, at the least, to accept that individual's
entitlement to retain their own convictions, to make decisions and to carry

out endeavours grounded on individual principles and attitudes. Ottosson
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and Fink (2004) state that respect for autonomy and the individuals'

principles are predominant subjects of codes of ethics.

Beauchamp and Childress (2001) describe beneficent action as combining
all types of endeavor designed to assist other people while Berglund
(2004) states that beneficence includes the requirement to be benevolent;
to take care of people. Ottosson and Fink (2004, p.24) define the principle
of non-maleficence as the Hippocratic axiom primum non nocere (above
all, do no harm) which combines the principles of beneficence and non
maleficence "I will use the treatment to help the sick according to my

ability and judgement, but I will never use it to injure or wrong them."

Beauchamp and Childress (2001, p.178) outline paternalism as "the
intentional overriding of one person's known preferences or actions by
another person, where the person who overrides justifies the action by the
goal of benefiting or avoiding harm to the person whose preferences or
actions are overridden. Ottosson and Fink (2004) state that it is not
essential to dismiss paternalism completely because it is occasionally
mixed up with authoritarianism. Incapable patients have an entitlement to

the most efficient therapy, be it ECT or another treatment.

One of the ethical considerations of seeking a patient's informed consent
in this study is whether a severely depressed patient could be considered
to have the decisional capacity to give informed consent to ECT. This is
questioned by Culver et al (1980) who concluded that most severely

depressed patients do provide informed consent to having ECT. Ottosson
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and Fink (2004) also state that the autonomous judgements are disrupted
in mental health illnesses therefore how far is it conceivable to uphold
autonomy when giving treatment to the patient with mental health
problems. Medical and nursing staff have separate moral and lawful
obligations to protect the informed consent of the patient as described by
Barnes et al (2005) but what is their actual knowledge and understanding
of the principles of informed consent? What knowledge base should
patients possess to give fully informed consent? These issues will be

considered in more depth in this research.

3.4 Healthcare and informed consent

The literature reviewed on healthcare and informed consent that appeared
pertinent to this study included the change in the way that patients are
involved with decisions regarding their own care, as suggested by the
GMC (1998). In addition, it will be described how recent events in
healthcare within the United Kingdom such as the reports of the Bristol
Infirmary (Coulter, 2002) Alder Hey (House of Commons, 2001) Shipman
(Richards, 2006) and Allitt (O'Neill, 2000) has led to developments in
Government policy surrounding informed consent and relevant policy
documents and the further promotion of equality in the doctor/nurse -
patient relationship. The concepts of culture, health and ililness which have

relevance to informed consent will also be considered.
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3.4.1 Patient - centred informed consent procedures

The rise in importance of patient-centred informed consent procedures in
healthcare was a significant theme to emerge in the literature.
Worthington (2002) states that the degree to which the government and
medical profession presume accountability for formulating the doctrine of
consent was not evident and reported that for countless years there had
only been small changes made to the English rulings on consent.
Worthington (2002) continues to submit that because, according to the
law there is no agreed arrangement for informed consent, the law does
not provide a distinct direction with regard to determining the boundaries
of liability and accountability for informed consent. Despite this, the GMC
(1998) prompted doctors to discover the requirements of individual
patients when determining what information to make known about
treatments. The NHS Executive (2001) recognised the requirement for a
transformation in the manner that patients are requested to give their
consent to treatment so that the procedure developed in order that it is
concentrated on the prerogative of the particular patient and their family.
The BMA (2007) announced that the Human Rights Act (1998) had
affected how medical staff practise. This was in terms of the significance
of a reliable and complete account of the decision-making procedure due
to the fact that the Human Rights Act (1998) had been employed to
dispute some medical judgements. Consequently the importance of
involving patients in this process had gained much more significance. The

BMA (2007, p.1) describes how Human Rights are appropriate to some
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general medical judgements and demonstrates how a "rights-based

approach" could be included in practitioners' decision-making procedure.

In nursing, the NMC (2004) states that the nurse must acknowledge and
give consideration to the part patients have as associates in their own
care. Fry and Johnstone (2002, p. 208) describe The International Council
of Nurses (ICN) Code of Ethics which affirms that the nurse should
support a setting in which "the human rights, values, customs and

spiritual beliefs of the individual, family and community are respected".

3.4.2 Recent events in healthcare

Recent events which also contributed to reforming the rights of patients
and patient-centred care have been described by Coulter (2002) who
details the recommendations following the report of the Bristol Royal
Infirmary (BRI) public inquiry into the breakdown of the professional
conduct of the surgeons who were associated with cardiac surgery. The
recommendations included that communication with patients should
improve and that all actions should proceed securing the informed consent
of the patient or his/her parent. Coulter (2002, p.648) also states that the
government’s target was to update the healthcare system to ensure there
was an increased responsiveness to patients who should be considered as
"equals with different expertise". Coulter (2002) continues to explain that
while doctors are knowledgeable about the clinical aspects of healthcare it
is only patients who know about their own understanding of their medical

condition and social background, routines, attitudes, principles and
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wishes. Coulter (2002) suggests that the doctor and patient should be
willing to co-operate with information and make shared conclusions,
outlining a coherent foundation of information. Fyle and McGlynn (2002)
also specified that developments in the NHS following the report of the
BRI inquiry should include taking into account the service user’s point of

view.

The House of Commons (2001) described the inquiry into another
significant event in healthcare which was the removal, retention and
disposal of human tissues and organs following coroners’ and hospital post
mortem examinations. This was following the discovery that pathologists
at Alder Hey hospital had collected 3,500 organs without the informed
consent of children’s parents. Among the inquiry's conclusions were that
informed consent can only be obtained if persons receive full information
in order to formulate their decision, that they should not be coerced into
this and that practitioners should improve upon their communication skills
in the informed consent process. Corrigan (2003) also reports the
requirement to establish patients' informed consent so that they are
comprehensively informed prior to receiving treatment or participating in
research which had developed as a moral remedy to neutralise the

possible risk of paternalistic and authoritarian practices.

O'Neill (2000) describes how Beverly Allitt, a nurse on a paediatric ward,
managed to murder and harm the children in her care and stated that
serial Killers like Shipman and Allitt spoil the trust that occurs between

practitioners and their patients. Richards (2006) cites Dame Janet Smith,
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the chairwoman of the inquiry into Dr. Harold Shipman, a GP who had
murdered more than two hundred patients in his care, and stated that
cases such as Shipman, the Alder Hey Hospital and the Bristol Royal
Infirmary had shown patients what could go astray in the health service.
Richards (2006) also cites Dame Janet Smith as describing that the
Shipman inquiry had uncovered medical inadequacies and that patients'

confidence in their doctors should be on an informed basis.

In an editorial, Smith (1998) submits that since the events at Bristol there
had been a change in the rapport between doctor and patient. This is
characterised by the change from the patient being the submissive
receiver of care to sharing a vital collaboration in all healthcare
conclusions and becoming evenly matched in the doctor-patient rapport.
Recent events such as the Alder Hey affair serve to bring the individual
rights and the informed consent of the patient into sharp focus within

healthcare in Britain (Messer, 2004)

Despite the focus on these events some healthcare staff continued to
show a lack of understanding of the elements of informed consent (Chada
et al, 2004). Chada et al (2004) compared health care professionals'
understanding of informed consent against agreed standards found in
consent guidelines and UK case law. The study involved giving 12 "true or
false" questions which tested the knowledge of the consent process, to a
sample of 118 health care staff in one healthcare trust. These healthcare
staff consisted of 50 doctors, 61 nurses and 7 medical technical officers.

Chada et al (2004, p.4/9) summarised that most health care staff did not
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have a good knowledge of the informed consent policy. Considerable
areas of inadequacy were recognised in the function of the consent form,
understanding of Gillick case law and patients with mental health
problems. Gillick case law states that if a child has satisfactory insight and
discernment to assist him/her to comprehend the treatment and the
significance of treatment then he/she is "Gillick competent" and is able to
consent to or refuse treatment. Chada et al (2004) reported that the level
of success was mainly more effective amongst doctors, those in surgical
specialities and junior medical staff. For example the doctors were the
only sub-group to gain statistically important superior ratings in total
(53.7%) when compared with non-doctors (47.8%) Chada et al (2004)
stated that developments in education and practice should be made

specifically for staff particularly involved in the consent process.

The BMA (2001, p.1/4) described one of the conclusions of the report of
the consent working party “current awareness of the relevant ethical and
legal principles relating to consent among the medical profession is largely
inadequate”. The working party saw its role as reiterating the ethical and
legal ideals and discovering methods of making certain that the present
principles on obtaining the patient’s informed consent were applied in
practice. Importantly they did not see the informed consent process as
being exclusively the role of the medical officer but as the responsibility of
all the multidisciplinary team who are also accountable for making sure
that the patient's queries and anxieties surrounding the treatment are
satisfactorily taken care of. The BMA (2001, p.1/4) outlined that the

working party believed that "health authorities, trusts, employing
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authorities, medical schools and individual doctors all have an interest and
responsibility in ensuring that the ethical and legal principles relating to
consent are adhered to in practice." These points, raised by the BMA
(2001), relate strongly to this research which explores the roles and
responsibilities of nurses and medical staff in the informed consent

process surrounding ECT.

3.4.3 Recent policy documents

Policy documents such as the Millan principles as described by Rae and
Boland (2008), the Ten Essential Shared Capabilities (NES, 2007),
Delivering Care Enabling Health (Scottish Executive, 2006a) and
Delivering for Mental health (Scottish Executive, 2006b) and the National
Programme for improving Mental Health and wellbeing (Scottish
Government, 2007) also had an impact on patients rights within

healthcare and the informed consent process.

Rae and Boland (2008) describe how the Mental Health (Care and
Treatment) (Scotland) Act 2003 is supported by the Millan principles of
reciprocity, respect for equality and diversity in a non-discriminatory
manner. Rae and Boland (2008, p.2) also state how the 10 Essential
Shared Capabilities for Mental health (NES, 2007) "promotes working in
partnership, challenging inequalities (social inequality and exclusion),
promoting recovery, providing service user centred care and making a
difference". The Lanarkshire Mental Health (2009) include principles such

as informal care, respect for carers, the least restrictive alternative,
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benefit of the intervention and child welfare as values that mental health

practitioners should be aware of.

The Scottish Executive (2006a) report that practice improvement is the
conveyance through which education can be converted into practice to
enhance patient outcomes. The Scottish Executive (2006a) also describes
a caring base for nursing and midwifery practice which encompasses
providing the means for the patient to be autonomous. The Scottish
Executive (2006b) describes the Delivering for Mental Health delivery plan
which includes details of how benchmarks for an integrated care pathway
(ICP) for depression were augmented and additional work would be
carried out with GPs surrounding the requirement to assess all new
patients who may have depression or anxiety by utilising an accepted
assessment instrument and then making provisions for a treatment
programme which is adapted to their requirements. The Scottish
Government's (2007) National Programme for improving Mental Health
and Wellbeing study surveyed the connections between non-suicidal self-
harm and attempted suicide in young individuals, and in doing so, to
recognize the potential method of diminishing the possibility of suicide
among young individuals who self-harm. The research comprised of one-
to-one interviews with 20 young individuals aged 14-25 from across
Scotland who had been involved in both self-harm and attempted suicide.
The findings of the research had significance for organizations, policy and
public health. Scotland's Mental Health Delivery Plan has made a
guarantee to educate 50% of key frontline healthcare experts in

administering suicide evaluation tools/suicide prevention plans by 2010.
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The research also indicated the importance of developing services that
were beneficial to the young person's needs and staff refraining from
having attitudes towards the person that were destructive and

judgemental which is similar to the findings of this research.

3.4.4 Promotion of equality in the doctor/nurse-patient

relationship

The balance of the rapport between the practitioner and the patient is an
important part of the informed consent process. Habiba (2000) stated
that evidence dating back to Hippocrates indicates that treatments were
perhaps not considered with patients, particularly if weighing up the pros
and cons was believed to be averse to the patient's benefit. Official groups
condoned this, arguing that this could possibly safeguard the patient or
the doctor-patient relationship. Habiba et al's (2004, p.426) study on the
quality of consent consisted of semi-structured interviews which were
conducted with 25 women who had consented to surgery. The analysis of
the data was based on the constant comparative method and one of the
conclusions of the research was that individuals who gave consent often
saw it as “ritualistic, bureaucratic, and embedded within a legal rather
than an ethical framework". Habiba et al (2004) gave an example of this
as how some women in their research wanted to have surgery but
perceived signing the consent form as superfluous because it neglected to
empower those with doubts or anxieties to speak of their fears. Some of
these fears presented in a situation such as when the protection of the

woman or baby seemed to be in danger. The consent procedure which
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ought to have gained their comprehension and compliance seemed to
have been unsuccessful. Habiba et al (2004) state that one of the key
messages of this research was that prevailing discussions on informed
consent had placed it at the centre of the practitioner-client association
and they highlighted the significance of divulging information to the client.
Health practitioners should be extremely responsive to the manner in
which individuals can experience being made powerless while receiving
treatment, specifically in emergency circumstances, and should persuade
the individuals to raise their fears and queries rather than saying nothing,
and their name on the consent form should be confirmation of their clear

approval of the medical outcome.

Usher and Arthur (1998) state that one of the advantages of "process
consent" is that the continual method of involving the patient in the
consent process would result in reciprocal value and esteem developing
between the patient and nurse. The NMC (2004) states, in general, that
the nurse should identify and value the contribution a patient has as an
associate in his/her own treatment. Forming a therapeutic rapport with
the patient and engaging good communication skills is crucial for the
nurse's role in the informed consent process (Finch, 2005). However,
Doyal (2004) states in a commentary that there could be an improvement
in this area with doctors and patients receiving medical and surgical
procedures because patients often felt that their time with medical staff
prior to signing the consent form had been hurried and meaningless.
There had not been enough time to build an understanding rapport

between the doctor and patient nor impart the smallest sum of relevant



information. However, Meisel (1996) affirms that the informed consent
form actually supplies very little defence for practitioners against her/his
legal responsibility for gaining the patient's informed consent. Atwell
(2006) points out that the health professional may be more interested in
getting an endorsement on the consent form than ensuring that the

patient makes sense of the information surrounding their treatment.

3.4.5 Culture, health and illness and informed consent.

NES (2007) state that the values base for mental health nursing should
include respect for the varying values of the individual and that this
should be the focus of practise. Also, the person should be perceived as
an authority in his/her experience and relatives' and carers' input should
be respected. Different cultures have contrasting values and principles as
illustrated by Bhugra and Bhui (1997) therefore gaining informed consent
has different challenges. Bhugra and Bhui (1997) explain how the
practitioner must make a sincere aim to appreciate particular patients'
and their relatives' ideals of the origin of their health problem and how to
deal with it. There are increased difficulties when patients with cultural
differences are prescribed ECT as the treatment is regarded with
apprehension and shame. Therefore any contact with the patient should
be sympathetic and must involve their families in a complete and honest
consultation so that they can make an informed choice with regard to the
treatment (Bhugra and Bhui, 1997). Bhugra and Bhui (1997) describe how
the clinical management of patients across cultures questions the doctor's

conventional trialled and evaluated methods. They conclude that the
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clinical management of patients from alternative civilised groups relies on
the particular practitioner's ability, knowledge and preparation. Bhugra
and Bhui (1997) also state that exchanges require to be perfected in
agreement to cultural groups in addition to treatment requirements. The
practitioner should include the family and society's customs when
proposing any therapy so that they can arrange for treatment which is

culturally responsive and applicable.

3.5 Nurses and informed consent

In this section of the literature review the nurse's knowledge of informed
consent will be examined. The nurse's attitude towards informed consent

in ECT and role in the informed consent process will also be discussed.

3.5.1 Knowledge of informed consent

What is the state of nurses' current knowledge of the elements of
informed consent and their role in the process? Sweeney (1991) states
that for numerous nurses the informed consent procedure is filled with
bewilderment such as how much information the nurse should provide.
Calder (1994) describes how almost all healthcare staff have at some
point come across circumstances in which they doubt their own
participation and accountability in securing informed consent for therapy.
Kashka and Keyser (1995) also question whether the nurse is aware of
the moral elements of informed consent. Aveyard (2002b) states that

consideration of the implementation of the components of informed
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consent prior to using the nursing process has been given insufficient
consideration in nursing ethics publications, which suggests that this is an

area which could be developed.

Aveyard (2002b) conducted research that included using focus groups and
critical incident technique to appraise how nurses obtained informed
consent prior to performing nursing techniques. Aveyard (2002b, p.205)
concluded that there was a deficiency of understanding in the midst of
nurses as to the composition of "implied consent" with the outcome being
that informed consent before nursing care procedures being carried out is
frequently not attended to. Aveyard (2002b) described implied consent as
the patient turning up his/her sleeve to receive an injection rather than by
providing verbal or documented confirmation of consent. Aveyard (2002b)
recommended that nurses should always make information available and
ask for oral confirmation of informed consent before carrying out a

nursing procedure.

Cable (2003) reports that the nurse should be familiar with the ethical
values on which informed consent is grounded and the law and their
vocational accountability for their performance. The NMC (2004) states
clearly that the nurse should ensure that informed consent is given prior
to any treatment and care being administered. In addition NHS Scotland
(2007) affirms that nurses should ensure their knowledge is current and
that practice is appraised consistently so that patient care is increasingly

effectual.
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Calder (1994) states that it should not be the concern regarding legal
proceedings that reminds nurses to contribute to the consent process but
their duty to their vocation and application of ethics that should guarantee
that they include themselves in the informed consent procedure in order
to guarantee the highest standards of concern for the patient in their care.
Cable (2003) asserts that nurses should be acquainted with the doctrine
of informed consent within a healthcare setting in which there has been
an increased awareness of law suits and the practitioner's professional

accountability for their actions.

3.5.2 The nurse's knowledge and attitude towards informed

consent in ECT

It could be argued that the nurse should have positive values towards ECT
if they are expected to provide information and support to assist the
patient in the informed consent process. Byrne et al (2006) describe their
concerns that it is crucial that nurses are able to give unbiased, factual
information to the patient and that the recommendation of ECT could be
influenced by nurses giving patients misleading information about the
treatment due to the fact that they have more contact with patients than
medical staff. Parsons (2000) also states that nurses have a responsibility
to look after patients, to be present throughout their course of ECT and to

provide reassurance to the patient and their family.

Research that has been completed on healthcare staff’'s knowledge and

attitudes illuminates that their knowledge does require improvement. A
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study by Gass (1998) incorporated evaluating the knowledge and
attitudes of mental health nurses to ECT by distributing questionnaires
comprising a knowledge and attitude scale which was designed by Janicak
et al (1985). The study concluded that mental health nurses' knowledge of

ECT did require development at both pre and post registration level.

Byrne et al (2006) also conducted some research on the knowledge and
attitudes of various health care professionals and students towards ECT by
administering a questionnaire to 593 medical and nursing students,
psychiatrists, anaesthetists, theatre and psychiatric nurses. In addition,
Byrne et al (2006, p.2/10) challenged the findings of Gass (1998) stating
that nursing students had better knowledge than trained nurses and were
5 and 4 times more accurate with their answers to the two questions that
they had set on consent which were "ECT is usually given to patients
against their will" and "the majority of patients who have ECT will refuse

to have the treatment again."

Byrne et al (2006) also found that medical students had better
knowledge and a more positive attitude than nursing students and that
the most convincing anticipation of improved understanding and increased
certainty about ECT was from medical practitioners. Byrne at al (2006)
considered that low awareness of ECT in mental health nurses has
significance in gaining informed consent from patients. This was due to
the requirement for the mental health nurses to be able to give balanced
reliable correct information about ECT to the patient. Byrne et al (2006,

p.7/10) however, did indicate that the limitations of their study did include
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that participants were an “opportunity sample” who were present at
psychiatry lectures and anaesthetic seminars so could perhaps not be
considered as demonstrative of all nursing and medical groups. Also half
of nursing students were recruited by the researcher who was just going
to give a talk on ECT therefore the students had possibly given an ideal

response.

The requirement to revise the preparation that nursing students receive to
equip them for caring for patients having courses of ECT was illustrated by
Byrne et al (2006) who asserted that there should be a complete appraisal
of the nursing curriculum with respect to ECT due to the demonstration of
the deficiency that present training has on nursing students. Gass (1998)
also concluded that the training for nurses at both pre and post
registration phases should be progressed. In addition to this, Fitzsimons
and Mayer (1995) cited Jacobsma (1991) who stated that the time spent
teaching nurses at the Northwestern Memorial Hospital; Institute of
Psychiatry only amounted to 15 minutes per course. Fitzsimons and Mayer
(1995) thought this was indicative of the discernible prejudice in relation
to ECT at that time. Culas et al's (2003) study on the knowledge of ECT
among staff of a Mental Health Service in a general hospital setting in
England consisted of a semi structured questionnaire that incorporated
questions about ECT which were applied to all staff in a mental health
unit. Their findings concluded that only 36.9% of staff knew of the
guidelines with consideration of informed consent and ECT. They also
recommended that all staff received regular instruction on ECT. However,

the validity and the reliability of the questionnaire were not reported in
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the article therefore it is uncertain if the method measured what was
intended and whether the method was constant in measuring similar

phenomena (Parahoo, 1997).

3.5.3 The nurse's role in the informed consent process

What is the nurse's role in the informed consent process? The NMC
(2008) asserts that the nurse should gain informed consent from the
patient prior to giving any nursing care. In order to do this the NMC
(2008) state the patient should be provided with information; their
autonomy should be valued; for consent to be valid the nurse must
ensure that it is provided by someone who is legally competent and
consent is presented voluntarily and that the nurse should be
knowledgeable of the mental health act. Fry and Johnstone (2002)
describe The International Council of Nurses (ICN) Code of Ethics for
Nurses which affirms that the nurse should guarantee that the patient
receives enough information to establish informed consent for their
treatment. Aveyard (2002b) also states that the nurse should move
toward all situations involving nursing care of a patient with the objective
of providing information to the standard necessary for the person to arrive

at an informed decision.

Sims (2008) asserts that critical care nurses should be familiar with
his/her organisation's guidelines relating to informed consent in addition
to the legislation that influences informed consent for procedures such as

surgery. In addition to this Gass (2006, p.4) states that in their rapport
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with patients receiving ECT the roles that nurses cultivate include those of
"information-giver, persuader and supporter" which incorporates
supplying patients with information about the ECT procedure and
acknowledging the patient's queries and fears about the treatment. Gass

(2006) confirms the importance of the nurse providing information
particularly when patients are apprehensive about receiving the treatment
when supplementary facts and reassurance could affect the patient's
judgement to receive the treatment. Finch (2005, p.3) states that the
nurse should ensure that the patient comprehends the "nature, purpose
and implications of the treatment, including the option to withdraw
consent at any time". Gass (2006) also describes the ECT nurse's role of
confirming that the patient is giving informed consent in order that the
treatment can go ahead, while Finch (2005) reports that before treatment
commences the nurse should again ensure that the patient comprehends
the information that they were given prior to completing the informed
consent form. Finch (2005) suggests that this should also be done at
repeated times during the course if the patient has reduced cognitive
ability which affects their ability to understand and remember additional
knowledge. Kashka et al (1995) also describes informed consent as an
active technique which does not cease with the endorsement of the

consent form.

Finch (2005) affirms the importance of the nurse commencing instruction
on ECT with patients and his/her family/carer when feasible and that the
information supplied should be specific to each individual patient and

his/her family/carer. Cullen (2005) suggests that the nurse could
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accompany the patient around the ECT suite if suitable and states that the
ECT nurse should verify the patient's legal status and that all the
appropriate records and certificates are at hand. Cullen (2005) also
recommends that any anxieties or questions resulting from the nurse's
assessment of the patient should be presented to the appropriate person

in the ECT team.

Aveyard (2002a) reports that nurses ought to undertake all aspects of
client care with the aim of informing clients to the standard which is
essential so that the individual patient has the information that they
require in order to arrive at a worthwhile conclusion. Clarke (1995, p.330)
states that the nurse should take "an advocacy/mediation approach" in
order to communicate their opinion on the prescription of ECT for a
particular patient and also to preserve the patient's autonomy. This could
clarify the nurse's duty to assist in determining the depth of informed
consent the patient is giving and to act to improve the patient's freedom
of choice and to preserve and increase the patient's liberty. Calder (1994)
also describes the nurse's accountability for conveying the patient's fears
so that the correct individual, ideally the doctor, could correct the position
by providing the patient with more information so that he/she has a
satisfactory comprehension of the procedure. Sweeney (1991) indicates
the importance of the nurse documenting the part that they had
performed in the informed consent process such as supplying the

appropriate information about the treatment.
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Usher and Arthur (1998, p.696) state that the nurse should champion the
role of "seeker of informed consent" in the nurse-patient relationship. This
could be achieved by the nurse being frequently involved with the patient
in order to ensure that informed consent is seen as a system of continued
agreement which involves the patient in appraising their own care and is
advised of their choices and objectives. Scholefield et al (1997) also
describe the Queen's Medical Centre, Nottingham and the Nottingham
University School of Nursing's educational package which aimed to provide
the practitioner with the principles and understanding so that they could
secure informed consent for all forms of treatment. This package was
developed as a reaction to the development of the nurse's role in order to
develop their abilities and competence in order to accept responsibility for
tasks formerly managed by other practitioners. This would incorporate the
reorganization of health care requirements so that nurses presented care
which was increasingly holistic and patient focused which was outlined in
The Scope of Professional Practice (UKCC, 1992a) as described by

Scholefield et al (1997)

Good communication skills are necessary in obtaining informed consent
(Cable, 2003). Calder (1994) also describes that nurses are familiar with
building collaborative associations with patients when pursuing informed
consent. This is due to the fact that nurses are often more evident and
available than doctors so the patient may perceive that he/she are
increasingly relaxed about going to their nurse if they have any queries
about the process necessary for informed consent. Finch (2005) also

outlines the importance of the nurse who is in contact with the patient



during the informed consent process being one who has demonstrated a
dependable and beneficial rapport with them as they would be best
equipped to evaluate if the patient grasps the description of the

treatment.

While there is a wealth of literature outlining the relationship and
communication skills required when explaining treatment little literature
could be found about the nurse's role in assisting in gaining the informed
consent of patients receiving ECT. Clarke (1995, p.330) as previously
described states that the nurse should take an "advocacy/mediation
approach" when establishing the standard of informed consent provided
by the patient. Halsall et al (1995) only document that the ECT nurse
should alert medical staff if patients withdraw his or her consent, whereas
the CRAG Working Group on Mental Illness (1997) merely state that the
ECT nurse should ensure that the consent form has been signed by the
patient. Fitzsimmons (1995) also has a section on informed consent in
ECT although she does not appear to clearly define the nurse's role. If the
nurse's role has expanded to incorporate carrying out techniques which
require the patient to provide oral or documented informed consent as
previously described by Scholefield et al (1997) then perhaps the ECT
nurse's role in the informed consent process has also developed more

than is recognized in practice or in the literature.
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3.6 ECT and informed consent

In this section of the literature review, ECT will be defined in conjunction
with the advantages and disadvantages of its use. Informed consent in
ECT will be considered by discussing the latest developments in the Mental
Health (Care and Treatment) (Scotland) Act 2003 which have affected
practice surrounding informed consent in ECT. The issue of cognitive
impairment and the consequences for informed consent will be
considered. Finally, the question about whether valid, informed consent
can be obtained under such circumstances will be examined along with

the type of information and knowledge that should be anticipated.

3.6.1 Definition of ECT

CRAG (1997) describes ECT as comprising of the passage of a little
quantity of electricity from side to side of the head in the time that the
patient is under an anaesthetic. The object of the electricity is to produce
seizure activity in the brain. This seizure activity is crucial for the curative
efficiency of ECT. The outer manifestations of the principal seizure are
noticeably decreased or eliminated by the use of a muscle relaxant
administered with the anaesthetic (CRAG, 1997). NICE (2003) details how
ECT is usually administered as a course of treatments which can be given

twice a week for 3 to 6 weeks.

The Mental Health Foundation (2004) describes how ECT is generally

administered to patients with severe depression which has not responded
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to alternative kinds of therapies. Ottosson and Fink (2004) state that ECT
is identified as being specifically useful in treating depression, mania,
psychosis, and suicide risk of schizophrenia and manic depressive illness
while the Consensus group affiliated to the Special Committee (2005)
report that ECT may be advisable if a patient who is suffering from
catatonia syndromes treatment has not responded to benzodiazepines.
The Mayo clinic (2004) specifies that in particular circumstances, ECT can
provide rapid and effective benefits. The Manic Depression Fellowship
(1996) report that ECT may be life saving in some instances however, the
treatment may have a temporary result only, with other therapies
required to sustain the enhancement. Ottosson and Fink (2004) describe
how the alleviation of the possibility of the person committing suicide and

initiation is quick, often recognized within two weeks.

CRAG (1997) details psychiatric complications such as mania and
prolonged seizures as side effects of ECT. SEAN (2000) described a
transient loss of memory as the central adverse effect of the treatment.
Benbow (2005) lists prolonged seizures, cognitive adverse effects,
mortality rate and headaches, muscular aches and nausea as the main

adverse effects of ECT.

3.6.2 Developments in the Mental Health (Care and Treatment)

(Scotland) Act 2003

A number of changes in the Mental Health (Care and Treatment)

(Scotland) Act 2003 have implications for the practice surrounding
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informed consent in ECT. These include the circumstances when a patient
is capable of giving informed consent but is refusing to give consent. In
these circumstances ECT can't be administered even in an emergency
situation (Lyons, 2005). Barnes et al (2005) state that under the previous
Mental Health (Scotland) Act, 1984, it was feasible to administer ECT to a
patient sectioned under the Mental Health Act who was capable of giving
legitimate consent but declined to give informed consent. However,
Barnes et al (2005) affirm that the Royal College of Psychiatrists' Special
Committee on ECT would not deem this to be practice that is approved of
due to the fact that an adult whose capacity is intact can decide to dismiss
the doctor's recommendation and treatment. Lyons (2005) asserted that
under the new Mental Health Act there would be more unambiguous
assessments for the patient who is having compulsory treatment. Barnes
(2005) also cites the Mental Welfare Commission (MWC) for Scotland
guidelines on consent for ECT coordinators (Mental Welfare Commission
for Scotland, 1999, p.187) which highlights that "no patient should be
treated with ECT unless there has been careful consideration of the
consent issues and proper and lawful procedures have been followed to
obtain consent, or, in the absence of consent, lawful authority to
proceed". The Mental Welfare Commission for Scotland (2003) affirms
that the practitioner should consider the minimal compulsory constraint of
the autonomy of the patient when employing the Mental Health (Care and
Treatment) (Scotland) Act 2003. Therefore the patient's self

determination would be affected as little as was possible.
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Another recent change in the Mental Health laws according to Barnes et al
(2005) pertaining to ECT which defined a previously unclear area
surrounding informed consent was the introduction of the Adults with
Incapacity (Scotland) Act 2000. They discuss how ECT could now be
provided to an adult who is deemed incapable of giving informed consent
to the treatment but who is not sectioned under the Mental Health (Care
and Treatment) (Scotland) Act 2003 and is not refusing or disputing the
treatment. Barnes et al (2005) describe this as the doctor having a lawful
authority to administer practical therapy to patients who are in agreement
with receiving treatment who are not capable of giving informed consent.
Nazarko (2004) submits that without such protection to guarantee that
capacity is thoroughly evaluated; patients with incapacity would be at risk
and could possibly be deemed as though they had fewer privileges than
adults with capacity. Anderson (2002) also submitted that it was thought
that the previous system did not have adequate support for adults at risk
and could result in the view that adults and their relatives and carers were

not referred to.

3.6.3 Cognitive impairment of patients referred for ECT

Some patients referred for ECT may be suffering from psychosis and due
to the nature of their illness their competence and ability to give informed
consent voluntarily require to be assessed (Journal of Medical Ethics,
1983). Van Staden and Kruger (2002) state that the presumption that a

person who is psychotic is unable to give informed consent is excessive
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because it is established on the common clinical characteristics indicated
by a medical opinion. It is not established on the evaluation of a specific

patient's competence to give informed consent, neither particularly for
each intervention nor at the moment when consent has to be provided.
Van Staden and Kruger (2002) suggest that this evaluation should be
influenced by weighing up particular circumstances for informed consent,
specifically those that cannot be achieved because of mental illness. They
suggest that the essential circumstances for informed consent are that the
mental illness should not impede the patients' comprehension of what
they are consenting to, opting for or against the treatment, expressing
their informed consent and acknowledging the requirement for treatment.
However, Ottosson and Fink (2004) state that there are contrasting views
in mental health practice in the USA as how to assess the patient's
competency and whether competent patients who arrive at illogical
conclusions should be given treatment in opposition to their request. They
offer that patients should be given treatment in opposition to their request
if the omission to do so jeopardizes their existence. As previously
discussed this practice would not be recommended under the Mental

Health (Care and Treatment) (Scotland) Act 2003.

Kashka and Keyser (1995) suggest that due to cognitive impairment
patients requiring ECT may be unable to understand complicated
information. Therefore it is important for the practitioner to ascertain that
the information given to patients to inform their decision is comprehended
by them. Caird and Worrall (2003) state that the patient should receive

information in both verbal and written formats.
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Lapid et al's (2004) research set out to calculate the capabilities of
severely depressed older patients to provide informed consent to ECT and
to examine the effect of teaching sessions on their capacity. The method
included using the MacArthur Competence Assessment Tool for Treatment
to evaluate the decisional capacities of 40 patients with severe depression
who had been referred for ECT. The patient's decisional capacities were
assessed at the starting point and then after teaching sessions. Lapid et al
(2004) concluded that the elderly patients included in the study who had
severe depression did have sufficient reasoning competence in order to
provide informed consent to ECT. Their findings also emphasized the
significance of arranging comprehensible, organized teaching sessions to
older people in order to maximize their capacity to provide informed
consent. This could also be integrated into practice in ECT with all patients
suffering from cognitive impairment in order to increase their capacity to
provide informed consent. Taylor (1983) also outlines the importance of
reiterating the information on ECT at frequent times as the patient who is
depressed may have a reduced attention span so be less inclined to take
account of or remember unfamiliar information. The GMC (1998) also
advises that if a patient has problems with comprehending information it
could be applicable to supply it in reasonable quantities along with written

information which should be given at regular intervals.

3.6.4 Information provision

The provision of information is an important part of the informed consent

process in ECT. Taylor (1983) asserts the clinical significance of making
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sure that patients are provided with sufficient information in order to
arrive at an informed judgement. However, there appeared to be evidence
that information on ECT was not being adequately provided to patients
such as the CRAG Working group on Mental Illness (1997). This good
practice statement reported that users and user groups have raised their
concerns that patients are not provided with an adequate description of
ECT. Rose et al's (2005) research aimed to review patients' views on
issues of information, consent and coercion. They identified seventeen
papers and reports that had patients' views on information and submitted
the papers and reports to a descriptive systematic review. The testimony
data was analysed qualitatively. Rose et al (2005) concluded that "current
legal frameworks fail to ensure that a majority of recipients of ECT,
voluntary or involuntary, feel that information and consent procedures are
adequate". However, Rose et al (2005) stated that the questions asked in
the seventeen surveys studied were not consistently directly comparable
although 9 out of 12 studies gave a reliable outline. Also they state in the
declaration of interest that two of the authors had been recipients of ECT

which may have caused them to have biases about the treatment.

Pippard and Ellam (1981), some years earlier, documented that patients
were not provided with a written description of the treatment in 87% of
cases. Earlier research by Freeman et al (1980) included semi-structured
interviews on 166 patients who had ECT in 1971 or 1976 and reported on
their understanding and opinion of it. They found that only 15% of
patients that they interviewed could state that they had a thorough

knowledge of what ECT consisted of and it was apparent that patients
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desired more information about the treatment. Freeman et al (1980) state
that their study was conducted in a mental health hospital by psychiatrists
so the findings may be unreliable due to the fact that patients may have
felt unable to find fault with the treatment in front of the clinicians who

were treating them.

CRAG (1997) describes that due to the severe illness that patients
receiving ECT are suffering from or the fact that the treatment itself can
cause short term memory loss, the patient may fail to remember the
information that they were initially given. The provision of information as
a continuous process rather than a one off event may be advisable (Rose,
2005). Kashka and Keyser (1995) also advise that due to the patient's

loss of cognitive ability the information should be appraised prior to each
treatment and at regular intervals during the treatment episode. Barnes
et al (2005) also assert the importance of orally verifying the patient's on-

going consent prior to the administration of each treatment.

3.6.5 The knowledge base that patients should possess to give full

informed consent to ECT

When considering what particular knowledge base a patient should
possess in order to give informed consent to ECT, Barnes et al (2005,
p.182) announced that the medical practitioner must guarantee that the
patient comprehends "what the medical treatment is, its purpose and
nature, and why it is being proposed; its principal benefits, risks and

alternatives and in broad terms the consequences of not receiving the
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proposed treatment" in order to provide informed consent. Caird and
Worrall (2003) also report the importance of the patient being provided

with information about their rights.

Rose et al (2005) report that patients should be provided with
comprehensive information about the possible advantages and side-
effects of the treatment, including in particular, memory loss. This is
relevant because Rose et al's (2003) descriptive systematic review on
patients' perspectives on electroconvulsive therapy extracted data from 26
studies undertaken by clinicians and nine reports conducted by patients or
in the partnership of patients and concluded that one third of patients

communicate that there was considerable memory loss after ECT.

Ottosson and Fink (2004) state that the information that the patient and
his/her relatives receive should include reference to the fact that
confusion and disorientation could be expected after ECT and also
information on the short and longer term effects of ECT should also be
provided. Kashka et al (1995) confirm that the patient should also be
advised of the side effects of the anaesthetic and muscle relaxant.
Kashka et al (1995) report that the information provided should include
that if the patient's consent is voluntary it can be taken back at any

juncture.

Culver et al (1980) report that in the first phase of the informed consent
process the patient should be made aware that [if they were to refuse

ECT] there may be a prolongation of the illness that it is expected that



ECT may diminish. They also suggest that ECT could be described as
having an impressive likelihood of allaying depression with the risk of
memory problems occurring. CRAG (1997) presents that patients should
be made aware of the mortality rates, medical complications and
psychiatric complications while Benbow (2005) states that other adverse
effects of ECT include muscle aches, headaches and nausea. Benbow
(2005) also describes the risk of prolonged seizures and status epilepticus
which is increasingly possible in people on medication or who have

previously occurring medical states which reduce their seizure threshold.

3.7 Summary

From reviewing the literature it is apparent that there is a substantial
amount of information on electroconvulsive therapy and informed consent
and some literature on the nurse's role in informed consent such as Usher
and Arthur (1998, p.696) who suggest that the nurse should be a
supporter of the role of "seeker of informed consent" in the nurse -
patient relationship. Clarke (1995, p.696) suggests that the psychiatric
nurse should adopt an "advocacy/mediation" approach when trying to
establish the standard of informed consent provided by a patient.
However, overall, there was sparse literature concerning the nurse's role

in the informed consent process in ECT.

Although autonomy is considered one of the most important philosophical
principles of informed consent (Bloch et al, 1999), informed consent was

left quiescent in the patient-doctor association until more recent times
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(Miesel, 1996). Recent events in healthcare such as the BRI report, Alder
Hey, Shipman and Allitt (Richards, 2006), Coulter (2002) have also
contributed to reforming the rights of patients and developing patient
centered care. However, research such as Chada et al (2004) has
concluded that healthcare staff included in their study still failed to have a

good understanding of the process of informed consent.

Many sources cited gave evidence that patients were not being provided
with enough information on ECT (Rose, 2005; CRAG, 1997; Freeman et al,
1980; Pippard and Ellam, 1981) which could have affected the patient's
ability to provide informed consent. Sources such as Barnes (2005) and
Ottosson and Fink (2004) have suggested some of the information that a
patient should be aware of in order to provide informed consent to ECT.
However, due to the cognitive impairment that patients receiving ECT can
suffer it is recommended that information should be given on a continuous

basis (Rose, 2005).

These are areas which could be developed and it is anticipated that the
research question that this study examines will add to the body of
evidence in this field. The next chapter will describe the research design of

the study.
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CHAPTER 4

Research design and methods

This section will consider the research aims and objectives and the
methods chosen for this study. Data collection methods including the ECT
nurse questionnaire used in stage one of the project will be described. The
statement of the knowledge base that a patient is required to have to
provide full informed consent and the roles and responsibilities of medical
and nursing staff in the informed consent process in ECT in the second
stage of the research will also be described. The sample population,
ethical issues, means by which the data were collected and the validity

and reliability of the findings will also be considered.

4.1 Research question

What is the nurses' and doctors' role in obtaining informed consent for

ECT, and what knowledge is required to inform this role?

4.2 Aim and objectives

4.2.1 Aim

To explore the nature, indication and processes of informed consent in

patients receiving ECT.
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4.2.2 Objectives

1. To explore the ECT nurse's role in the consent process.

2. To evaluate medical and nursing staff's knowledge and understanding
of the principles of informed consent.

3. To assess the knowledge base that patients would be required to have

in order to provide informed consent.

4.3 Methodology

The design was chosen for the project because it was considered that the
use of the quantitative method of the ECT nurse questionnaire and the
Delphi process would provide data which would inform the aims and
objectives of the research. Other designs such as the semi-structured
questionnaire, which was initially considered for the first stage of the
research, was rejected because it was thought that the semi-structured
questionnaire would be too time consuming to administer within the
constraints of the research period. However, the advantage of the
questionnaire was that it was an economical method of contacting
participants over a wide geographical area (Oppenheim, 1992). The Delphi
consensus method was chosen because of its potential to form and
arrange group contact and attempt to achieve consistent consensus of

viewpoints from a knowledgeable group (Powell, 2003).
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4.3.1 Overall design of the project

The overall design of the project included the construction of two stages of
questionnaires which included a questionnaire which would be sent to ECT
nurses in the first stage and questionnaires which would be sent to an ECT

'expert' panel in the second stage.

The methods used in each phase of the study helped to inform other
objectives e.g. the data collected from the questionnaire for ECT nurses
provided information which informed the development of the statement of
the knowledge base that clients require to have to be considered "fully
informed". Unfortunately, the second objective which was proposed in
order to evaluate medical and nursing staff's knowledge and
understanding of informed consent was not carried out. This was due to
the length of time it took to receive ethical clearance in each health board
which caused a delay which meant it was not possible to carry this out

within the time scale set for the MSc by Research.

4.4 Research methods

Research methods included:

1. A self-administered questionnaire was developed and following piloting

was sent to all the ECT nurses in the 24 ECT sites in Scotland who were

also part of the Scottish ECT Accreditation Network (SEAN) to ascertain

their interpretation of their role in the consent process.
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2. The data gained from the questionnaire informed the development of
an explicit statement of the knowledge base of ECT that clients would be
required to have to be considered "fully informed". This was also achieved
by reviewing the literature on informed consent and by writing to ECT
clinics in Britain and abroad and user groups such as MIND in order to
gather the information that was currently available for patients receiving
ECT. A statement of the knowledge base required was then devised and
disseminated amongst an 'expert panel' - ECT Consultants and ECT nurses
in Scotland and a representative from the Depression Alliance (Scotland)
who were all members of SEAN. It was considered that this panel would

be experts in the field of ECT.

The Delphi process was the consensus method used to combine the
information found on informed consent. This method was chosen because,
as noted by Jones and Hunter (1995), the advantage of using a Delphi
method approach is that it deals with the drawback of a group being
influenced by the strongest member. Also, as outlined by Parahoo (1997),
it was possible to gather the opinions of the 'expert panel' with little
expense as there was no requirement to bring the group together. This
method was modified for this research project by reviewing some of the
other approaches used in healthcare which included the Delphi process
such as Jones and Hunter (1995), Whitehead (2008) and Keeney et al
(2006). In particular Jones and Hunter's (1995) description of the
sequence of rounds of the Delphi process, Whitehead's (2008) outline of
the Likert scale, which was used to score the participants' responses, and

Keeney et al's (2006) suggestions on improving the participants' replies to
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each round were useful in informing the Delphi process in this research.
The 'expert panel' was requested to rate each statement in the
information on the required knowledge base. The order of importance was
then summed up and combined in a repeat version of the questionnaire.
The 'expert panel' was then requested to re-rank each statement, this
time having the opportunity to alter their mark considering what the
panel's reaction was. The change in consensus was then summed up and

the extent of consensus was ascertained.

The development of the questionnaires will be discussed in more detail

later in this section.

4.5 Participants

4.5.1 Population

The population identified in the study were ECT consultants and ECT
nurses in Scotland and a representative from the user group the

Depression Alliance (Scotland).

4.5.2 Sample

The sample was drawn from healthcare staff working in ECT suites in
Scotland and included ECT consultants and ECT nurses from the 24 ECT
suites in Scotland and one user representative from the Depression

Alliance (Scotland). They were all members of the Scottish ECT
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Accreditation Network (SEAN). It was not possible to ascertain the exact
number of participants available as there were no data held on this by
SEAN and it was considered unethical by the Grampian Local Research
Ethics Committee to ask each health board independently. The sample
was obtained by sending questionnaires directly to each ECT suite in

Scotland.

These participants were decided on because it was thought that by
including all the ECT services in Scotland it would produce a sufficient
sample to provide adequate data to achieve worthwhile results in order to
address the research aims and objectives. A wide geographical coverage
was required for the sample because there were only two other ECT
nurses apart from the author and one ECT consultant that could be
accessed locally. It was proposed that a sample of nurses and doctors
would be drawn locally for the second stage of the research but it was not
possible to carry out this stage due to the research time constraints. It
was considered that the knowledge and experience of the Scottish ECT
consultants and ECT nurses would typify that of the staff working in ECT
in Britain in general. As described by Parahoo (1997) the sample should

be representative of the target population in general.

The rationale for choosing this group for the sample was that it was
assumed that the ECT consultants and ECT nurses would be able to give
valid and reliable accounts of practice with regard to informed consent in
their respective areas due to their expertise in the subject area chosen for

this research as described by Keeney (2006). This expertise is due to the
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number of patients that they treat with ECT, their professional background
and experience within the field of ECT. The user representative who was
part of the 'expert panel' in the Delphi process was included because
he/she had a good knowledge of ECT and the information that people
require pre-treatment which he/she had gained from a user's perspective
and his/her work with the Depression Alliance (Scotland). This is an
association which offers advice to people who suffer from depression and
who may be offered ECT as a treatment option. The representative was
also a member of SEAN. It was felt that this would benefit the 'expert
panel' by offering an alternative viewpoint from a user's perspective. One
user representative was chosen as this person was known to the author
via the SEAN network and it was thought that it would be difficult to gain
ethical clearance for a group of users due to the fact that they were users
and it was not known if they were well enough to participate. In fact a few
Research and Development sites did require further information on the
user representative chosen for the research prior to giving ethical
permission to conduct the research which delayed the research being
carried out. However, in retrospect, the fact that the user's views were
similar to the professional group and he/she had become an 'expert’
patient/user resulted in the fact that her/his views did not add validity to

the research.

4.5.3 Eligibility

The inclusion criteria for the study were that the participants had to have

an extensive knowledge and experience of ECT. The inclusion criteria were
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very selective as, particularly in the second stage of the project, an
'‘expert panel' with an in-depth knowledge of ECT was required. Keeney et
al (2006) describe choosing an expert panel that are recognized as having
particular skills related to the point in question. The exclusion criteria
were: (1) participants without knowledge and experience of ECT - because
he/she would not have knowledge of the subject area, (2) ward doctors
and nurses involved in the administration of ECT were excluded from the
expert panel because of the initial intention to ascertain their knowledge

in the proposed second stage.

4.5.4 Selection of the participants

The potential participants were initially informed of the research by the
author communicating the aims of the study in a presentation given at the

Scottish ECT Accreditation Network (SEAN) meeting in November 2005.

Written information regarding the aims of the research and a letter of
invitation stating their participation in the research would be purely
voluntary, that they would be free to withdraw from the study at any
stage and that their responses would be confidential and would remain
anonymous was sent to all participants in both stages of the study
(Appendix 1 and 2). The participants were identified by information which
was requested from the SEAN nurse co-ordinator. This information
consisted of the lead ECT nurse for each ECT site in Scotland who were

also members of SEAN. The lead nurses were requested to give the



recruitment papers and questionnaires to any other nurse in their

department who assisted in ECT as they deemed appropriate.

The participants of the Delphi process were also sent an informed consent
form (Appendix 3) which was developed according to Ethics Committee
guidelines to complete and return if they were willing to take part in the
project. These participants were identified by information received from
the SEAN nurse co-ordinator which included the latest hames of delegates
from SEAN meetings and also an updated lead ECT nurse for ECT from the
ECT sites. An e-mail was sent to all the contacts received within the public
domain which contained details of the research to ascertain if they would

like to take part.

All participants were informed by the letter of information which was
attached to the research, as stated above, that the benefits of the
research would be that a tool would be developed which could be
administered by staff to confirm that the knowledge required for informed
consent has been obtained in patients consenting to ECT. In addition, it is
anticipated that recommendations for developing practice would be made
in order to increase practitioner's awareness of informed consent. This
would help to ensure that each treatment is administered in the context of

fully informed consent with the intention of improving patient care.
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4.6 Ethics

An ethics committee application form was completed and submitted to the
Local Research Ethics Committee. Approval was granted subject to a
request for further information and clarification on the points raised,
minor changes which were to be made to the letters of invitation and that
the questionnaire for medical and nursing staff was made available to the

Committee once it was available (Appendix 4).

An application form was completed and sent to the local Research and
Development Department. An ethics application was sent to the School of
Nursing and Midwifery Ethics Review Panel. Approval was received from

both of these departments (Appendices 5 and 6).

Authorisation was gained from the local psychiatric hospital service
manager so that management approval could be gained in order to have

access to staff to request that they complete questionnaires.

A submission was made through the Multicentre Research and
Development Review for Scotland (MRAD) who forwarded all details of the
project to the research and development departments in Scotland where
the research would be carried out (Appendix 6). Approval was gained to
conduct the research in each of the eleven healthboards where ECT was
administered in 24 ECT sites in Scotland. It was discovered in the Deplhi

phase of the research that two of the ECT sites had merged with other
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ECT centres so details of this stage of the research were sent to these 22

ECT sites in Scotland.

The author recognized that she may encounter a source of tension
between her role as ECT nurse and researcher because present practice
was being explored. However, this did not become an issue while the
research was being conducted. On a personal level the author was
concerned that evaluating present practice might displease the sites
where the research was being conducted as described by Cormack (2000).
As also indicated by Cormack (2000), unease can be created by this dual
role as classified facts could be received within the role of practitioner or
researcher. In this research this included the ECT nurses' and ECT
Consultants' perceptions of present practice. Assurances were offered that
this information would not be revealed either outside of the supervisory
team or without the participants' direct approval. However, information
would be available stating the benefits of the project to present practice
and patient care. It was also made clear to participants when the author
was functioning within her role as ECT nurse and researcher. Care was
taken to ensure the anonymity of any response given by the participants
and to maintain the anonymity of the institutions which participated in the
research. This was achieved by the method of the questionnaires being
self administered therefore the participants and institutions were
anonymised as described by Parahoo (1997). The identity of the
participants and institutions would remain anonymous in both the thesis
and any subsequent publications and presentation. The results of the

research will also be communicated to the participants as recommended
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by Parahoo (1997) through conference and journal club presentations,

journal articles and recommendations for future practice.

4.7 Questionnaires

4.7.1 Formulation of the questionnaires for ECT nurses

The first draft of the questionnaires for ECT nurses was devised by
brainstorming elements of the ECT nurse's role in the informed consent
process based on reflecting on my own practice. The first stage of the
research was originally planned to be a semi-structured interview but this
was changed to the method of self administered questionnaires due to the
length of time it was thought that semi-structured interviews would take.
The first questions included what was the ECT nurse's role in the consent
process; whether the nurse provided information on informed consent;
had the nurse ever thought that a consented patient was not giving
informed consent; were there any written specifications about the role of
the ECT nurse and the consent process at the nurse's place of work; what
did they consider the ECT nurse's role to be; the review of consent and

the assessment of cognitive function of patients receiving ECT.

In order to further develop the original research proposal which was
submitted at the beginning of the research period with the questions
which had been formulated by reflecting on informed consent, the role of
ECT nurse in informed consent, and the literature which informed this, the

author gave a presentation to the supervisory team. Following verbal
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communication with the supervisory team, the original proposal was
eventually divided into two parts. It was decided that it would not be
possible to design and test out the tool created in this research project
due to the research time limits. The second stage would have to be

carried out in a future research project.

The formative stages of the questionnaire included regular supervisory
meetings which were very beneficial in considering and developing the

drafts.

4.7.2 Literature informing the design of the ECT nurse

questionnaires

The ECT nurse questionnaires (appendix 7) were formulated by reflecting
on present practice and reviewing the literature. Appendix 8a illustrates a
research journal entry of how the first draft of the questionnaires was
devised and the literature informing this. Appendix 8b contains a mind
map in the research journal which describes the objectives of the research
and the early concepts of informed consent that were identified in the

literature.

The questionnaires included Section A which contained questions about
the participants' personal details and Section B contained statements on
the ECT nurses' role in the informed consent process, as informed by the

literature.

69



Section C examined the nature of pre-treatment information that should
be provided to patients. The tables of evidence this information came from
included user groups such as the Manic Depression Fellowship and
internet sources such as the American Psychiatric Association. Two patient
information sheets currently used in the ECT suites in Scotland which had
been requested by the author along with the completed ECT nurse
questionnaires were received. One of these was the patient information
book from SEAN (2000). This was out of a possible 24 that were
requested from each ECT suite. Two other information sheets were
received from ECT sites in England. Two information sheets were received
from local practice. Appendix 8c contains a research journal entry on the
patient information that was assimilated from the patient information

sheets and was also based on the author's practice experience.

Section D examined the provision of informed consent which was
developed by reference to the literature on this issue. Section E examined
the confirmation of informed consent to ECT and was based on practice
experience and reference to the literature. The statements in section F
related to the patient's capacity to provide informed consent which was
particularly informed by the research of Lapid et al (2003). The final draft

of the questionnaire consisted of six sections covering 35 questions.
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4.7.3 Question construction

The questionnaire was designed utilizing a range of question designs
which were informed by Oppenheim's (1992) literature on questionnaire
design and attitude measurement. Section A contained choice categories
in order to measure nominal data such as the participant's age and gender
as described by Parahoo (1997). The category of 'other' was also added to
some questions such as which part of the NMC (2008) register the
participants were on, in order to capture the uncommon responses as
described by Munn and Drever (1996). Some questions in this section also
contained open responses. Section B contained questions which involved
the participant giving their answer by using a Likert scale ranging from
"strongly agree" to "strongly disagree". Oppenheim (1992) describes the
use of these attitude scales which were designed to ensure that all the
components measure identical items. The participants would be expected
to position themselves on the attitude scale for each statement rather
than have the requirement for a person to appraise their attitude
(Oppenheim, 1992). Robson (1999) states that the benefit of using the
Likert scale in questionnaires is that participants often like to fill in this
type of rating scale as it can make a questionnaire appear more
interesting. This is helpful due to the fact that if the participants are
responsive to the questionnaire it is possible that they will bestow
responses that they have reflected upon. This approach was used for the
majority of the questions in this section. This section also contained
questions which required a closed response which was indicated by a

'YES'/ 'NO' answer. Cormack (2000) identifies the benefit of using closed
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questions as being that they decrease the amount of time the
questionnaire will take to finish. An open response category was included
so that the participants were free to respond as they wished as described
by Oppenheim (1992). This would be beneficial to gain more information
from the participants' perspective on the subject matter of informed
consent. Parahoo (1997) discussed the importance of open ended
questions being well defined so that all the participants can construe them
in the same way. Section C contained questions which required the
participants to rank order their responses. Oppenheim (1992) describes
rank ordering as ordinal scales which will record how the participants
choose to order items. In this section the participants were requested to
rank the importance of the items of information and side effects that a
patient should be provided prior to consenting to ECT. Section D included
questions which required 'YES' / 'NO' answers, open ended questions and
the judgement scale. Section E contained questions using the judgement
scale tick boxes ranging from "after every treatment" to "never" and also
open ended responses. Section F contained questions ranging from
"always" to "never", open ended questions and rank ordering questions. It
was anticipated that the range of types of questions would provide a
mixture of quantitative and qualitative data which would inform the
research. Participants also had the opportunity to add information that

they would like to have included in the questionnaire.

The questions were ordered in a way that the simpler and less demanding
questions to answer were at the beginning such as the participant's

personal information as described by Munn and Drever (1996). As
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outlined by Oppenheim (1992), the questionnaire was then built up using
individual modules which contained different variables on the elements of
informed consent. The questionnaire was also designed to contain a range
of question types so that the participant would not find it too time
consuming or laborious to complete as described by Oppenheim (1992).
The overall design and arrangement of the questionnaire was planned to
be agreeable and tidy in order to encourage the participants to complete it
as described by Munn and Drever (1996). The instructions on the
questionnaire and on the letter accompanying it were planned to be as
comprehensible as possible as detailed by Cormack (2000). The
questionnaire design had many drafts completed in order to ensure that
the wording was clear and unambiguous to prevent the participants
misconstruing the meaning of the question which would result in the
answers being biased as described by Oppenheim (1992). Parahoo (1997)
also outlines how the reliability and validity of the questionnaires can be
significantly enhanced by diligent organization and structuring. It was also
important to place a thank you message at the end of the questionnaire
so that the participants knew their participation had been greatly

appreciated as outlined by Cormack (2000).

4.8 Piloting the tool

4.8.1 ECT nurse questionnaires

Oppenheim (1992) describes the importance of pilot work as testing out

the method to ensure that it functions in the way which was intended.
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Cormack (2000) also identifies that the benefits of the pilot are that it will
assist the investigator in determining if there are any problems apparent
with the method and that it gives the researcher practice in utilizing the

research tools with participants.

A draft of the questionnaire was given to an experienced colleague, who
had considerable experience in questionnaire design, to consider. This
colleague offered constructive comments on the further development of
the questionnaire in terms of structuring the content, avoiding repetition
and ensuring clarity of the statements. This was very beneficial in
ascertaining the face validity of the questionnaire as outlined by
Oppenheim (1992). This is whether the questionnaire would measure
what it was intended to by reviewing the balance of its contents so that, in

this research, all the elements of informed consent were being considered.

The next stage of the pilot study incorporated sending the questionnaires
to two ECT nurses in England who were willing to take part in the pilot and
would not be participating in the main part of the study. This group had
attributes resembling the participants that were proposed for the main
part of the study, as outlined by Parahoo (1997), as they were also ECT
nurses. This stage of the piloting process was very useful as it showed
that the nurses were able to understand and complete the questionnaires
without any apparent problem which suggested a degree of validity and
reliability of the method. This is described by Cormack (2000) as
illustrating that the tool was able to gather the information that was

required to inform the research.
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4.9 Mode of data analysis

The data from the questionnaires were entered into a Statistical Package
for the Social Sciences (SPSS database), version no. 15, in order to be
analysed. As detailed by Cormack (2000), the SPSS offered a large variety
of statistical processes which were useful in analyzing the nominal and
ordinal data that the questionnaire presented. The nominal data in the
questionnaires included questions such as the participants' personal
details and the ordinal data included the response to questions such as
the ones which used the Likert rating scales. A template was devised
which contained abbreviations of each question in order to devise a coding
frame on the questionnaire that could be measured and entered into the
database. As described by Oppenheim (1992), each response group was
given a numerical value. Great care was taken in order to check the
template so that the information on it did not contain any errors as also
outlined by Oppenheim (1992). Robson (1999) states that the benefits of
using this method is that the regulations for systematically coding the
content have to be made comprehensively clear or the computer
programme will be unable to perform the activity or will come up with
false results. The data were entered into the SPSS database and tables of
results were created. The data set was then 'cleaned' by going through it
all again and checking it. This was carried out in order to ensure that the
data had been entered correctly and an internal consistency check as
described by Oppenheim (1992) was performed to ensure there were no
unreliable data. Missing data were recorded by a specific code and

common themes considered, such as a question that a high percentage of
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participants had failed to answer, as indicated by Cormack (2000), which

could indicate the poor structuring of a question.

The qualitative data that were present in the open-ended questions were
then formulated into a 'string' word document and the common themes of
its content were examined as outlined by Cormack (2000). The string
variables from the ECT Nurse questionnaire were categorized by putting
all the participants' responses together by question and checking for any

collective themes.

4.10 Delphi study

4.10.1 Statement design

The questionnaires for the statement of knowledge a patient would be
required to have to give informed consent and the roles and
responsibilities of medical and nursing staff in the informed consent
process in ECT were developed by reviewing the information given to
patients on ECT in Britain and abroad. This also involved reviewing the
literature on informed consent. Further work was completed by analysing
and using the findings from the ECT nurse questionnaires. Finally, the
experience of the author in practice helped to bring all the information

together into the statements.

Common themes of information that a patient should be provided became

apparent and these were grouped inductively along with the themes set
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out in ECT good practice text books such as the CRAG Working Group on
Mental Illness (1997), Caird and Worrall (2003) and Scott (2005) and also
recent recommendations such as those from NICE (2003) and the Mental
Welfare Commission (2003). The themes that emerged from this literature
were information such as: ECT is given under a full anaesthetic and
muscle relaxant; the side effects and benefits of ECT. This literature was
compared to the author's practice experience which gave an indication of
what the patient required to know before, during and after the course of
treatment. Patients tended to ask the author questions such as what was
the method of ECT, how effective was the treatment, what were the side
effects and how many treatments would they be required to have? This
was similar to the documentary evidence which was contained in patient
information on ECT such as that provided by The Royal College of
Psychiatrists (1993), Manic Depression Fellowship Scotland (1996).
American Psychiatric Association (2004). It was considered that enough
information had been gained when the same information themes were

found repeatedly.

The statements were then condensed by mapping out the sources of
information and then rating them depending on the reliability of the
source such as good practice guides on ECT or associations which were
recommended in practice such as Manic Depression Fellowship (1996),
SEAN (2000) or NICE (2003). The reliability of the source of information
was based on the author's practice experience and knowledge of the
literature which was used to inform good practice in ECT. The statements

were also divided into sections concerned with information required by a
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patient in order to give informed consent to ECT and the process involved
in gaining the informed consent of a patient. The first questionnaire was
named the "Statement of the knowledge base that a patient is required to
have to give full, informed consent in ECT" (appendix 9). The process
involved with gaining the informed consent of patients went on to be the
second part of the Delphi questionnaires - "The roles and responsibilities
of medical and nursing staff in the informed consent process in ECT"

(appendix 10).

The roles and responsibilities were devised by the author reflecting on her
own practice experience, by adapting the categories that were used in the
ECT nurse questionnaires and by reviewing the literature on informed
consent and informed consent in ECT. For example the medical role

section included in the statement:

The psychiatrist obtaining informed consent from the patient has

sufficient knowledge of the nature, purpose and effects of ECT.

This statement was informed by data received in the ECT nurse

questionnaire question on the knowledge of medical staff on the elements

of informed consent and literature such as the GMC (1998), The Medical

and Defence Union of Scotland (2004) and Barnes (2005).

The nurse's role section included the statement:

78



The nurse assists the referring psychiatrist in assessing the patient's

decisional capacity to ensure that informed consent is valid.

This statement was developed from the author's practice experience, the
ECT nurse questionnaire and literature such as Cable (2003), NMC (2004),

Scholefield, et al (1997) and Usher and Arthur (1998).

Questionnaires containing the references which had informed the
statement of knowledge and the roles and responsibilities of medical and
nursing staff were included in the information which was sent to the

participants in the second round of the Delphi process.

4.10.2 Statement construction

The statements required to be explicit, concise and clear and were
constructed carefully so as to try and avoid any bias that may occur if the
participants found them difficult to comprehend, an issue recognised by

Oppenheim (1992).

There were ten sections included in the statement of knowledge which
contained 26 statements overall in the first round. The sequence of
statements were taken from the findings of the ECT Nurse questionnaire.
The statements were ordered in the importance that the ECT nurses
placed the information that should be provided to patients. The exception
to this was the statement on ECT and consent. This was placed third in

the statement of knowledge although the ECT nurses had rated it sixth in
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importance of the information that patients should be provided. The
rationale for this was that consent in ECT was an important element in the
informed consent process and because it appeared an important part of
ECT good practice literature such as CRAG (1997) and Barnes (2005). It
was decided to split 'the nature of ECT' and 'why it is prescribed' which
was one statement in the information provided to patients in the ECT
nurse questionnaire into two separate statements as it was reflected upon
that these were two different elements of informed consent. For 'reported
risks', the position of the side effects of memory loss and confusion were
changed around in the statement of knowledge. The ECT nurses had
placed memory loss as second in order of importance that a patient
should be aware of and confusion as first in order of importance.
However, it was considered that memory loss had been given slightly
more importance as a side effect in ECT literature such as Caird and

Worrall (2003) and Benbow (2005).

The "Roles and responsibilities" questionnaire was divided into two
sections consisting of medical role and nursing role. The medical staff
section contained 32 statements and the nursing staff section contained

31 statements in the first round.

The statement of knowledge required to be rated by the participants by
ticking the boxes: 'very appropriate', 'appropriate' and 'not applicable' and
the roles and responsibilities: ' desirable', 'essential' and 'not applicable'.
These terms were chosen in particular to ascertain what the participants

perceived was very appropriate and essential in the questionnaires. These
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Likert scales, as described by Parahoo (1997) were chosen in order to
measure the participants' attitudes to the statements. At the end of the
statement of knowledge, participants were given the opportunity to place
the statements in a different sequence or add any other information that
they considered should be contained in the statements or qualify their
response. In the roles and responsibilities questionnaire, participants were
asked to add any other information that they would like to be included in
the statements. The instructions on how to complete the questionnaires
required to be very clear and were included at the beginning of the
questionnaires and in an information letter which would be sent with the

questionnaires.

4.10. 3 Mode of data analysis

The responses to each round of the questionnaire in the two rounds of
the Delphi process were calculated as a percentage by dividing the total
number of responses by the number of participants and multiplying this
number by 100 in order to establish the median response. This mode of
data analysis was informed in part by the methods to analyse the data
which were described by Jones and Hunter (1995). After the first round
the responses were assimilated and included in the information sent to the
participants. They were requested to give their response to the second

round of questionnaires taking into account the group response.
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4.10.4 Level of consensus

The level of consensus for the project was decided by reviewing what
other Delphi studies had done in this area. Bowles (1999) stated that few
investigators had clarified consensus in definite statistical terms. However,
Keeney et al (2006) stated that there is no identifiable guidance on an
applicable degree of consensus but suggested that 75% was the lowest
level although they state that there is no clear systematic reason for this.
Whitehead (2008) accepted a consensus level of 81.3% in his study which
examined health promotion and health education in nursing practice,
education and policy while Witt (2008) decided on a consensus measure
of 75%. It was decided that the level of consensus for this study would be
75% because as Whitehead (2008) stated, further rounds may have
achieved additional consensus but there was also a risk of the participants
becoming tired and no longer willing to participate in the study. This was
anticipated for this research and illustrated by a response in the second
round of the Delphi process that was poorer and it also took longer to

receive the questionnaires back.

4.10.5 Piloting of the tool

A pilot of the questionnaires was also carried out by sending them to an
ECT nurse in England who passed copies onto the ECT consultant and
another ECT nursing colleague who would not be participating in the
rounds of the Delphi. Their responses indicated that they were able to

follow the instructions as set out and fill in the questionnaires response
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categories accordingly. Their response was also quick which may have
indicated that the questionnaires were self explanatory and did not take
too long to fill in. The ECT consultant made some suggestions on the
questionnaires which were taken into account when making alterations to
the final draft. The ECT consultant's suggestions on the "Statement of
Knowledge" included questioning the suitability of the use of light therapy
as an alternative treatment to ECT and suggesting that the section on
memory loss underplayed the risks involved. Therefore light therapy was
omitted and the section on memory loss was extended to include more

detail on the long term effects.

4.10.6 Communication of the Delphi process

In part due to the disappointing response to the first round of
questionnaires through blanket mailing it was deemed important to check
that the details for the ECT nurses were correct and it was also necessary
to gather contact details for the ECT consultants. This information which
was in the public domain was received from the SEAN co-ordinator. The
ECT sites mentioned on the delegates list were contacted directly for
confirmation of e-mail addresses for some of the staff so that the research
could be sent out more promptly. It was established that two of the
original ECT sites had merged so there were now 22 sites where ECT was

administered.

The local R&D and GREC were also sent details of this stage of the project

as requested by them on the original ethics approval form in order to keep
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them updated and so that the questionnaires for the Delphi phase could
have ethical approval and receive a favourable response to continue with

the second stage of the project.

An informed consent form, information about the study and the two
questionnaires on the knowledge statements and roles and responsibilities
of nursing and medical staff were sent out by e-mail to the user
representative from the Depression Alliance (Scotland), ECT consultants
and ECT nurses at the 22 ECT sites. A covering e-mail asked the ECT
nurses to distribute the information on the project, as they thought
appropriate, to other ECT nurses if there was more than one nurse
working within the ECT suite. It was requested that the staff and the user
representative sent back an electronic version of the informed consent
form if they wished to take part and follow this up by post with a signed

hard copy which was then countersigned and sent back to them.

One participant had sent his/her responses with an uncompleted informed
consent form. On questioning the participant communicated that he/she
thought signing the consent form was optional. He/she was advised that
to be included in further rounds his/her identity would need to be known
to the researcher. Reassurance was given that his/her identity would
remain anonymous in both the thesis and any subsequent publications or

presentations therefore the participant agreed to sign the consent form.

Five participants had difficulty downloading the questionnaire on the

statement of knowledge properly and had only answered the



questionnaire partially. Three of these were picked up at the time
therefore the questionnaire was sent back to them and these were
completed successfully. Unfortunately in two of the questionnaires it was
not noted until it was too late to send the questionnaires back for
completion however, the responses that were given were included.
Another participant only completed the roles and responsibilities
questionnaire so he/she were requested to complete the questionnaire on
the statement of knowledge and this was completed and received back.
Another participant had just completed the medical role in the roles and
responsibilities questionnaire and not the nursing role. For the second
round it would be important to ensure there were clear instructions to
complete both of the questionnaires as fully as possible and to ensure that

all questionnaires were completed when they arrived.

4.11 Validity and reliability

4.11.1 ECT nurse questionnaires

Measures to ensure the validity and reliability of the ECT nurse
questionnaires included careful design of the questionnaire by reviewing
the literature on informed consent and informed consent in ECT. The
statements in each section of the ECT nurses' questionnaires were
carefully worded and structured in order to avoid inadvertent bias as
described by Oppenheim (1992) and contained closed, pre-coded
questions and also open questions. The questionnaires were chosen as a

methodology because it was thought to be an effective and efficient way
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of collecting data in an anonymous way as outlined by Cormack (2000)
because they can be delivered in considerable amounts with minimal cost
to many participants, involve minimal administration tasks and do not
require previous experience to carry them out. The advantage in this
research is that the questionnaires were sent out to ECT nurses in a wide
geographical area in Scotland with minimal cost in terms of collecting the
data as also described by Oppenheim (1992). Parahoo (1997) also states
that an advantage of using questionnaires is that they are designed and
arranged beforehand and cannot in principle be changed in their phrasing
or in the sequence in which they are responded to. As a result they have

an acceptable level of reliability.

The disadvantage of using the questionnaires was that there was not an
opportunity to ask the participants to explain or develop their responses
as demonstrated by Parahoo (1997). This was a disadvantage in this
research as there was no opportunity to ask participants to clarify or
complete their responses. As also stated by Parahoo (1997) the
participants may have discussed the questionnaires together due to the
fact that in some ECT suites there was more than one nurse answering
the questionnaire. Oppenheim (1992) details the low response rate and
the consequent bias in the method as being a disadvantage of the postal
questionnaire. The author tried to increase the participants' response rate
by announcing the research at a SEAN conference which increased the
contact between the participants and the researcher and by ensuring the
information included with the questionnaires contained details of how the

research would benefit the participants. The methods used in both stages
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of the research were also designed to provide more validity to the findings
as the phenomenon would be examined by different processes included in
the methods of the questionnaire and Delphi process. Cormack (2000)
describes another disadvantage of questionnaires is that a pressured
selection in responses which do not reveal the participants knowledge and
therefore lower their desire to reply. However, the questionnaires
contained a mixture of open and closed questions which may encourage
the participants to take part and offer their opinion on the practice of

informed consent in ECT.

4.11.2 Delphi technique

The validity of the Delphi technique is often disputed. Whitehead (2008)
cites Powell (2003) who argues that the outcome of the Delphi project
illustrated the expert point of view but not essentially clear certainty
about a subject. However, Whitehead (2008) states that in the absence of
clear certainty the expert agreement that the Delphi process produces is
more powerful than alternative sources as consensus processes such as
focus groups. Jones and Hunter (1995) also describe the Delphi method

as a valuable means of organizing a collective opinion.

In this research there was just one perspective from a user point of view
which may have indicated that his/her views were in the minority. The
user was part of the SEAN network therefore her views were actually very
similar to the doctors and nurses and may not be considered to be

genuinely representative of a user which did not enhance the validity of
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the research findings. However, Powell (2003) cites Rowe (1994) who
proposes that experts should be selected from different backgrounds so
that there can be an assurance that there is a large foundation of
knowledge would have been the initial thinking around including this user

representative.

Bowles (1999) describes how the optimum panel size of the Delphi
method has not been recognized but he cites Linstone and Turoff (1972)
who recommend between 10 and 50 participants. Bowles (1999) states
that the Delphi method makes it possible to confer with more personnel
than could be brought together in another method which gained their
views and opinions on a subject which improves upon the reliability of the

method.

Parahoo (1997) discusses the difficulty of inadequate response rates,
particularly in the latter stages of the process which sheds uncertainty on
the agreement that is arrived at. In order to attempt to decrease this, the
letter of information included the information that the results of the study
would benefit the participants in their practice. Appreciation of the panel's
participation was also given at every stage of the process. The level of
drop out from the panel would also be continually observed and assessed
if required in order to ascertain if it will affect the results of this stage of

the research.

Huang et al (2008) concluded that their research which developed a fall -

risk checklist using the Delphi technique had created a tool which was
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valid as it had been formulated by reviewing literature and employing
three rounds of the Delphi process with their panel. Therefore it was
anticipated that the questionnaires developed by reviewing the literature
surrounding informed consent and employing the expert panel in
consecutive rounds of the Delphi process would create questionnaires on

the statement of knowledge and roles and responsibilities that were valid.

Bowles (1999) suggests that Delphi studies should be followed up to
ensure the validity and reliability of the method. It would be important to
test the statement of knowledge and roles and responsibilities
questionnaires created in this project in practice to ensure the validity and
reliability of the method which would entail a further research project.

This will be described at a later stage in this thesis.

In conclusion, this chapter has discussed the research design and the two
stages of the research where the data will be gathered and then analysed
in order to consider the aim and objectives of this research. A description
of the data that were collected and analysed will be given next in chapter

5.
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CHAPTER 5

Findings

This chapter will describe the findings from analyzing the data received in
the first stage of the research which consisted of the ECT nurse
questionnaire and the two rounds of the Delphi process. The Delphi
process consisted of the Statement of knowledge that a patient is required
to have to give full informed consent and the roles and responsibilities of

medical and nursing staff in the informed consent process.

5.1 ECT Questionnaire Data

A total of 144 questionnaires were sent out to the ECT nurses in Scotland.
This consisted of blanket mailing 6 questionnaires to the nurse in charge
of each ECT department as the Ethical Committee did not think it was
appropriate for hospitals to supply information relating to the staff
employed there. 11 ECT nurse questionnaires were received back. Further
letters and questionnaires were sent out to the sites that had not
responded and one more questionnaire was received back which was a
total response rate of 8%. Parahoo (1997) states that the difficulty with

questionnaires is the unsatisfactory response rates. As also described by
Parahoo (1997) perhaps the ECT nurses felt that they already had too
much written work to do without filling in the questionnaire although the
benefits of the project to their practice had been elaborated upon in the

accompanying letter.
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However a total of 9 out of 24 ECT sites responded to the questionnaire
which is a percentage of 37.5 % of the total sites. This suggests a wider
geographical coverage was actually obtained. However the actual figure of
ECT nurses that were employed in Scotland was not available so it was

impossible to calculate the actual sample size.

5.1.1 Personal details

In summary 50% of the participants were aged between 41 - 50 years
old; 50% were RMN (Pre 1992); 41.7% had 0 - 5 years and 6 - 10 years
experience as ECT Nurses respectively. 66.7% of the clinics treated
between 0 - 5 patients on average in a week. Responses were received
back from 7 NHS Trusts from the West, East and North of Scotland. A full
description of the personal details of the ECT Nurses can be seen in table

1 (Characteristics of sample).
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Table 1 Characteristics of sample

Frequency Percent
Age
Valid 31 - 40 years 4 33.3
41 - 50 years 6 50
51 - 60 years 1 8.3
Total 11 91.7
Missing 999 1 8.3
Total 12 100
NMC Registration
Valid RMN 6 50
(Pre - 1992)
RMN 1 8.3
(Project 20000
RMN + RGN 3 25
RMN + EN 1 8.3
Other 1 8.3
Total 12 100
Length of experience
Valid 0 - 5 years 5 41.7
6 - 10 years 5 41.7
11 - 20 years 1 8.3
Total 11 91.7
Missing 999 1 8.3
Total 12 100
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5.1.2 Role of the nurse in the consent process

The statements in this section considered the role of the nurse in the

consent process.

66.7% (8) of the participants 'always' ensured that patients had been
given sufficient verbal and written information to assist them in making an
informed decision about receiving ECT while 25% (3) 'usually' did. 8.3%

(1) 'sometimes' did.

66.7% (8) 'always' assisted in ensuring that the patient understands the
nature, purpose and side effects of the treatment, while 16.7% (2)

'usually' did. 16.7% (2) 'sometimes' did.

Half of the participants appeared to consider that assisting in the
assessment of the patient's decisional capacity and voluntarism was a
main part of their role: (50% 'always' assisted in the assessment of the
patient's decisional capacity to provide informed consent while 8.3% (1)
‘usually’ and 'sometimes' did.) Interestingly 16.7% (2) stated that they
'seldom' did and 8.3% (1) stated that they never did. 8.3% of the

response was missing. The responses can be seen in table 2.
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Table 2. Assessing patient's decisional capacity

Frequency Percent
Valid Always 6 50
Usually 1 8.3
Sometimes 1 8.3
Seldom 2 16.7
Never 1 8.3
Total 11 91.7
Missing 999 1 8.3
Total 12 100

This pattern was repeated when considering voluntarism; 50% 'always'

assisted in assessing the patient's voluntarism to provide informed

consent while 16.7% (2) 'usually' assisted. 16.7% (2) 'sometimes' did

while 16.7% (2) of participants reported that they 'seldom' did. This can

be seen in table 3.

Table 3. Assessing voluntarism

Frequency Percent
Valid Always 6 50
Usually 2 16.7
Sometimes 2 16.7
Never 2 16.7
Total 12 100

A unanimous 100% of participants reported that they ensured that the
patient giving informed consent had signed and dated the consent form.
91.7% (11) 'always' informed medical staff if a patient refused to go
ahead with receiving ECT while 8.3 % (1) 'usually' did. 91.7 % (11)
‘always' informed medical staff if a patient is unsure about receiving ECT

while 8.3% (1) 'usually' did.
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75% (9) 'always' assessed that the patients continued to consent to
treatment on the basis of the information that was originally provided
when the patient initially agreed to ECT while 16.7% (2) 'usually' did and
8.3% (1) 'sometimes' did. Judging by the percentage of positive
responses there appeared to be quite a high standard of practice among
the participants in this area of ensuring the continuity of the patient's

consent.

75% (9) of the participants had written specifications about the role of the
ECT nurse in the consent process in their workplaces while 16.7% (2) said
that they did not. 8.3% (1) stated that they did not know if their work

area had written specifications.

Included in the ECT nurse's response to what they considered their role in

the consent process were the following comments:

"The ECT nurses have an important role with regard to
consent as they will normally be the last person with whom
the patient spends time prior to delivery of treatment”.

"I consider that the ECT nurse has a very important role to
play as generally speaking she is the last person to have a
dialogue with the patient before delivery of ECT. Also he/she
has a full understanding of the process of assessing validity of
consent and is competent to make firm decisions regarding
the outcome of her assessments”.

These participants indicate that the ECT nurse is often the last person to

spend time with the patient prior to ECT treatment taking place.
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Some participants documented that the importance of their role in the
informed consent process was ensuring the patient had access to written

and verbal information.

"That the patient is aware of what they are consenting to."

"Ensures that the patient is given both written and verbal
information. Ensure patient understands the purpose/side
effects of treatment. Assist in assessing the client's capacity
to make an informed decision. Ensure consent is
signed/dated. Liaise fully with the medical staff re.
treatment/progress/problems”.

"We are here to protect the patient”.

"ECT nurse should be involved in checking ongoing consent
process throughout treatment. I sometimes found that during
early treatment sessions, although patient is consenting, they
do not fully understand the process - due to current mental
state”.
The evidence provided indicates that ECT nurses were aware of the
importance of continuously ensuring that the patient is consenting to the

treatment and also assessing their information requirements throughout

the course of ECT, particularly due to the severity of the patient's illness.

The participants were asked to describe the nursing values that influenced
a Mental Health nurse's ability to provide care for patients. It was noted
that 33% (4) of the participants had left this whole question blank and
17% (2) of the participants had only answered the positive part of the
question. However, 50% (6) of the participants had provided a response

to both parts of the question.
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The responses to the question which requested information on the nursing
values which influenced the Mental Health nurse's ability to provide care in

a positive and negative way included:

In a positive way

Building a good relationship with the patient in which the patient felt
valued appeared to be important to one of the participants while another
participant stated that valuing a patient as a unique person included

procuring their informed consent prior to treatment.

"I believe the rapport developed with the patient provides a
more in depth knowledge of mental state. Also builds trust
with the patient”.

"Respect as individuals; obtain consent before treatment”.

Other responses to this question on positive nursing values included: -

"Good up to date knowledge,; constructive feedback; team
working; non-judgemental; patience and consideration;
excellent communications”.
Judging from this type of response which appeared to be describing some
of the skills a nurse should possess, rather than their values,
approximately six of the participants had not appeared to completely
understand the meaning of the question. However, five out of the eight

nurses (63%) that responded to this question included the use of good

communication skills and three out of the eight nurses also referred to
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good listening skills which is considered to be part of the values base for
mental health nursing which is included in the NES (2007) 10 essential

shared capabilities which will be discussed at a later stage.

In a negative way

It appeared that the diagnosis of some patients influenced the Mental
Health nurse's ability in a negative way in relation to providing care for
them judging by this response from one ECT nurse:
"Thoughts re. certain 'illnesses' such as personality disorders,
revolving door syndrome i.e. repeat of admissions for some
patients”.
One participant also stated that the nurse's own beliefs about ECT could
affect how the treatment is related to the patient which could affect their
judgment on accepting the treatment or not.
"Nurses' personal opinion can depend how the treatment is
described to patient thereby influencing decision”.
One participant replied that an attitude which is unjust and insensitive
towards a patient affects the nurse's ability to provide care for patients in
a positive way:
"Opposite to positive; unfair approaches (unequitable
service); uncaring - lack of conscience".
Finch (2005) outlines the importance in the nursing procedure

surrounding ECT of the nurse forming a beneficial rapport with the patient

with is focused on trust. The NMC (2004) Code of Conduct also states that
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the nurse has a responsibility to look after and tend to the requirements

of the patients in his/her care. Therefore the nurse should form a

therapeutic rapport with all the patients in his or her care which is based

on care and trust.

5.1.3 Information that should be provided to patients pre ECT

Participants were asked to rank in order of importance information that

should be provided to patients who are considering the treatment of ECT.

The order of importance the participants gave to each element of

information can be seen in Table 4.

Table 4. Information on ECT

Information
items

Number of participants ranking an item

i1st 2nd 3rd 4th  5th 6th 7th

8th

The nature or
ECT and why
it has been
prescribed

10

Alternative
treatments to
ECT

The reported
benefits of

ECT including
short and
long term

side effects

ECT requires
the
administration
of a general
anaesthetic
and muscle
relaxant

Patient is
aware they
can withdraw
their consent
at any time
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The reported
risks of ECT 4
including
short and
long term
side effects

Treatment
requires
fasting prior 2
to
administering
the
anaesthetic

The duration

of an average 1
course of

treatment

with ECT

The percentages were calculated cumulatively by adding together the
first, second and third percentages which were given to each element by
the participants. This was the importance that the participants gave to

each element of information in ECT.

The elements of information including that the patient is aware they can
withdraw consent at any time and the reported risks of ECT both gained
the same percentage so their position was calculated on the 4th and 5th
percentages gained therefore the patient is aware of the withdrawal

gained a higher percentage based on this calculation.

It was surprising that the information concerning the patient being aware
that he/she can withdraw their consent at any time was in fifth position as
information regarding the informal patient's right to withdraw their
consent was apparent in patient information guides such as those from

The Royal College of Psychiatrists (1993) and SEAN (2000). Also the
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reported risks of ECT came sixth in order of importance although the risks
included in receiving ECT were documented in patient information from,
for example, the Manic Depression Fellowship (1996) and the American

Psychiatric Association (2004).

There was quite a marked difference in the percentages given to the
information with the first statement on the nature of ECT receiving 83.3%
(10) and the item rated eighth in importance, the element on the duration
of a course of ECT, receiving just 8.3% (1) which would indicate a
consensus of opinion on what elements the participants thought were
important. However, a couple of the participants also replied that they
had found the rating hard to do as they thought the information was
equally important. This meant that only 10 participants had ranked the
importance of the items of information overall which was quite a small

sample.

The participants were asked if there was any other information that a
patient should be aware of and one participant thought that other
information that should be included consisted of information on the
relapse rates and potential for further treatments. This is perhaps
information that could be included at a further stage in the consent

process.

The order of importance that the participants ranked the side effects that

a patient should be aware of is included in Table 5.
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Table 5. Side effects of ECT

Side effects Number and percentage of participants ranking
the item

1st 2nd 3rd 4th 5th 6th 7th

Confusion 9

Memory loss 9

Headaches 6

Psychiatric 2
complications

Nausea 2

Muscular stiffness 1

Loss 1
of appetite

The order of importance for the side effects was based on a combination
of the participants first, second and third scores which were given to each
item. This was converted into a percentage by the SPSS database. Both
confusion and memory loss scored 75% (9) so the fourth score given by
the participants was added resulting in confusion coming first with a
combined score of 83.3% (10). Memory loss and confusion were side
effects which were included in most of the patient information such as
Central and North West London Mental Health NHS Trust (2003) Mayo
Clinic (2004) and the American Psychiatric Association (2004) therefore it
is understandable that the participants placed these side effects as first in
importance. Headaches, which was placed third in importance by the
participants, was also detailed in the patient information as mentioned
above. Psychiatric complaints was rated as fourth in importance but was
not a side effect described in the patient information sourced although it
was detailed in the ECT good practice guide (CRAG, 1997). Physical

complaints such as nausea and muscular stiffness were rated fifth and
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sixth importance and was described in some of the patient information
such as from the Mayo Clinic (2004) and the American Psychiatric
Association (2004). Muscular stiffness and loss of appetite both received
8.3% (1) so the participants' fourth score was added which resulted in
muscular stiffness being placed as sixth in importance and loss of appetite
as seventh. However, loss of appetite had been added as a 'red herring' in

the list of side effects.

The participants were given the opportunity to add any other side effect
that they would like included but the only response gained was: Loosen
crowns/bridges, teeth. It was not considered that this would be included

as a side effect of ECT.

There was also a variation in the order of importance that the participants
had given the side effects. Confusion and memory loss had received 75%
while muscular stiffness and loss of appetite had received 8.3%. This
provided evidence that the participants that did rate the side effects had
clear ideas on the importance they placed on each side effect. Again, two
of the participants had commented that they thought all the side effects
should have equal importance therefore just ten of the participants had
rated the importance of the side effects which was not a large sample as
described before. However, the development of the statement of
knowledge in the second stage of the research would provide further
evidence of how the participants further rated the information and side
effects that a patient should be provided in order to provide informed

consent.
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5.1.4 Provision of consent

The first question in the section examining the provision of consent asked
the participants to consider how many patients in the participants' recent

practice had not provided informed consent to ECT.

Table 6 illustrates the percentage of patients the participants perceived as
not providing informed consent. Overall a total of 66.7% (8) of the
participants thought that 1-25% and above patients had not given

informed consent to the treatment.

Table 6. Percentage of patients perceived as not providing
informed consent

Frequency Percentage of patients
perceived as not
providing informed
consent

Valid 0% 4 33.3
1-25% 5 41.7
26 - 50% 2 16.7
51 - 75% 1 8.3
Total 12 100

Included in the participants main reasons for the patient not providing
informed consent were the following comments:
"Lapse of time from having been seen by medical staff to
having first ECT and obvious deterioration in mental state
having occurred”.

This indicates the importance of informed consent being gained just prior

to the treatment taking place as described by Caird and Worrall (2003)
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Some participants indicated that the severity of patient's condition made
them unable to give informed consent and this had also affected some
patient's capacity to provide informed consent:
"The severity of the illness caused them to be unable to give
informed consent."

"Incapacity Act - confusion and disorientation - mood too low
to take in information and make an informed choice".

"Poor information provision to allow this. On some occasions,

due to the patient's mental condition and capacity".

"Elderly unable to consent”.

This participant's comment that the patient was "Elderly unable to
consent" is different from the findings of Lapid et al's (2004) research.
Lapid et al (2004) concluded that the elderly patients with severe
depression in their study did have sufficient decisional capability to

consent to ECT following the provision of further training.

When asked if they had reported a patient's lack of consent to ECT, 50%
(6) said 'YES' and 8.3% (1) said 'NO'. 8.3% of the response was missing
and 33.3% of the response was not applicable because four of the
participants had stated their recollection that no patients had failed to give
informed consent. The descriptions of what happened when it was thought
that patients were not giving informed consent included the treatment
being delayed until the patient was re-assessed and the implementation of

the Mental Health (Care and Treatment) (Scotland) Act 2003:
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"Patients given treatment under MHA after discussion with
medical staff apart from on one occasion when whether the
patient was able to consent was an issue”.

"All patients were not given ECT on that day. Reassessed and
ECT went ahead using M.H.A".

"The ECT Consultant was informed of poor information on

occasions and misuse of detention (in my opinion) was

highlighted".
When asked if they thought they had sufficient knowledge on elements of
informed consent, 66.7% (8) of the participants 'strongly agreed' that
they had sufficient knowledge on elements of informed consent such as
the ongoing process, purpose and equitable nurse/patient relationship
and 58.3% (7) 'strongly agreed' that they had sufficient knowledge,
decisional capacity, patient's autonomy, providing sufficient information
and ethics. One participant had replied that they were unsure of their
knowledge of the elements of informed consent and added the

statement "Needs to be a better training process for ECT nurse”.

Participants did not disagree or strongly disagree with any of the

statements that they had sufficient knowledge on any of the elements of

informed consent. This is further illustrated in Table 7.
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Table 7. ECT Nurses'

perception of their knowledge of the

elements of informed consent

Strongly | Agree Unsure
agree
Ongoing process 66.7% 25% 8.3%
(8) (3) (1)
Mental Health Act 50% 41.7% | 8.3%
(6) (5) (1)
Knowledge 58.3% 25% 16.7%
(7) (3) (2)
Human rights 50% 41.7% | 8.3%
(6) (5) (1)
Decisional capacity 58.3% 25% 16.7%
(7) (3) (2)
Patient's autonomy 58.3% 33.3% 8.3%
(7) (4) (1)
Providing sufficient | 58.3% 25% 16.7%
information (7) (3) (2)
Purpose 66.7% 16.7% 16.7%
(8) (2) (2)
Ethics 58.3% 33.3% | 8.3%
(7) (4) (1)
Equitable nurse/patient | 66.7% 25% 8.3%
relationship (8) (3) (1)

The participants were then asked to rate their perspective of the
knowledge of student nurses (Table 8). The participants appeared more
unsure of the knowledge that nursing students had as indicated in the
differences between Table 7 and Table 8. For example 66.7% (8) were
unsure if student nurses had knowledge of the ongoing process, human
rights, providing sufficient information and purpose. 16.7% (2) of the
participants also disagreed that the student nurses had knowledge of the

ongoing process, Mental Health Act and providing sufficient information.
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Table 8. ECT Nurses' perception of student nurses' knowledge of
the elements of informed consent

Strongly | Agree Unsure Disagree
agree
Ongoing process 8.3% 8.3% 66.7% 16.7%
(1) (1) (8) (2)
Mental Health Act 16.7% 8.3% 58.3% 16.7%
(2) (1) (7) (2)
Knowledge 25% 50% 25% 0
(3) (6) (3)
Human rights 16.7% 16.7% | 66.7% 0
(2) (2) (8)
Decisional capacity 8.3% 33.3% 50% 8.3%
(1) (4) (6) (1)
Patient's autonomy 8.3% 25% 58.3% 8.3%
(1) (3) (7) (1)
Providing sufficient | 8.3% 8.3% 66.7% 16.7%
information (1) (1) (8) (2)
Purpose 8.3% 8.3% 66.7% 8.3%
(1) (1) (8) (1)
Ethics 16.7% 16.7% | 58.3% 8.3%
(2) (2) (7) (1)
Equitable nurse/patient | 16.7% 16.7% 50% 8.3%
relationship (2) (2) (6) (1)

The participants were then asked to rate their perception of the
knowledge of medical staff in general. A slightly larger percentage of
participants 'strongly agreed' that medical staff possessed sufficient
knowledge compared with the knowledge of student nurses. Only 25% (3)
'strongly agreed' that they had sufficient knowledge of the Mental Health
Act. Surprisingly 41.7% (5) were unsure and 16.7% (2) disagreed that
medical staff had sufficient knowledge of providing sufficient information.
33.3% (4) were 'unsure' if medical staff had sufficient knowledge of the
ongoing process, human rights, decisional capacity, patient's autonomy

and an equitable doctor/ patient relationship.

One participant had replied that they were unsure of the knowledge of

medical staff on each of the elements of informed consent. The
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participants did not strongly disagree that the medical staff had sufficient
knowledge of any of the elements of informed consent. This is further
displayed in Table 9.

Table 9. ECT Nurses' perception of medical staffs' knowledge of
the elements of informed consent

Strongly | Agree Unsure Disagree
agree
Ongoing process 16.7% 41.7% 33.3% 8.3%
(2) (5) (4) (1)
Mental Health Act 25% 58.3% 16.7% 0
(3) (7) (2)
Knowledge 25% 41.7% 25% 8.3%
(3) (5) (3) (1)
Human rights 8.3% 50% 33.3% 8.3%
(1) (6) (4) (1)
Decisional capacity 16.7% 41.7% 33.3% 8.3%
(2) (5) (4) (1)
Patient's autonomy 8.3% 50% 33.3% 0
(1) (6) (4)
Providing sufficient | 16.7% 25% 41.7% 16.7%
information (2) (3) (5) (2)
Purpose 33.3% 33.3% 25% 8.3%
(4) (4) (3) (1)
Ethics 16.7% 50% 25% 8.3%
(2) (6) (3) (1)
Equitable doctor/patient | 16.7% 41.7% 33.3% 8.3%
relationship (2) (5) (4) (1)

Although no direct comparison was made between the three groups of
staff, overall the participants had rated their knowledge of the elements of
informed consent more highly overall in the 'strongly agree', followed by

the knowledge of medical staff and then nursing students. It was also
noted that the ECT nurses did not report that they disagreed or strongly
disagreed that they had sufficient knowledge of any of the elements of
informed consent. However, they rated that they disagreed that nursing

students and medical staff had sufficient knowledge of certain elements of
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informed consent. The participants did not identify any other elements of

informed consent that they would like included in the list.

The participants were asked if they had ever challenged medical staff
prescribing treatment when they thought that a patient was not giving
informed consent. 75% (9) of participant said that they had while 16.7%
(2) said that they had not. 8.3% (1) of the response was missing.
Included in the descriptions of this were:
"After discussion with nursing colleagues, Mental Welfare
Commission and junior medical staff, the locum Consultant
decided that the patient was able to give valid consent and I
was told to document that I had expressed my concerns with
regard to this person's ability to consent, but that the
Consultant had made his decision”.
One participant documented the friction that occurred between the
referring consultant psychiatrist and the ECT nurse when the nurse
reinforced the patient's consent status to them:
"Prescribing consultant said I had: "talked patient out of
having ECT." I had only pointed out that she did not (have to)

have it if she didn't want, as she was informal and
consenting. Patient had no further ECT, consultant still hates

n

me-.

These responses would indicate that some of the participants do speak up
for the patient and represented them when they considered that they
were not providing informed consent. Another participant describes how

she discovered that a patient was not giving informed consent and
appeared to have been coerced into having the treatment. However,
CRAG (1997) states that no type of coercion should be employed to

influence patients to receive ECT treatment at any time.
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"Patient had consented and then implied to me that she
would be taken under duress”.
On occasion providing further information and clarification may be

sufficient for a patient to provide informed consent:

"Medical staff further explored the matter and patient did give
informed consent”.

"More information was provided".

The participants were asked to consider if medical staff had ever appeared
to be coercing patients into having ECT. 41.7% (5) of participants
considered that medical staff at times appeared to be coercing a patient
into having ECT while 41.7% (5) said that they had not seen this. 16.7%
(2) said that they didn't know. If the participant had considered that
he/she had seen a member of medical staff coerce a patient into having
ECT, the descriptions given for this included:
"Again referred my concerns to ECT consultant [psychiatrist]

where he then would discuss case with referring medical
team.”

"Patient was refused at clinic".

One participant described how coercion may have been used to try and

persuade the following patient to give his/her consent to treatment:

"The information provided was: "It will make you better".

111



However, using persuasive techniques to try to get a patient to accept
treatment could also be interpreted by the patient as being coercive as

described by the Mental Welfare Commission (2003).

In contrast to this only 8.3% (1) of participants considered that nursing
staff had coerced a patient into having ECT while 58.3% (7) said that they
had not. This indicates a marked difference in the nurses' perception of
nurses and medical staff with regards to coercion. There was a meaningful
response of 33.3% (4) of the nurses who answered that they did not
know. One participant described what had happened which could also be
viewed as a coercive action:

"By pointing out eventual benefits thereby persuading patient

this was the best course of action”.

Practitioners may think that persuading a patient to accept ECT s

appropriate but the patient may see this as coercion.

One participant who had replied 'Don't know' replied:

"Unsure as staff I have personally observed have referred the
patient to myself".

This participant was unsure if nursing staff had coerced a patient into
having ECT as it appears that the staff had referred the patient to her for

further assessment.
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5.1.5 Confirmation of consent

In this section when examining consent, the first question asked the
participant to confirm when the patient's consent to ECT was confirmed.
83.3% (10) of participants considered that a patient's consent was
confirmed after every treatment. 16.7% (2) of the participants responded
with comments that emphasized that consent should be confirmed prior to

ECT:

"Surely before each treatment”.

Another participant had stroked out 'after' each treatment and written in
'before'. One participant had ticked 'after every treatment' and added in
'before treatment' also. Having noted these comments, the wording of this
statement may have caused some of the participants difficulty and the
participants' comments were very useful. The piloting process of this
research, as described by Oppenheim (1992), had not picked up on how
this statement could have been worded more clearly.

Another participant had added in:

"Ensuring that they are 'happy' to continue with treatment”.

The participants were then asked to consider how often a patient's
consent was reviewed. This is different to the previous question of
confirming consent as this statement seeks to ascertain how often that

medical staff review the patient's consent status whereas the confirmation
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of consent is an action that could be performed by practitioners prior to
the treatment proceeding. 25% (3) of participants considered that a
patient's consent to ECT is reviewed after every treatment while 41.7%
(5) considered that it was reviewed after each second treatment. 25% (3)

had responded 'other' and included comments such as:

"Surely before each treatment”.

"I'm not sure as this is done by prescribing doctor".

Another participant had replied that the patient's consent is reviewed

'after every treatment' by staff and 'after each second treatment' by

medical staff. This is further described in table 10.

Table 10. Review of patients' consent

Frequency Percentage
After every treatment 3 25 (3)
After each second
treatment 5 41.7(5)
Other 3 25 (3)
Total 11 91.7(11)
Missing 1 8.3 (1)
Total 12 100 (12)

The participants were asked to consider when a detained patient's consent
to ECT was reviewed. A table of the responses can be seen in table 11.
41.7% (5) of participants considered that when a detained patient doesn't
consent to ECT for whatever reason the patient's consent is reviewed after

every treatment while 33.3% (4) considered that their consent status is
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reviewed after each second treatment. 16.7% (2) replied 'other' and

included comments such as:

"Surely after each treatment”.

"Immediately”.

Table 11 Review of detained patients' consent

Frequency Percentage

After every treatment 5 41.7(5)
After each  second

treatment 4 33.3 (4)
Other 2 16.7 (2)
Total 11 91.7(11)
Missing 1 8.3 (1)
Total 12 100 (12)

5.1.6 Patient's capacity to provide consent

Participants were asked to consider the assessment of the cognitive
function of the patient receiving ECT by the referring team. 66.7% (8) of
the participants replied that the cognitive assessment of patients receiving
ECT is 'always' assessed by the prescribing team while 8.3% (1) replied
that it is 'usually' assessed. 16.7% (2) replied that it is 'sometimes'
assessed by the prescribing team. 8.3% (1) replied that they didn't know.
A table describing the responses can be seen in table 12. Participants
described the method of assessment that took place in their area as
including the Mini Mental State Examination and Questionnaire test. Other

participants replied:
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"Multi-disciplinary - liaison with ECT team."

"I presume it's feedback from nurses, a multidisciplinary team
approach and review of orientation, time and date during
interviews etc".

"Assessment of cognitive function - by prescribing team - a
brief questionnaire on problems with memory, concentration,
confusion, psychosis, anxiety, performed day before and day
after treatment”.

Table 12 Assessment of cognitive function of patient by referring
team

Frequency Percent
Always 8 66.7 (8)
Usually 1 8.3 (1)
Sometimes 2 16.7 (2)
Other 1 8.3 (1)
Total 12 100 (12)

The participants were asked to confirm if the cognitive assessment of
patients was assessed in the treatment centre by the ECT team as
indicated in table 13. Participants replied that the cognitive assessment of
patients is 'always' assessed in the treatment centre by the ECT team
50% (6) of the time, 'sometimes' 8.3% (1) of the time, 'seldom' 8.3% (1)
of the time and 'never' 25% (3) of the time. 8.3% of the response was
missing. The description of this included:

"Short ten question memory test done by nursing staff prior
to ECT and after”.

"Small memory testing before and after each treatment for
every patient”.

"Following treatment, question on time, date, place,
orientation etc".
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"Assessment of cognitive function - by ECT team - completed
by ward staff but paperwork checked by ECT nurse prior to
session. Any noted deviation from documentation pointed out
to medical staff".

Four participants replied that the cognitive function assessment of the

patients was completed both at ward level and at the ECT clinic.

Table 13 Assessment of cognitive function by ECT team

Frequency Percent
Always 6 50 (6)
Sometimes 1 8.3 (1)
Seldom 1 8.3 (1)
Never 3 25 (3)
Total 11 91.7 (11)
Missing 1 8.3 (1)
Total 12 100 (12)

There appeared to be some variation between the cognitive function of
patients being assessed between the referring team and the ECT team
with 66.7% of the referring team 'always' assessing the cognitive function
of the patient while 50% of the ECT team 'always' assessed the cognitive

function.

When asked what happens if, at any stage of the patient's treatment, it

becomes apparent that giving informed consent cannot be recalled,

participants replied:

"Consent would be revisited".
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"I'm not aware that this has happened but in this case I
would liaise with both medical referring team and ECT
consultant to discuss this. If I was unable to discuss this in
between, treatment would have to be postponed or ask ECT
consultant to review the patient prior to ECT (even if on the
morning of treatment). This issue would have to be addressed
prior to treatment continuing”.

"Dr re-approaches and patient signs consent form to confirm
before each treatment”.
One participant described how he/she would use their status as the ECT

nurse to ensure that the patient was providing informed consent:

"As an ECT nurse I would insist on having consent status

reviewed".
The practice of reviewing the patient's capacity to provide informed
consent was explored in this section. The ECT nurses provided evidence
that most ECT departments used the MMSE to assess cognitive function
and there was some variation whether this took place in the referring
ward or in the ECT centre or both. Most participants stated that if the
patient cannot recall giving informed consent during the treatment course
their consent would be reassessed by either the ECT team or the referring

team.
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5.2 Delphi Questionnaire data

5.2.1 First round responses

60 invitations were sent out to ECT staff within the SEAN network and the
user representative to participate in the Delphi process. 13 informed
consent forms were returned from the original 60 e-mails. A reminder
letter was sent out after two weeks to let staff know there was still time to
participate in the study and a further four informed consent forms were
received. The expert panel consisted of 5 ECT consultant psychiatrists, 11
ECT nurses (nurses that worked in ECT suites) and the participant giving a
user perspective from Depression Alliance Scotland. Staff from 9 of the 22
ECT sites in Scotland that were contacted took part which was a total of

41% of the ECT sites.

The panel was made up of 16 members of staff from 6 different health

boards in the north, west, east and south of Scotland.

5.2.2 Statement of Knowledge

Two participants had just completed the questionnaire up to statement 4
on alternative treatments. A consensus of 75% and over (12 or more
panel members) was gained in 10 out of the 26 statements relating to the
response 'very applicable' in the first round. This is a total of 38% of the
statements in the statement of knowledge. The collation of responses to

the statement of knowledge can be seen in Table 14.
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Table14. Statement of knowledge - first round results
1. The nature of ECT Very Applicable Not
applicable Applicable
e ECT involves the administration of
a mild, controlled electric current
! 17%
which is passed across the head 812:/° (3)0
via the application of electrodes for (14)
a few seconds resulting in a
seizure
e It is the seizure activity that can
35%
assist in the correction of the | 927 (6) °
chemical imbalance in the brain (11)
that is thought to be the cause of
depression
2. Why ECT is prescribed
e For severe depressive illness that | 94% 5%
has not responded to a number of | (16) (1)
different treatments
e Antidepressant treatment has had
to be discontinued due to side | 47% 47%
effects (8) (8)
e For a depressed person who is not | 88% 11%
eating or drinking adequately or | (15) (2)
has suicidal feelings
e A patient has responded well to | 70% 29%
ECT in the past (12) (5)
3. ECT and consent
e An informal patient can withdraw | 94% 5;/°
their consent to ECT at any stage | (16) (1)
during the treatment
e No type of coercion should be used | 70% 5:/° 22%
at any time to coax a patient to | (12) (1) (4)
have ECT
e The patient remains completely 179
entitled to have alternative | 82% 3 °
treatments if they have refused | (14) (3)
ECT
e If someone is unsure about
consenting to the treatment they | 70%
: : 23% 59/
can request independent advice | (12) 4 0
from places such as the Advocacy (4) (1)

service or the Mental Welfare
Commission
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Very Applicable Not
applicable Applicable
e The patient's consent should be
verified prior to each ECT 94% 5%
treatment (16) (1)
4. Alternative treatments to ECT
Consist of treatments such as | 70% 23% 5%
antidepressant therapy or psychological | (12) (4) (1)
treatments such as counselling
5. Effectiveness
e In Scotland, there was a particular | 58% 29%
improvement in three - quarters of | (10) (5)
people treated with ECT for
depressive illness. (SEAN, 2000)
e ECT can be quick acting with |41% 47%
benefits being recognized after 2 - | (7) (8)
3 treatments
e In some instances, such as when a
patient is acutely suicidal or is | 64% 23%
refusing to eat or drink, ECT can | (11) 4)
be life saving
6. Anaesthetic and muscle relaxant
Prior to receiving ECT the patient will | 76% 11%
receive a short acting general anaesthetic | (13) (2)
and muscle relaxant via an intravenous
injection
7. Reported risks
Short term
Side effects that can occur include short | 76% 11%
term memory loss and confusion; | (13) (2)
headaches; nausea and muscular stiffness
and psychiatric complications.
Long term
e A small number of patients have
complained of longer term | 64% 23%
memory loss for events that have | (11) (4)

occurred before, during and after
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the treatment Very Applicable Not
applicable applicable
e It is difficult to comprehend how 5804
much of the memory loss is the 100 29%
result of severe depression or ECT | (10) (5)
Medical complications
Patients with ongoing health problems 299 119
have an increased possibility of cardiac or - ° 41% 5 °
respiratory difficulties occurring (5) (7) (2)
proceeding the treatment
Mortality rate
The practice of ECT comprises a low risk
with an associated mortality rate reported 5804
to be comparable with anaesthesia 10° 29%
administered in minor surgery (10) (5)
8. Fasting requirements
ECT is given under a general anaesthetic | 70% 17%
so the patient should not eat six hours | (12) (3)
prior to or drink fluids four hours prior to
the treatment
9. Duration of an average course
e The average course of ECT
consists of around six treatments | 70% 17%
up to approximately twelve | (12) (3)
treatments.
e ECT is usually administered twice a | 82% 5%
week. (14) (1)
10. Physical examination
e Each patient receives a physical
examination prior to receiving ECT | 76% 5% 5%,
in order to ensure that they are fit | (13) (1) (1)
enough to receive a general
anaesthetic.
e The physical examination includes | 70% 11% 5%
a blood test, ECG and chest x- ray | (12) (2) (1)
where indicated.

None of the statements gained 100% consensus in the first round. The

participants had achieved a consensus of opinion of 75% or above on the
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statements included in the elements of informed consent which included
the nature of ECT; why ECT is prescribed; ECT and consent; anaesthetic
and muscle relaxant; reported risks; duration of an average course of ECT
and physical examination. A consensus was not achieved in the sections
on alternative treatments; effectiveness; anaesthetic and muscle relaxant

and fasting requirements.

The participants provided very useful qualitative comments on the
statements, some of which were collated and added to the statements in
the questionnaires for the second round of the Delphi process. These
comments and how they were included in the statements used in round

two can be seen in appendix 11.

5.2.3 Roles and responsibilities of medical and nursing staff in the

informed consent process in ECT

The second questionnaire in this phase of the research contained
statements on the roles and responsibilities of medical and nursing staff in
the informed consent process in ECT. The participants were requested to
give their response to the statements whether they regarded the

statement as desirable, essential or not applicable.

In the medical role a consensus of 75% and over was gained in 23 out of

32 of the statements relating to the response 'essential' which is a total of

72% of the statements. 100% consensus was gained in 11 out of the 32
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statements at this stage. 9% of the responses were missing in the

following two statements in the medical role:

The patient's voluntary informed consent is confirmed by the
referring psychiatrist.

The psychiatrist obtaining informed consent from the patient
has sufficient knowledge of the nature, purpose and effects of
ECT.

A collation of the results of the roles and responsibilities of medical staff

can be seen in Table 15.
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Table 15. Roles and responsibilities of medical staff - first round

results

The patient's decisional capacity is
assessed by the referring psychiatrist to
ensure informed consent is valid.

Desirable

Essential

100%

Not
Applicable

The patient's voluntary informed consent is
confirmed by the referring psychiatrist

100%

To ensure that the patient understands the
nature, purpose and consequences of
receiving the treatment and therefore what
the patient is consenting to.

100%

When ECT is considered the best treatment
option for a patient but due to their mental
state they are unable or unwilling to give
consent then action under the Mental
Health (Care and Treatment) (Scotland)
Act 2003 or the Adults with Incapacity
(Scotland) Act 2002 is employed and a
doctor from the Mental Welfare
Commission provides a second opinion

100%

Ensuring that the relevant documentation
regarding the Mental Health (Care and
Treatment) (Scotland) Act 2003 or the
Adults with Incapacity (Scotland) Act 2002
has been completed and is available for
inspection

100%

An equitable relationship is formed with
the informal patient so that the decision to
receive ECT is made jointly between the
patient and the treating psychiatrist

53%
(9)

41%
(7)

6%
(1)

The patient is aware of alternative
treatments and that these would be
available if they decide to refuse ECT

11%
(12)

88%
(15)

The informal patient is made aware that he
or she can withdraw their consent to ECT
at any time

100%

125




Ensuring that the patient is aware that a | Desirable | Essential Not
consequence of not receiving the Applicable
treatment may be a prolonged and
increasingly severe phase of the illness 35% 59%
(6) (10)
The patient and the treating psychiatrist
sign the informed consent form just prior
to the ECT course commencing in order to | 41% 53% 6%
record the consultation and decision which | (7) (9) (1)
has taken place recently
All discussions and decisions taken relating
to obtaining informed consent are 17% 82%
documented in the patient's case notes (3) (14)
A patient who is unsure about consenting
to ECT will be aware that they can have
access to independent advice or a second | 23% 70% 6%
opinion from advocacy service or the | (4) (12) (1)
Mental Welfare Commission
The  psychiatrist obtaining informed
consent from the patient has sufficient
knowledge of the nature, purpose and | 6% 94%
effects of ECT (1) (16)
Ensuring that coercion is not employed at
any time in order to persuade the patient
to have ECT 12% 82% 6%
(2) (14) (1)
Relatives/carers should be involved in
discussions regarding the treatment unless | 82% 17%
issues of patient confidentiality prevents | (14) (3)
this.
When a patient has lost the capacity to
provide informed consent to ECT or refuse
the treatment any advance statements | 47% 53%
regarding treatment choices should be | (8) (9)
taken into account
In an emergency situation, where a
patient's life is at risk, ECT can be given as
soon as it can be organised, preferably | 12% 82% 6%
with a second opinion given by a local | (2) (14) (1)

Consultant Psychiatrist
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Each individual patient is provided with | Desirable | Essential Not
sufficient verbal, written and/or audio Applicable
information in order to enable her or him | 6% 94%
to make the decision whether to give | (1) (16)
informed consent to ECT or not
Information previously given about ECT is
brought to the patient’'s attention at
different intervals during the course of | 53% 41% 6%
treatment (9) (7) (1)
Information necessary for the decision
making process should not be withheld
from the patient unless in exceptional
circumstances when the practitioner can | 23% 65% 6%
justify that disclosing the information | (4) (11) (1)
would have a detrimental effect on the
patient
If information has been withheld from the
patient this requires to be documented in
the patient's case notes as there may be a | 17% 82%
necessity to justify this decision at a later | (3) (14)
date
The patient should have sufficient time, as
far as possible, without being subject to
pressure to reflect on the information prior | 17% 82%
to making a decision about consenting to | (3) (14)
ECT
Patients' questions about ECT should be
answered as truthfully and fully as possible 100%
The patient's understanding of the
information provided to him or her about 100%
ECT should be confirmed prior to the
signing of the informed consent document
In consenting to ECT the patient's
understanding of the side effects and risks
of receiving ECT should be confirmed 100%
The patient is aware of the purpose and
intended benefits of ECT including the
probability of success 6% 94%
(1) (16)
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The patient is made aware that the | Desirable | Essential | Not
treatment includes receiving an Applicable
anaesthetic and muscle relaxant
100%

The patient's relatives/carers are provided
with information about ECT in order to
facilitate informed discussion in the | 70% 29%
decision making process (12) (5)
When information is refused by a patient
this should be documented in the patient’s | 17% 82%
case file/care plan. (3) (14)
The patient's informed consent is verified
prior to each ECT treatment. 6% 94%

(1) (16)
The detained patient’s competence to give
informed consent is continuously assessed | 6% 94%
throughout the course in order to | (1) (16)
determine if they have the capacity to give
informed consent
The validity of the consent form and other
relevant Mental Health legislation
documentation is continuously reviewed 100%

throughout the course in case the patient's
consent status has changed and the
documentation requires to be amended

The participants' qualitative comments to the roles and responsibilities

questionnaire were reviewed and incorporated into the second round of

questionnaire as detailed in appendix 12.

5.2.4 Nursing role

The participants were also requested to give their responses to the

statements in the nurse's role in the informed consent process by

considering if each statement was desirable, essential and not applicable.
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In the nursing role consensus was gained in 14 out of 31 statements
relating to 'essential' which is a total of 45% of the statements. One
participant had not completed the nursing role part of the questionnaire
and another participant's response was not complete. The participants'

responses to the nurse's role and responsibilities can be seen in Table 16.

129



Table 16. Nurse's role and responsibilities - first round results

The nurse assists the referring psychiatrist | Desirable | Essential Not
in assessing the patient's decisional Applicable
capacity to ensure that informed consent is | 17% 76%
valid (3) (13)
The nurse assists the referring psychiatrist

in confirming that the patient is giving | 35% 59%
voluntary informed consent (6) (10)
The nurse assists the referring psychiatrist

in ensuring that the patient understands | 29% 65%
the nature, purpose and consequences of | (5) (11)
receiving the treatment and therefore what

the patient is consenting to

To understand the application of the

Mental Health Act in relation to ECT and | 12% 82%
the provision of nursing care in ECT when | (2) (14)
it is administered without the patient's

consent.

Ensuring that the relevant Mental Health

legislation documentation regarding the | 17% 76%
Mental Health (Care and Treatment) | (3) (13)
(Scotland) Act 2003 or Adults with

Incapacity (Scotland) Act 2002 has been

completed and is available

An equitable relationship is formed with

patients in order to enable them to be part | 29% 65%
of the decision making process leading to | (5) (11)
their making an informed decision about

accepting ECT or not

The patient is aware of alternative

treatments and that these would be | 23% 70%
available in the event that he or she | (4) (12)
chooses not to accept ECT

The informal patient is made aware that

they can withdraw their consent to ECT at | 6% 88%
any time (1) (15)
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The nurse should act as an advocate for | Desirable | Essential Not
the patient considering ECT, evaluating Applicable
any concerns and referring them to the
relevant member of the multidisciplinary | 29% 59% 6%
team (5) (10) (1)
Ensuring that the patient is aware of the
possible risks involved of choosing not to
receive treatment is that this may lead to a
prolonged and increasingly severe phase of 41% 35% 12%
illness although their informed choice (7) (6) (2)
should be respected
The nurse ensures that the informed
consent form has been signed by the RMO
and patient prior to the ECT course 12% 76% 6%
commencing in order to record the (2) (13) (1)
consultation and decision which has
recently taken place
Any discussions and decisions relating to
informed consent are documented in the | 12% 82%
patient's case notes/care plan (2) (14)
The nurse understands the nature, purpose
and effects of ECT 6% 88%
(1) (15)
Ensuring that coercion is not employed at
any time in order to persuade the patient
to have ECT 17% 70% 6%
(3) (12) (1)
A patient who is unsure about consenting
to ECT will be aware that they can have
access to independent advice or a second | 23% 70%
opinion from an advocacy service or the | (4) (12)
Mental Welfare Commission.
In an emergency situation when a patient's
life is at risk the nurse assists in the
administration of ECT to the patient as | 12% 76% 6%
directed by Medical staff (2) (13) (1)
Each individual patient is provided with
sufficient verbal, written and/or audio
information in order to enable them to | 17% 76%
make an informed decision about whether | (3) (13)

or not to accept ECT.
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The nurse arranges for the patient to visit | Desirable | Essential | Not

the ECT suite if he or she would like to Applicable
59% 35%
(10) (6)

Information previously given about ECT is

brought to the patient’'s attention at

different intervals during the course of | 23% 65% 6%

treatment (4) (11) (1)

The patient should have sufficient time

without being subject to pressure to reflect

on the information prior to making a| 17% 76%

decision about consenting to ECT (3) (13)

Patient's questions should be answered

truthfully and fully and where the nurse is | 17% 70%

unable to answer a question this should be | (3) (12)

referred to the treating psychiatrist

The patient's understanding of the

information provided to him or her about | 17% 70%

ECT should be confirmed prior to the | (3) (12)

completion of the informed consent

document

In consenting to ECT the patient's

understanding of the side effects and risks | 12% 76%

of receiving ECT should be confirmed (2) (13)

The patient is aware of the purpose and

intended benefits of ECT including the

probability of success 17% 70%
(3) (12)

The patient is made aware that the

treatment includes receiving an | 17% 70%

anaesthetic and muscle relaxant (3) (12)

The patient's relatives/carers are provided

with information about ECT in order to | 65% 23%

facilitate informed discussion in the | (11) 4)

decision making process when possible

When information is refused by a patient

this should be documented in the patient’s | 23% 65%

case file/care plan. (4) (11)

The patient’s informed consent is verified

prior to each ECT treatment 6% 82%
(1) (14)
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If the patient is unsure or refuses to give | Desirable | Essential Not

consent to ECT this is accepted and the Applicable
treating psychiatrist is informed of this

decision so that the patient's consent | 6% 76% 6%

status and the continuation of the | (1) (13) (1)

treatment can be reviewed.

The nurse assists in the assessment of the
detained patient's competence to give

informed consent continuously throughout | 29% 59%
the course in order to determine if they | (5) (10)
have regained capacity to give informed

consent

The validity of the consent form and other

relevant Mental Health legislation
documentation is continuously reviewed | 12% 76%
throughout the course in case the patient's | (2) (13)

consent status has changed and the
documentation requires to be amended

The participants had no additional comments to add to the nurse's role in
informed consent in the questionnaire. The second round would show if
the participants would change their views that only 45% of the statements

were viewed as 'essential’.

5.2.5 Second round of Delphi process

The comments from the first round were incorporated into the
questionnaires for the second round of the Delphi process. The statement
of knowledge questionnaire can be seen in appendix 13 and roles and
responsibilities questionnaires can be seen in appendix 14. These
questionnaires, a letter of explanation (appendix 15), results of the first
round (Tables 14, 15, 16) and the references that informed the
development of the questionnaire were e-mailed to the 17 participants. A
reminder e-mail was also sent out after two weeks. 11 participants sent

back questionnaires giving a response rate of 65% of the original panel.
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This consisted of a mixed group of 4 ECT consultants, 6 ECT nurses and
the participant giving a user perspective from Depression Alliance

(Scotland).

In the second round the responses were received from panel members
from 5 different health boards in the north, west, south and east of
Scotland and from the member of the panel who was from the Depression

Alliance (Scotland).

Four responses were received two months after the data had been
analyzed and due to time constraints could not be followed up and
included in the study. There was no communication gained from the other
two participants who did not participate in the second round. Two of the
other participants in the panel in the second round had not completed the
statement of knowledge so another copy of the questionnaire was sent to

them. One questionnaire was received back.

It was decided that two rounds of the Delphi process was adequate as
consensus of 75% and over had appeared to have been gained in a
satisfactory number of the statements. 72% of the statements in the
statement of knowledge, 75% in the medical role and 56% in the nursing
role. Also, a third round would have been difficult to facilitate due to the
time constraints of the study. There had been a large decrease in
qualitative comments which could be construed as the panel agreeing with
the wording of the statements. There were nine qualitative comments

received back in connection with the roles and responsibilities from two
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participants and three were received back about the statement of
knowledge from three participants. There was also the anxiety that
participants may no longer participate in the Delphi process if another
round was proposed (Whitehead, 2008), judging by the 4 participants that
had not responded in time and the 2 participants from the panel that had

not responded to the second round.

5.2.6 Statement of knowledge

The participants were asked to rate the revised statement of knowledge in
the second round. One participant did not complete the questionnaire and
a response was left blank to the section on alternative treatments
concerning psychological treatments. A consensus of 75% and above was
gained in 21 out of 29 of the statements in the second round relating to
the response of 'very applicable' This was a total consensus of 72% of the
statements compared to the 38% consensus gained in the first round. 8

out of the 29 statements had a 100% consensus to the response of 'very

applicable'. This can be seen in Table 17.

Table 17. Statements gaining consensus in Statement of
Knowledge
Rounds Consensus Consensus
=75% 100%
First round | 38% 0
responses
Second round | 72% 27.5%
responses
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Table 18 indicates the scores given to the statements by the participants
in the second round.

Table 18. Statement of knowledge - second round results

1. The nature of ECT Very Applicable Not

applicable Applicable

e ECT involves the administration of
a mild, controlled electric current
which is passed across the head
via the application of electrodes
for a few seconds resulting in a
seizure

90% 10%
(9) (1)

e It is the seizure activity that can

assist in the correction of the o
chemical imbalance in the brain 550% (550)/0
that is thought to be the cause of ()
depression
2. Why ECT is prescribed

e For severe depressive illness that | 90% 10%
has not responded to a number of | (9) (1)
different treatments

e Antidepressant treatment has had | 40% 60%
to be discontinued due to side | (4) (6)

effects

e For a depressed person who is not
eating or drinking adequately or | 100%
has suicidal feelings

e A patient has responded well to | 80% 20%
ECT in the past (8) (2)

3. ECT and consent

e An informal patient can withdraw | 100%
their consent to ECT at any stage
during the treatment

e No type of coercion should be | 80% 10% 10%
used at any time to coax a patient | (8) (1) (1)
to have ECT

e The patient remains completely
entitled to have alternative
treatments if they have refused | 100%

ECT

e All patients, particularly those
unsure about consenting to ECT | 90% 10%
will be aware that they can have | (9) (1)
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access to independent advice from | Very Applicable Not
an advocacy service or additional | @PPlicable applicable
information from organizations
such as Depression Alliance
(Scotland)
e The patient's consent should be
. ; 100%
verified prior to each ECT
treatment
4. Alternative treatments to ECT
Consist of treatments such as:-
e antidepressant drug therapy 80% 20%
(8) (2)
e Psychological treatments such as
counselling, psychotherapy or
Cognitive Behavioural Therapy in a | 60% 30%
person who is able to tolerate | (6) (3)
these approaches
5. Effectiveness
e In Scotland, there was a particular | 60% 40%
improvement in three - quarters of | (6) 4)
people treated with ECT for
depressive illness. (SEAN, 2000)
e ECT can be quick acting with | 60% 40%
benefits being recognized after 2 - | (6) 4)
3 treatments
e In some instances, such as when a
patient is acutely suicidal or is | 80% 20%
refusing to eat or drink, ECT can | (8) (2)
be life saving
6. Anaesthetic and muscle relaxant
Prior to receiving ECT the patient will
receive a short acting general anaesthetic | 100%
and muscle relaxant via an intravenous
injection
7. Reported risks
Short term
Side effects that can occur include:-
e short term memory loss and
confusion; headaches; nausea and | 100%

muscular stiffness
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Very Applicable Not
applicable applicable
e psychiatric complications such as
manic illness 70% (7) 30% (3)
e prolonged seizures 60%
6) ° 40%
Long term (4)
e A small number of patients have
complained of longer term | 8o 20%
memory loss for events that have | (g) (2)
occurred before, during and after
the treatment
e It is difficult to comprehend how | ggo 20%
much of the memory loss is the | (g) (2)
result of severe depression or ECT
Medical complications
Patients with ongoing health problems | 409, 60%
have an increased possibility of cardiac or | (4) (6)
respiratory difficulties occurring following
the treatment
Mortality rate
The practice of ECT comprises a low risk
with an associated mortality rate reported | ggos 20%
to be comparable with anaesthesia | (g) (2)
administered in minor surgery - 2 per
100,000 treatments (CRAG, 1997)
8. Fasting requirements
ECT is given under a general anaesthetic | 90% 10%
so the patient should not eat six hours | (9) (1)
prior to or drink fluids four hours prior to
the treatment
9. Duration of an average course
e The average course of ECT | 80% 20%
consists of around six treatments | (8) (2)
up to approximately twelve
treatments.
e ECT is usually administered twice
a week. 100%
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10. Physical examination Very Applicable Not
applicable applicable
e FEach patient receives a physical
examination prior to receiving ECT o
in order to ensure that they are fit 100%
enough to receive a general
anaesthetic.
e The physical examination includes 0
a blood test, ECG and chest x- ray | 2070 10%
where indicated. (9) (1)

Statements that did not achieve the 75% consensus in the response of

'very applicable' included:

The nature of ECT
50% (5) of the panel responded that it was very applicable that it is the
seizure activity that can assist in the correction of the chemical imbalance

in the brain that is thought to be the cause of depression'.

Why is ECT prescribed?
40% (4) of the panel thought that it was very applicable that

'antidepressant treatment has had to be discontinued due to side effects'.

Alternative treatments to ECT
60% (6) of the panel thought that psychological treatments were very
applicable. The wording in this statement had changed in round two as a

response to the participants' comments.
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Effectiveness

60% (6) of the panel thought that it was very applicable that there was a
particular improvement in three quarters of people treated with ECT for a
depressive illness and ECT can be quick acting with benefits being

recognized after 2 - 3 treatments.

Reported risks

Short term

The following statements on short term risks had been included in the
second round following the suggestion of a participant in the first round

but had not received a consensus from the panel:

70% (7) of the panel thought that it was very applicable that a

psychiatric complication such as manic illness was included.

60% (6) of the panel thought that it was very applicable that prolonged

seizures were included.

The wording in the statement on medical complications had been changed
following participants suggestions in the first round but did not receive
consensus from the panel in the second round. However, the response did

increase from 29% in the first round to 40% in the second round.
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The wording in the following statements had also been changed following
participants comments in round one and the statements had then

achieved a consensus in round two.

Alternative treatments to ECT

The consensus for antidepressant therapy had increased from 70% in the

first round to 80% consensus in the second round.

Reported risks

Mortality rate

The consensus had increased from 58% in the first round to 80% in the

second round.

Included in the participants qualitative responses in the second round

Were:

ECT and consent

No type of coercion should be used at any time to coax a patient to have
ECT

One participant had answered 'not applicable' to this statement but had

unfortunately not qualified his/her response.
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Other information that participants had included in their qualitative
response that they would like added to the statement of knowledge in the
second round included adding a statement regarding the affects of
unilateral and bipolar ECT and also the observation of the patient for 18
hours after treatment as this may restrict their activities. It was decided
that this could be information that could be related to patients at a later
stage rather than information that should be included in the ten

statements.

The statements that did receive consensus in the second round included:-

1. The nature of ECT

ECT involves the administration of a mild, controlled electric current which is
passed across the head via the application of electrodes for a few seconds
resulting in a seizure

2. Why is ECT prescribed

e For severe depressive illness that has not responded to a number of
different treatments

e For a depressed person who is not eating or drinking adequately or has
suicidal feelings

e A patient has responded well to ECT in the past

3. ECT and consent

e An informal patient can withdraw their consent to ECT at any stage during
the treatment

e No type of coercion should be used at any time to coax a patient to have
ECT

e The patient remains completely entitled to have alternative treatments if
they have refused ECT

e The patient remains completely entitled to have alternative treatments if
they have refused ECT

e All patients, particularly those unsure about consenting to ECT will be
aware that they can have access to independent advice from an advocacy
service or additional information from organizations such as Depression
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Alliance Scotland

e The patient's consent should be verified prior to each ECT treatment

4. Alternative treatments to ECT
Consist of treatments such as:-

Antidepressant drug therapy

5. Effectiveness

In some instances, such as when a patient is acutely suicidal or is refusing to eat
or drink, ECT can be life saving

6. Anaesthetic and muscle relaxant

Prior to receiving ECT the patient will receive a short acting general anaesthetic
and muscle relaxant via an intravenous injection

7. Reported risks
Short term
Side effects that can occur include:-
Short term memory loss and confusion; headaches; nausea and muscular
stiffness
Long term
e A small number of patients have complained of a longer term memory loss
for events that have occurred before, during and after the treatment
e It is difficult to comprehend how much of he memory loss is the result of
severe depression or ECT
Mortality rate
The practice of ECT comprises a low risk with an associated mortality rate

reported to be comparable with an anaesthesia administered in minor surgery - 2
per 100,000 treatments (CRAG, 1997)

143




8. Fasting requirements

ECT is given under a general anaesthetic so the patient should not eat six hours
prior to or drink fluids four hours prior to the treatment

9. Duration of an average course

e The average course of ECT consists of around six treatments up to
approximately twelve treatments.

e ECT is usually administered twice a week

10. Physical examination

e FEach patient receives a physical examination prior to receiving ECT in
order to ensure that they are fit enough to receive a general anaesthetic.

e The physical examination includes a blood test, ECG and chest x-ray
where indicated

5.2.7 Roles and responsibilities of medical and nursing staff

A consensus of 75% and above was gained in 27 out of 36 of the
statements in the medical role as to what is 'essential' which is a total of
75% consensus compared to 72% in the first round. 7 statements had
100% consensus to the response of 'essential', 19% in total in the second

round which is compared with 11 statements, 34% in the first round.

In the nursing role a consensus of 75% and above was gained in 19 out of
the 34 statements as to what was considered 'essential' which is a total of
56% consensus compared to 45% in the first round. 6 statements had
100% consensus to the response of 'essential' which is 18% in total in the
second round compared to none of the statements having 100%

consensus in the first round.
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Table 19 describes the consensus achieved in the statements in the roles

and responsibilities questionnaire.

Table 19 Statements

responsibilities

uestionnaire

gaining

consensus in roles and

Rounds Consensus Consensus
=275% 100%

First round -

medical role

responses 72% 34%

Second round -

medical role

responses 75% 19%

First round -

nursing role

responses 45% 0

Second round -

nursing role

responses 56% 18%

The total number

and nursing role

of statements that

combined was 46

statements achieved consensus which

in the second round.

reached consensus in the medical
out of a possible number of 70

is a total of 66% of the statement

In the "questionnaire" about medical roles and responsibilities, responses

were missing from the statements -

"the patient's voluntary informed

consent is confirmed by the referring psychiatrist" and "the psychiatrist

obtaining informed consent from the patient has sufficient knowledge of

the nature, purpose and effects of ECT". A collation of the responses can

be seen in Table 20.
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Table 20. Medical role - responses to second round

The patient's decisional capacity is
assessed by the referring psychiatrist to
ensure informed consent is valid

Desirable

Essential

100%

Not
Applicable

The patient's voluntary informed consent is
confirmed by the referring psychiatrist

91%
(10)

The psychiatrist administering ECT
confirms that the patient is giving
voluntary consent prior to each treatment
proceeding

27%
(3)

73%
(8)

To ensure that the patient understands the
nature, purpose and consequences of
receiving the treatment and therefore what
he or she is consenting to.

100%

When ECT is considered the best treatment
option for a patient but due to their mental
state they are unable or unwilling to give
consent then action under the Mental
Health (Care and Treatment) (Scotland)
Act 2003 or the Adults with Incapacity
(Scotland) Act 2002 is employed and a
doctor from the Mental Welfare
Commission provides a second opinion

100%

Ensuring that the relevant documentation
regarding the Mental Health (Care and
Treatment) (Scotland) Act 2003 or the
Adults with Incapacity (Scotland) Act 2002
has been completed and is available for
inspection

100%
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An equitable relationship is formed with the
informal patient so that the decision to
receive ECT is made jointly between the
patient and the Responsible Medical Officer
(RMO).

Desirable

36%
(4)

Essential

64%
(7)

Not
Applicable

An equitable relationship is formed with the
patient detained under the Mental Health
(Care and Treatment) (Scotland) Act 2003
so that the decision to receive ECT is made
jointly between the patient and RMO

64%
(7)

27%
(3)

9%
(1)

The patient is aware of alternative
treatments and that these would be
available if he or she decided to refuse ECT

9%
(1)

91%
(10)

The informal patient is made aware that he
or she can withdraw their consent to ECT
at any time

100%

The patient detained under the Mental
Health (Care and Treatment) (Scotland)
Act 2003 who is assessed to have the
capacity to give informed consent is made
aware that they can withdraw their consent
to ECT at any time

9%
(1)

91%
(10)

Ensuring that the patient is aware of the
possible risks involved in choosing not to
receive the treatment; that this may lead
to a prolonged and increasingly severe
phase of illness, although their informed
choice should be respected

27%
(3)

73%
(8)

The patient and the RMO sign the informed
consent form prior to the ECT course
commencing in order to record the
consultation and decision which has
recently taken place

91%
(10)

9%
(1)
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All  discussions and decisions taken | Desirable | Essential Not
relating to obtaining informed consent are Applicable
documented in the patient's case notes
9% 91%
(1) (10)
All patients will be aware that they can
have access to independent advice from an
advocacy service or additional information
from organisations such as Depression | 18% 82%
Alliance Scotland (2) (9)
If a patient appears unsure about receiving
ECT they should be given the opportunity
to address their concerns and the possible
benefits of the treatment should be | 9% 91%
reiterated in order to ensure that the | (1) (10)
patient has the information necessary to
inform their decision
The  psychiatrist obtaining informed
consent from the patient has sufficient
knowledge of the nature, purpose and 91%
effects of ECT (10)
Ensuring that coercion is not employed at
any time in order to persuade the patient
to have ECT 18% 82%
(2) (9)
When possible the patient's relatives/carers
are provided with information about ECT in
order to facilitate informed discussion in | 64% 36%
the decision making process when the | (7) (4)
patient has given their consent to their
involvement in their treatment
When a patient has lost the capacity to
provide informed consent to ECT or refuse
the treatment any advance statements |27% 73%
regarding treatment choices should be | (3) (8)

taken into account
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In an emergency situation, where a | Desirable | Essential Not
patient's life is at risk, ECT can be given as Applicable
soon as it can be organised with a second
opinion given by a local Consultant | 9% 73% 9%
Psychiatrist (1) (8) (1)
Each individual patient is provided with
sufficient verbal, written and/or audio
information in order to enable her or him
to make the decision whether to give | 9% 91%
informed consent to ECT or not (1) (10)
Information previously given about ECT is
brought to the patient’s attention at
different intervals during the course of | 82% 18%
treatment (9) (2)
Information necessary for the decision
making process should not be withheld
from the patient unless in exceptional | 18% 82%
circumstances when the practitioner can | (2) (9)
justify that disclosing the information
would have a detrimental effect on the
patient
If information has been withheld from the
patient this requires to be documented in
the patient's case notes as there may be a | 18% 82%
necessity to justify this decision at a later | (2) (9)
date
The patient should have sufficient time, as
far as possible, without being subject to
pressure to reflect on the information prior | 9% 91%
to making a decision about consenting to | (1) (10)
ECT
Patients' questions about ECT should be
answered as truthfully and fully as possible
100%

149




The patient's understanding of the | Desirable | Essential Not

information provided to him or her about Applicable

ECT should be confirmed prior to the

signing of the informed consent document | 9% 91%
(1) (10)

In consenting to ECT the patient's

understanding of the side effects and risks

of receiving ECT should be confirmed 9% 91%
(1) (10)

The patient is aware of the purpose and

intended benefits of ECT including the

probability of success 9% 91%
(1) (10)

As far as possible the patient should be

advised of bilateral or unilateral electrode

placement and the final choice of electrode

placement should be the outcome of a | 45% 55%

proportionate appraisal of the risks and | (5) (6)

benefits between the patient and medical

practitioner

The patient is made aware that the

treatment includes receiving an anaesthetic

and muscle relaxant 9% 91%
(1) (10)

When information is refused by a patient

this should be documented in the patient’s

case file/care plan. 9% 91%
(1) (10)

The patient's informed consent is verified

prior to each ECT treatment by the

referring team 18% 82%
(2) (9)
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The detained patient’s competence to give | Desirable | Essential Not
informed consent is continuously assessed Applicable
by the referring team throughout the

course in order to determine if he or she | 18% 82%

has the capacity to give informed consent (2) (9)

The validity of the consent form and other

relevant Mental Health legislation 100%

documentation is continuously reviewed
throughout the course in case the patient's
consent status has changed and the
documentation requires to be amended

There will be further discussion on those statements which did or did not

reach consensus in the next chapter.

The responses given to the new statements in the questionnaire that were

added in the second round of the Delphi process as a result of the

participants' comments; the effect of the change in wording of the

statements to the response and the statements that received a non

applicable response are included in appendix 16.

The table of the collated responses to items about the nurse's role in the

"roles and responsibilities in informed consent" section is as follows in

Table 21.
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Table 21. Nurse's role - responses to second round

The nurse assists the referring psychiatrist
in assessing the patient's decisional
capacity to ensure that informed consent is
valid

Desirable

36%
(4)

Essential

55%
(6)

Not

Applicable

9%
(1)

The nurse assists the referring psychiatrist
in confirming that the patient is giving
voluntary informed consent

45%
(5)

55%
(6)

The nurse assists the referring psychiatrist
in ensuring that the patient understands
the nature, purpose and consequences of
receiving the treatment and therefore what
the patient is consenting to

45%
(5)

55%
(6)

To understand the application of the Mental
Health Act in relation to ECT and the
provision of nursing care in ECT when it is
administered without the patient's consent.

100%

Ensuring that the relevant Mental Health
legislation documentation regarding the
Mental Health (Care and Treatment)
(Scotland) Act 2003 or Adults with
Incapacity (Scotland) Act 2002 has been
completed and is available

100%

An equitable relationship is formed with the
informal patient in order to enable him or
her to be part of the decision making
process leading to their making an
informed decision about accepting ECT or
not

27%
(3)

73%
(8)

An equitable relationship is formed with the
patient detained under the Mental Health
(Care and Treatment) (Scotland) Act 2003
in order to enable them to be part of the
decision making process where possible,
leading to their making an informed
decision about accepting ECT or not

36%
(4)

55%
(6)

9%
(1)
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The patient is aware of alternative | Desirable | Essential Not
treatments and that these would be Applicable
available in the event that he or she | 18% 82%

chooses not to accept ECT (2) (9)

The informal patient is made aware that

they can withdraw their consent to ECT at | 18% 82%

any time (2) (9)

The patient detained under the Mental

Health (Care and Treatment) (Scotland) | 18% 82%

Act 2003 who is assessed to have the | (2) (9)

capacity to give informed consent is made

aware that his or her consent to ECT may

be withdrawn at any time

The nurse should act as an advocate for

the patient considering ECT, evaluating any | 18% 82%

concerns and referring these to the | (2) (9)

relevant member of the multidisciplinary

team

Ensuring that the patient is aware of the

possible risks involved of choosing not to | 55% 45%

receive treatment is that this may lead to a | (6) (5)

prolonged and increasingly severe phase of

illness although their informed choice

should be respected

The nurse ensures that the informed

consent form has been signed by the RMO | 9% 82% 9%
and patient prior to the ECT course | (1) (9) (1)
commencing in order to record the

consultation and decision which has

recently taken place

Any discussions and decisions relating to

informed consent are documented in the | 18% 82%

patient's case notes/care plan (2) (9)
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The nurse understands the nature, purpose | Desirable | Essential | Not
and effects of ECT Applicable
100%
Ensuring that coercion is not employed at
any time in order to persuade the patient | 27% 73%
to have ECT (3) (8)
All patients will be aware that they can
have access to independent advice from an | 27% 73%
advocacy service or additional information | (3) (8)
from organisations such as Depression
Alliance Scotland.
If a patient appears unsure about receiving
ECT an opportunity to address their | 27% 73%
concerns should be given and the possible | (3) (8)
benefits of the treatment should be
reiterated in order to ensure that the
patient has the information necessary to
inform their decision
In an emergency situation when a patient's
life is at risk the nurse assists in the 100%
administration of ECT to the patient as
directed by Medical staff
Each individual patient is provided with
sufficient verbal, written and/or audio
information in order to enable him or her to | 18% 82%
make an informed decision about whether | (2) (9)
or not to accept ECT.
The nurse arranges for the patient to visit
the ECT suite if he or she would like to
91% 9%
(10) (1)
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Information previously given about ECT is | Desirable | Essential Not

brought to the patient’'s attention at Applicable

different intervals during the course of

treatment 36% 64%
(4) (7)

The patient should have sufficient time

without being subject to pressure to reflect

on the information prior to making a | 9% 91%

decision about consenting to ECT (1) (10)

Patient's questions should be answered

truthfully and fully and where the nurse is

unable to answer a question this should be | 9% 91%

referred to the treating psychiatrist (1) (10)

The patient's understanding of the

information provided to him or her about

ECT should be confirmed prior to the | 27% 73%

completion of the informed consent | (3) (8)

document

In consenting to ECT the patient's

understanding of the side effects and risks

of receiving ECT should be confirmed 27% 73%
(3) (8)

The patient is aware of the purpose and

intended benefits of ECT including the

probability of success 18% 82%
(2) (9)

The patient is made aware that the

treatment includes receiving an anaesthetic

and muscle relaxant 18% 82%
(2) (9)
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When possible the patient's relatives/carers
are provided with information about ECT in
order to facilitate informed discussion in
the decision making process when the
patient has given their consent to their
involvement in their treatment

Desirable

73%
(8)

Essential

27%
(3)

Not
Applicable

When information is refused by a patient
this should be documented in the patient’s
case file/care plan.

100%

The patient’s informed consent is verified
prior to each ECT treatment

100%

If the patient is unsure or refuses to give
consent to ECT this is accepted and the
treating psychiatrist is informed of this
decision so that the patient's consent
status and the continuation of the
treatment can be reviewed.

9%
(1)

91%
(10)

The nurse assists in the assessment of the
detained patient's competence to give
informed consent continuously throughout
the course in order to determine if they
have regained capacity to give informed
consent

27%
(3)

73%
(8)

The validity of the consent form and other
relevant Mental Health legislation
documentation is continuously reviewed
throughout the course of treatment in case
the patient's consent status has changed
and the documentation requires to be
amended

9%
(1)

91%
(10)

19 of the nurse's role statements received consensus as 'essential' in the

second round. The statements receiving consensus and not receiving a

consensus will be discussed in the next chapter.
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This chapter has described the analysis of the data and findings which
were received from the questionnaires in the two stages of the research.

The findings will now be discussed in Chapter six.
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CHAPTER 6

Discussion of findings

6.1 Introduction

This chapter discusses the findings of the ECT nurse's questionnaire which
examined their perception of their role in the consent process and the
development of the statement of knowledge base that a patient is
required to have to give full, informed consent and the roles and
responsibilities of medical and nursing staff in the informed consent
procedure. The strengths and weaknesses of the study and conclusions

will also be discussed along with a summary of recommendations.

6.2 Research question

The findings of the study provided information which addressed the
research question which inquired what knowledge base are patients
required to have in order to provide full informed consent to ECT?
Information received from the ECT nurse questionnaire informed the
development of the "Statement of knowledge" which was used in the
Delphi process. The "Statement of knowledge" is a tool that, with further
development could be used in practice to ensure that the patient is

providing informed consent to each ECT treatment.
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6.3 Aim and objectives

The literature review and methods applied provided information which
informed the research aim that set out to explore the nature, indication
and processes of informed consent in patients receiving ECT. This was
achieved by reviewing the literature on informed consent which included
the concept of consent, healthcare and consent, nurses and consent and
ECT and consent. Data was also gathered by performing the objectives
which explored the ECT nurse's role in the consent process and assessed
the knowledge base that patients required to have in order to provide

informed consent.

6.4 The ECT nurse's role in the consent process

6.4.1 Personal details

There appeared to be a good level of practice experience from the nurses
who participated in the study. 33% of the nurses were 'E' grades and 41.7
% were 'F' grades. 42% of the nurses had worked 0-5 years as an ECT
nurse and 41.7 % had worked 6-10 years. 66.7% of the nurses stated
that 0 - 5 patients on average were treated in a week in their ECT suite.
Gass (1998) concluded from his research that a higher standard of
knowledge seemed to be connected with the duration of practice of the
nurse so perhaps this level of practice experience contributed to the rich
data that were received back from the ECT nurses which was very useful

in informing the study.
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6.4.2 Role of the nurse in the consent process

There were a high percentage of positive responses to the nurse's role in
the consent process, some of which are described in ECT good practice
statements such as CRAG (1997) and Finch (2005). These aspects of the
role include 100% of the nurse participants who reported that they
ensured the consent form is signed and 91.7% who reported that they
informed medical staff if a patient refused or was unsure about receiving
the treatment. This would appear to indicate that the participants had a
very good understanding of the ECT good practice literature as described

previously with regards to these aspects of their role.

The part of the role which appeared next in importance in terms of the
percentages of responses from the ECT nurses was ensuring that the
patient continued to consent to treatment on the basis of the information
that was originally provided which gained 75% of the response. Caird and
Worrall (2003) stated that ECT clinic staff should ensure that the patient
continues to give their authorized consent prior to each treatment while
Usher and Arthur (1998) also present that the nurse should frequently

include and discuss the procedure with their patients.

Only 66.7% of the nurses reported that they 'always' ensured that the
patient had received sufficient verbal and written information to assist
them in making an informed decision about receiving ECT although Finch
(2005), Flint (2005) and Culas et al (2003) all illustrate the importance of

the nurse's role in this area. It is also essential that practitioners such as
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nurses are providing information to patients when earlier studies such as
Pippard and Ellam (1981) state that 87% of patients received no written
description of ECT in the hospitals in Britain that they surveyed the

practice of ECT in.

Freeman and Kendall (1980) describe how patients in an earlier project
(Freeman et al, 1978) had been given complete information but had
appeared to forget this. In addition, CRAG (1997) described how service
user groups felt that patients did not receive enough information about
the treatment. Therefore, repeating the information before, during and
after the treatment would be beneficial to the patient's comprehension.
The Manic Depression Fellowship Scotland (1996) patient information
leaflet also describes how the patient due to have treatment may be too ill
to be able to take in much information and encourages relatives, carers or
trained staff to help the patient understand the contents as much as is
possible. They include that the individual may want to read the
information on ECT when they have recovered sufficiently. Therefore the
nurse should ensure the patient has access to information at all stages of

their treatment.

CRAG (1997) included information from service user groups such as the
Scottish Association of Mental Health (SAMH) which stated that SAMH
disputed the quality of the information that was being offered to patients
and therefore the patients' capability of providing informed consent. They

suggested a second opinion and advocacy for all patients receiving ECT.
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Only 66.6% of the nurses 'always' assisted in ensuring that the patient
understood the nature, purpose and side effects of the treatment.
Scholefield (1997) states that if the practitioner is involved in the consent
process, they must ensure the patient understands this information. Finch
(2005) also describes how the nurse should ensure that this information
has been understood. Therefore more training and education should occur
so that the nurses had a better awareness of their role in assisting in this

aspect of the consent procedure.

Only 50% of the participants 'always' assisted in assessing the patient's
decisional capacity to provide informed consent. The NMC (2004) and
Cable (2003) both specify that the nurse should ensure that in gaining
consent to give any treatment the nurse must ensure the patient is
capable of giving consent under the law. An example of this could be how
the ECT nurse informally ensures the patient is giving consent to the
treatment by making sure the patient is willing to be escorted to the
treatment room. Cable (2003) states that it is important that the nurse
confirms that the patient understands what he/she has provided consent
to therefore it is essential that the nurse ensures the patient has the
decisional capacity to provide informed consent to any procedure that

he/she is assisting with.

Just 50% of the participants 'always' assisted in assessing the patient's

provide informed consent voluntarily. The NMC (2006) describes how the

nurse should ensure that consent is provided voluntarily in order for it to
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be considered legitimate. Cable (2003) also points out that consent should

be given voluntarily, without coercion.

33% of the participants did not answer the question on the nursing values
that influence a Mental Health nurse's ability to provide care. 17% of the
participants had left the part of the question which asked the participants
to consider the nursing values that influenced a Mental Health Nurse's
ability to provide care for patients in a negative way blank. It was also
noted that in the pilot of the questionnaire one of the participants had left
the whole question blank and one had left the question on the negative
values blank but it was considered at this time that a larger sample would
provide more response. Perhaps it was the wording in the question which
caused some confusion. Oppenheim (1992) submits that the researcher
should remember the problem the participants could experience in
comprehending the question. However, 50% of the participants in the
main part of the research gave complete responses to the question
although approximately 50% of all responses also included nursing skills
rather than values although some responses included both skills and

values.

NHS Education for Scotland (NES) (2007) states that the theory
supporting the Mental Health (Care and Treatment) (Scotland) Act 2003
could be viewed as clarifying in legal terms some of the principles that
should support the practitioner's performance in mental health. NES
(2007) also describes the values declaration developed by the expert

committee included in the Rights, Relationships and Recovery: the report
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of the national review of mental health nursing in Scotland (SEHD, 2006).
This statement included reference to professional relationships such as the
importance of ensuring that constructive practicing associations
maintained by an excellent communication technique are at the centre of
the practitioner's performance. One of the participants supplied the
following comment regarding the nursing values that she considered
influenced a Mental Health nurse's ability to provide care for patients in a

positive way:

"I believe the rapport developed with the patient provides a
more in depth knowledge of mental state. Also builds trust
with the patient”.

Another participant replied:

"Respect as individuals; obtain consent before treatment”.

The SEHD's (2006) declaration of principles that underpin mental health
nursing includes 'respect' as one of the variety of principles that
individuals should have and included the importance of positioning the
principles of the specific person at the heart of practice (NES, 2007). NES
(2007) also describes how the practitioner should practice in alliance with
the client and place importance on the client being their equivalent with

regards to their treatment.

One participant had identified this negative value which could affect the

nurse's ability to provide care for the patient:
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"Nurses' personal opinion can depend [affect] how the

treatment is described to patient thereby influencing

decision”.
This was an important point as the nurse's part in the information
provision is an important role as described by Finch (2005) who states
that the nurse should ensure that the patient understands the information
about the treatment. The NMC (2004) and ICN Code of Ethics as
described by Fry and Johnstone (2002) also recommend that the nurse
should ensure the patient receives sufficient information to confirm their
informed consent to treatment. Gass (2006) describes the importance of
the nurse providing information particularly when the patient is
apprehensive about receiving the treatment and further information and
reassurance could effect the patient's conclusion to receive treatment.
However, Byrne et al (2006) concluded that some mental health nurses
had shortfalls in their lack of awareness of ECT which could affect the
referring team's recommendation of the treatment. The Nursing Times
News (1983) reported how student nurse Dee Kraaij was dismissed and
two other students resigned in a hospital in Hertfordshire because they
refused to accompany patients to ECT. Dee Kraaij stated in the interview
that she did not think ECT was ethically justified and she did not want to
participate in the treatment. Keen (2000, p.18) also argued that nurses
should not be forced to engage in "this controversial treatment".
However, Parsons (2000) countered that nurses should not be entitled to
decline to participate in ECT because ECT is an accepted therapy which
can be very efficient in the treatment of severe depression and that a
nurse's denial to take part would mean that the nurse was discarding her

duty to care. Therefore, the nurse's values with respect to ECT as a
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treatment and the information they impart to patients should be informed
by their knowledge on the subject. An appraisal of the current provision of
instruction surrounding ECT is justified as recommended by Byrne et al
(2006) to ensure that nurses have the necessary knowledge and skills to
provide information to patients in the informed consent process

surrounding ECT.

Additional training on the 10 essential shared capabilities as set out by
NES (2007) should also be incorporated into the ECT nurses continuing
professional development (CPD) programme in order to build on the
values that they already hold so that they are practising in accordance
with the theories and principles that support the Mental Health (Care and
Treatment) (Scotland) Act 2003. This training would also be useful to add

to the ECT consultants' CPD programme.

The evidence from this study shows that the participants perceived that
the most important part of their role in the consent process was that of an
administrative checking role. Other participants added that they perceived
their role as protecting the patient, therefore ensuring the patient's
autonomy and enabling informed consent. Also, a participant perceived
that, as often being the last person to spend time with the patient, the
nurse may identify last minute issues involved with the consent process.
Another participant stated that part of the role is that of verifying that

consent is ongoing throughout the treatment course (Finch, 2005).
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6.4.3 Information that should be provided to patients

There was a clear difference between the weighting given to the
statements by participants concerning the information that should be
provided to patients. The first most important according to participants -
'the nature of ECT and why it has been prescribed', received 83.3% and
the statement that participants thought was least important- 'the duration
of an average course of ECT', received 8.3%. This would indicate that
there was a consensus from the participants as to the level of importance
they would place on the items of information they would provide to
patients. However, a couple of participants stated that they found it
difficult to rank the information as they thought it was all equally
important. Therefore, strong conclusions can not be drawn from this part
of the research due to the size of the sample and also the nature of
ranking-type questions, which force ordering which may be false because
it may not reflect the participants' actual views. However, this could be

ascertained in future research.

The important principles in providing information to patients who are
going to receive ECT include assessing the patient's information
requirements on an individual level as described by the GMC (1998) and
information being given as an ongoing process before, during and after
treatment in the author's opinion, so that all aspects of the information
can be offered. Rose et al (2005) also state that information on ECT
should be reiterated until the patient has understood it appear to be the

important principles in providing information to patients. It appears that
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individual patients may require different aspects of the information in the
statement at different times in their course of treatment. For example the
nature of ECT and why it has been prescribed may be an important
element of information to ensure the patient is aware of at the beginning
of their treatment whereas the duration of the average course of
treatment with ECT may be information a patient would like to know

further on in the course.

The order of importance that the participants gave to the side effects that
the patient should be aware of in order to provide informed consent
placed the main cognitive side effects of confusion and memory loss as
most important. The physical side effects were rated next in importance
with the exception of psychiatric complaints which was rated fourth in
importance. There was a marked difference in the percentage that
participants had given the side effects with confusion and memory loss
both scoring 75% in the first instance and the 'red herring', loss of
appetite scoring 8.3%. As with the elements of information, this would
appear to indicate that participants were quite clear of what side effects
they thought were most important although two participants (17% of the
sample) stated that it was difficult to rate them as they felt they had the

same importance and left the question blank.

The data gained in this section on information that should be provided to
patients considering having treatment with ECT were very useful in
informing the statement of the knowledge base that a patient is required

to have to give full, informed consent in the Delphi phase of this research.
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It was interesting to note that most of the statements from the
information that could be provided to patients and also the side effects
that could occur which were adapted from the ECT nurse questionnaire
and included in the statement of knowledge reached a consensus. The
only original statement from the ECT questionnaire that did not receive

consensus in the second round of the project was psychiatric complaints.

6.4.4 Provision of consent

In total 67% of the participants considered that patients in their practice
were not giving informed consent to receive ECT while 33% stated that
none of their patients were providing informed consent. Therefore,
according to the assessment of participants, it would appear that quite a
high percentage of patients were not providing informed consent. Rose et
al (2005) concluded from their research on patient's perspectives on the
information provision and consent procedures surrounding ECT that the
patients who received it found that the information and consent process

were unsatisfactory.

As noted earlier, some patients referred for ECT could be suffering from
cognitive impairment due to the severity of their illness and may have
difficulty comprehending the information provided to them (Kashka and
Keyser 1995). There is also evidence in the past that patients were not
being provided with sufficient information from research, such as in
studies by Freeman et al (1980), Pippard and Ellam (1981) and more

recently Rose et al (2005) as above. The participants in this research
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indicated that this is still occurring. Lapid et al's (2004) conclusions from
their study, which included the significance of organizing teaching
sessions for elderly patients who did have restricted comprehension of the
treatment, could be integrated into practice in ECT with all patients
suffering from cognitive impairment in order to increase their capacity to
provide informed consent. It is also essential that the practitioner (this
could be the nurse or doctor) ascertains that the information that is
provided to patients to inform their decision is comprehended by them on
an ongoing basis (Rose et al, 2005). Therefore the patient receiving ECT
should be assessed before, during and after ECT treatment during the
course to ensure that they have understood and retained the information
regarding ECT to ensure they are giving full, informed consent to each
ECT treatment. NHS Education for Scotland (NES) (2007) describes the
ten fundamental collective skills for mental health practice which include
performing in alliance with the patient. They continue that in order to do
this, practitioners should employ individuals as associates in their own
therapy in an approach which increases their part in determining the

outcomes and executing their preferences.

The participants fed back their accounts of the practice which had
occurred when they considered that patients were not giving informed
consent. This practice included postponing treatment until the patient was
reassessed by the multidisciplinary team and the utilization of the Mental
Health (Care and Treatment) (Scotland) Act 2003 or the Adults with
Incapacity (Scotland) Act 2000 as described by Barnes et al (2005) which

would appear to follow good practice guidelines.
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According to the ECT nurses' responses to the question on the elements of
informed consent, the ECT nurses had the largest percentage of responses
in the 'strongly agree' category with one element receiving 50%, five
elements receiving 58.3% and three elements receiving 66.7%. The ECT
nurses' perception of the nursing student's knowledge contained five
elements receiving 8.3% in the 'strongly agree' category, 4 elements
gaining 16.7% and one element gaining 25%. The ECT nurses' perception
of the medical staff's knowledge was that two elements received 8.3%,
five elements gained 16.7% and two elements gained 25%. According to
these percentages it would appear that the ECT nurses perceived that
their overall knowledge of the elements of informed consent was best
followed by the knowledge of medical staff and then nursing students.
However, Chada et al's (2004) research concluded that although all
healthcare staff in their study required to enhance their understanding
and skills in the consent procedure, doctors' knowledge was
predominantly more advanced to that of the nurses and ODPs that took
part in the project. Byrne et al (2006) also determined that the nursing
group in their research had a less satisfactory knowledge of ECT in
general than the psychiatrists, anaesthetists and medical students who
completed their questionnaire. They also concluded that nursing students

had a better knowledge than qualified nurses.

On reflection, the research question did not differentiate between the
knowledge of medical staff in the multidisciplinary teams or ECT clinic
although the original purpose of this part of the research was to ascertain

the ECT nurses' opinions of the knowledge of the medical staff in the
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multidisciplinary teams. It had been expected that this objective would be
achieved in the second stage of the project which proposed to evaluate
medical and nursing staff's knowledge and understanding of the principles

of informed consent, but that stage did not occur.

The results indicated in particular that the ECT nurses were largely
‘unsure' whether medical staff had sufficient knowledge of providing
sufficient information to patients in the informed consent process and a
few participants ‘'disagreed' that medical staff provided sufficient
information. However, as previously discussed, the GMC (1998) stated
that doctors must ensure that patients have been provided with enough
information, in @a manner that they can comprehend, in order to make it
possible for them to execute their entitlement to arrive at informed
judgements regarding their treatment. Coulter et al's (1999) study
evaluated the patient information available for ten common conditions and
treatments. They organised reviews of 54 of the materials provided by
organisations such as self help groups, NHS trusts and professional
bodies. The reviews were carried out by 62 patients with their own
knowledge of the particular conditions and 28 medical or academic
professionals who were accustomed with the accessible study information.
Coulter et al (1999) concluded that doctors may at times be deficient in
their knowledge of treatment options and their outcomes. This may
therefore affect the patient's ability to give informed choices due to the
lack of quality information given. Coulter et al (1999) state that patients
in their study had required much more information than they were

actually given. Included in the recommendations that they made to the
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NHS Executive were that all doctors were to be given instruction in
communication techniques and procedures to support joint decision

making.

Sharma et al (2003) conducted a prospective audit of patients who were
having elective orthopaedic surgery in order to determine how
meaningfully patients were consented at a busy teaching hospital. A
questionnaire evaluating the standard of information provided to patients
and their general contentment with the method of informed consent was
distributed to 76 patients directly after they had given informed consent
to go through an operation. The results illustrated that although patients
were regularly given insufficient information about the procedure such as
how alternative treatment choices were only considered with 42% of
patients (Sharma et al, 2003), 99% of patients felt that the amount of
information provided was about right and enabled them to reach an
informed decision. Sharma et al (2003) suggested that there needs to be
a means of enabling patients to have as much information as they want
on an individual basis and this could be achieved by providing a sequence
of written information sheets comprising of an increasing standard of
detail. Primarily patients could be given the basic information and if
additional information was requested then it could be given. Coulter et al
(1999) also assert that information should be pertinent and evidence

based in a design that is suitable and beneficial to patients.

Research such as studies by Gass (1998) and Culas et al (2003) also

concluded that healthcare staff's knowledge of ECT in general did require
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improving. Pippard (1992) concluded that most nurses gained their
expertise by practising with knowledgeable staff and this would appear to
be mostly relevant to the present training of ECT nurses. One participant
replied to the question asking if they thought that they had sufficient
knowledge on the elements of ECT that there "needs to be better training
process for ECT nurses". The participant also stated the same about
nursing students and that she did not know what college provided for
students. It would appear from this research that ECT nurses, nursing
students and medical staff all require more training surrounding the
elements of informed consent although further research would be useful
to further ascertain the knowledge of medical and nursing staff in this

area.

It is evident from the ECT nurses' replies that a large percentage of them
had challenged medical staff prescribing the treatment when they thought
that the patient was not giving informed consent. This is similar to
Clarke's (1995) description, that the nurse should have an attitude of
supporting the patient and acting as an intermediate between the patient
and medical staff in the consent process. Judging from the participants'
qualitative comments, as previously described, of how they had defended
their patients when they did not perceive that they were providing consent
that was informed, then this would appear to be the role that is taking

place in practice.

The participants perceived marked differences between the occasions

when they thought medical staff and nursing staff appeared to be coercing
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patients into having ECT. More research would need to be carried out in
order to establish if a wider range of participants had the same
perceptions of the difference between nursing and medical staff with
regard to the possible coercion of patients. It should be noted that
participants in this study had not offered many descriptions of what had

happened when they thought a patient had been coerced into treatment.

One participant described what had happened when she had considered
that a doctor had been coercing a patient into having ECT and had told
the patient that "It will make you better". This is similar to Kashka and
Keyser's (1995) description of how a nurse's words, which had probably
been said in order to comfort the patient, could be understood to be
coercive. It would appear that both doctors and nurses have been noted
to have employed coercion in order to persuade the patients in their care
to accept ECT. However, O'Brien and Golding (2003) assert that
practitioners do not use coercive actions due to the fact that they choose
to operate in this way. Nevertheless, O'Brien and Golding (2003) submit
that coercion takes place more than it should. Lutzen's (1998) qualitative
study examined subtle coercion in mental health practice. This was done
by collecting data from unstructured interviews which were held with ten
British nurses who had extensive practise in mental health nursing. Lutzen
(1998) submits that in circumstances where nurses perceive that coercive
measures are essential, they state that these measures are morally
difficult. Lutzen (1998, p.104) gives an example of this by describing an
interview with a nurse who was using the gentle method of "persuading" a

patient. This was described as attempting to bring about the client's
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comprehension, but this action was not successful and the team required
to employ substantial pressure to ensure he did not run away from the
ward. The nurse described this as very onerous. Rose et al (2005) also
described how a third of the patients in their study felt that they had been
coerced into having the treatment and patients had included reasons such
as lack of information about the treatment or having felt pressed into it by
medical staff. O'Brien and Golding (2003) outline how coercive actions are
comparatively frequent in psychiatry. They also state that in psychiatric
practice it is often considered that the expectation to respect the patient's
autonomy is not exercised due to the belief that the ideal of valuing self-
determining judgements is only relevant to capable judgements.
Therefore, because they are psychiatric patients, they have an absence of

capacity so staff are at liberty to coerce them for their own benefit.

It was also interesting to note that many of the ECT nurses didn't know if
nursing staff had coerced patients into having the treatment. The only
reason given for this was by one participant who stated "Unsure as staff I
have personally observed have referred the patient to myself." Perhaps
this was so that, as ECT nurse, she could assist in the assessment of the

patient's consent status.

It would appear from the responses to this part of the study that both
medical and nursing staff's awareness of the ethical consequences of their
interactions with patients should be increased so that the patient always
signs the consent form on an informed and voluntary basis. Therefore

more training should be available for practitioners on this aspect of the
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informed consent process. This is an area which would benefit from
additional research to further ascertain practitioner's perceptions of the

coercion of patients in the informed consent process in their practice.

6.4.5 Confirmation of consent

83.3% of the participants replied that the patient's consent was confirmed
after every treatment during the course of ECT. This means that the
patient's consent was confirmed prior to the next ECT treatment being
administered. This would have indicated that good practice was taking
place at the ECT centres where the participants worked. However, 41.7%
of the participants replied that most informal patient's consent is reviewed
after every second treatment. The Scottish ECT Accreditation Network
(SEAN) have created an ECT database for ECT centres in Scotland which
requires medical staff to enter on the programme that they have reviewed
the patient's consent after every second treatment which may account for
this response from participants. As described by Barnes et al (2005) some
patients receiving ECT may be cognitively impaired due to the acute
depressive disorder from which they are suffering. This may result in
patients being unable to remember precisely what they have consented to
with regard to subsequent treatments therefore consent must be sought
prior to each ECT treatment. Caird and Worrall (2003) also assert that the
patient's initial and continued consent should be verified before each

treatment is given.
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41.7% of the participants replied that the detained patient's consent to
ECT is reviewed after every treatment or after every second treatment
which again would indicate that good practice is taking place in the ECT
centres where the participants practice. This was important due to the fact
that the detained patient's consent status could change during the course
of the treatment, for example, if their mental state improved they could
be capable of providing informed consent. The GMC (1998) also states
that the patient's consent should be reviewed if there have been any

significant variations in the patient's physical/mental status.

6.4.6 Patient's capacity to provide consent

66.7% of the participants replied that the cognitive function of patients
receiving ECT was assessed by the prescribing team using the mini mental
state examination (MMSE) most commonly. This was encouraging due to
the fact as described by CRAG (1997) that the illness and treatment itself
can cause memory impairment. Some of the participants had replied that
the patient's cognitive function was assessed prior to and after ECT.
However, there was a variation in the amount of participants who stated
that the cognitive assessment of patients was assessed at the ECT suite.
50% of the participants said that it was always done although 25% of the
participants stated that this was never done. CRAG (1997) outlines that
the nurse should re-orientate the patient following treatment. This is an
area that could be improved upon in order to ensure that patient has been
re orientated to time, place and person as much as is possible following

the treatment and that discussion takes place between the referring team
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and the ECT suite regarding the patient's cognitive function during the
treatment course as also described by CRAG (1997). This is an area where

staff could benefit from further training on.

If at any stage of the patient's treatment it became apparent that the
patient could not recall giving informed consent the ECT nurses replied
that they liaised with the ECT consultant psychiatrist and referring team
so that the patient's consent status was reviewed and the treatment was
postponed until this was done. One participant stated that the doctor
would ensure that the patient signed another consent form prior to each
treatment. Another participant replied that they would "insist" that the
patient's consent status was reviewed which would appear to indicate that
the ECT nurse does have a more important role in the consent process
than that, which is recognized in practice or the literature. There is
evidence from the qualitative comments that some of the participants do
assist in assessing the patient's decisional capacity and ability to make a
voluntary choice to provide informed consent, such as the ECT nurse who
described part of the ECT nurse's role in the informed consent process in
this way:

"I consider that the ECT nurse has a very important role to

play as generally speaking she is the last person to have a

dialogue with the patient before delivery of ECT. Also he/she

has a full understanding of the process of assessing [the]

validity of consent and is competent to form decisions

regarding the outcome of her assessments".
However, only 50% of the participants had replied that they considered

that assisting in assessing both these elements of informed consent was

partly their responsibility. Perhaps this is dependent on the length of
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experience the ECT nurse had, how many patients were treated or if the
role of ECT was the nurse's main responsibility as opposed to some ECT
centres where there is a pool of nurses based on a ward who perform the
ECT nurse's role. This part of the nurse's role is described in general
literature on the nurse's role in informed consent such as in work by
Scholefield et al (1997), Cable (2003), Usher and Arthur (1998) and the
NMC (2004) but not in good practice guides on ECT such as those

provided by CRAG (1997) and Cullen (2005).

Some of the main points that can be taken from the discussion on the ECT
nurses' interpretation of their role in the consent process are that the
nurses did not always ensure that patients received enough verbal and
written information about the treatment; there was a variation between
the participants' response to the question on their role in assisting in the
assessment of the patient's decisional capacity and voluntarism and ability
to consent voluntarily qualitative comments of their role in this element of
informed consent. The nurses perceived a large part of their role to be
administrative and monitoring that patients continue to consent to the
treatment as well as informing medical staff if a patient were unsure or

refused the treatment.

There was a variation in the importance that the ECT nurses gave to the
information that should be provided to the patients including information
on side effects. A high percentage of the participants perceived that some
patients in their practice had not given informed consent and that ECT

nurses, medical staff and students' knowledge of the elements of informed
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consent should be improved. A high percentage of the participants stated
that they had challenged medical staff when they had perceived that they
were prescribing ECT when a patient was not giving informed consent.
Most of the participants stated that the patient's consent to ECT was
confirmed after every treatment and the patient's consent was reviewed
after every second treatment. The detained patient's consent was
reviewed most commonly after every treatment or after every second
treatment. The assessment of the patient's cognitive function was usually
assessed by the prescribing team using the MMSE but a proportion of the

participants stated that this was not done by the ECT team.

6.5 Knowledge base that patients require to have in order to
provide informed consent

6.5.1 Delphi questionnaires

The Delphi process was a useful method to use in this project because, as
described by Whitehead (2008), a consensus of opinion was achieved in
most of the statements in the questionnaires which could be presented as

a foundation to further inform present practice.

The information that the participants sent back, particularly in the first
round of questionnaires, was full of useful suggestions on what they would
like included in the statements, and they also offered insights which were

useful to amending the statements in the second round.

181



6.5.2 Statement of knowledge

A consensus of 75% and above was gained in 72% of statements of
knowledge in the second round of the Delphi process relating to the
response of 'very applicable' which was considered to be a satisfactory
level of consensus. The consensus of opinion had increased compared to
the consensus received in the first round which was 38%. Included in the
8 statements that received a 100% consensus from the participants were
elements on ECT and consent; anaesthetic and muscle relaxant; fasting
requirements; duration of an average course and the physical
examination. It was interesting to note that these elements received a
different rating in the ECT nurse questionnaire with ECT and consent being
rated as the 5th most important item of information that a patient should
be provided with; anaesthetic and muscle relaxant being rated 4th most
important and the duration of a course of ECT as 8th most important. The
physical examination statement was added in at the second stage of the

project.

13 of the other statements achieved a consensus of 75% or above. These
included statements on the nature of ECT, why is ECT prescribed, ECT and
consent, alternative treatments to ECT, effectiveness, long term reported
risks and mortality rate, fasting requirements, duration of an average
course and physical examination. Therefore these components of the
informed consent procedure which the participants reached a consensus
on were perceived by them as being important statements to include in

the statement of knowledge.
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The elements of the statement of knowledge that did not receive a
consensus from the participants included the nature of ECT, why is ECT
prescribed, alternative treatments, effectiveness and reported risks,
although some of the statements in each of these elements did receive a
consensus. The statements that did not achieve a consensus from the
participants were based on literature from ECT good practice guides and

information on ECT are further described in appendix 17.

While the expert panel's collective opinion on what the statement of
knowledge should consist of is valued due to their knowledge of present
practice; perhaps the lack of consensus in some statements represents a
training issue for ECT consultants and ECT nurses. In particular the
elements of informed consent that the practitioners could benefit from
further training on include the nature of ECT, why ECT is prescribed,
alternative treatments, effectiveness and reported risks, although some of
the statements in each of these elements did receive a consensus.
Alternatively, statements that did not receive consensus, such as
prolonged seizures, could be included in the information giving process at
a further stage through the patient's course of treatment or at the
patient's request. Also, the information on prolonged seizures was in ECT
good practice literature such as CRAG (1997) but was not contained in
patient information such as Mayo clinic (2004) or American Psychiatric
Association (2004). Therefore, it could be perceived that informing
patients about the risks of prolonged seizure is not what is required in the
statement of knowledge that patients should be aware of prior to

providing informed consent to ECT. The GMC (1998) describes that the
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quantity of information that the practitioner gives the patient will also
depend on the patient's individual request which practitioners should bear
in mind when providing information to the patient receiving ECT. The main
issue would be that the patient is aware of the nature, purpose and likely
effects of the procedure as described by Mental Welfare Commission

(2005) in order to give valid informed consent to the treatment.

In order to ascertain the patient's standard of knowledge throughout a
course of ECT the statement of knowledge would require to be tested on
patients in a routine care setting in a further research project. A self
report "test" would also be developed and would measure the quality and
retention of the information on the statement of knowledge by a patient
throughout a course of ECT. The statement of knowledge and self report
"test" would require to be validated and then it would need to be
determined in routine care how the quality of consent may vary during a
course of treatment. This proposed research would seek to determine the
impact of structured information delivery and consent evaluation on

quality of consent compared to standards achieved in routine care.

6.5.3 Roles and responsibilities of medical and nursing staff

There was a total of 66% consensus for the statements in both sections as
to what the participants considered to be essential in the roles and
responsibilities of medical and nursing staff. There was a difference in
consensus between the roles and responsibilities of medical staff and

nursing staff with the statements concerning the medical staff role gaining
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a consensus of 75% and nursing staff just 56%. This may suggest that
medical staff and nursing staff are more aware of the medical staff's role
than the nurse's role and responsibilities with regards to the informed
consent process. The results may have also been affected by the four
nursing staff whose questionnaires were received too late to be included
or the one nurse who did not participate in the second round. Perhaps the
difference in consensus between the roles is also due to the fact that there
appears to be more literature concerning the medical role than the
nursing role with regards to informed consent and in particular, informed
consent in ECT therefore, in the author's opinion, the medical role is less

ambiguous than the nursing role.

There was also a decrease in the statements that received a 100%
consensus in the medical role which decreased from 34% in the first
round to 19% in the second round. However, the amount of statements
receiving 100% consensus in the nursing role increased from none in the

first round to 18% in the second round.

A total of 34% of the statements did not receive consensus in the second
round of the Delphi process. A description of the literature on which some

of the statements were based is detailed as follows:

The psychiatrist administering ECT confirms that the patient is giving
voluntary consent prior to each treatment proceeding.

Although this statement received a response that was just under the 75%

required for consensus in this study, professional guidance such as the
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GMC (1998) described how it is the doctor who is performing the
treatment who should be certain that consent is gained. CRAG (1997) also
state that the psychiatrist should verify that consent is legitimate in
advance to the ECT treatment taking place. Therefore this is a part of
practice in informed consent that the participants may require further

training on.

An equitable relationship is formed with the informal patient so that the
decision to receive ECT is made jointly between the patient and the RMO.

Although a consensus was not gained, this statement received a response
of 73% from the participants who considered it to be essential in the roles
and responsibilities of the nurse while it gained 64% from the participants
who considered it to be essential in the roles and responsibilities of
medical staff. The balance of the rapport between the practitioner and
the patient is a significant part of the informed consent procedure but the
evidence gained in this research indicates that the participants' perceive
the importance of an equal relationship with the patient as being more
important in the nurse's role in the consent process than the medical role.
Doyal (2004) stated that patients felt that their exchanges with doctors
could be hurried and could comprise of an absence of purpose. This is an
area that practitioners could receive further training on so that patients
receiving ECT's contribution to their own care is acknowledged and they
are perceived as being associates in their own treatment as outlined by

the NMC (2004).

The nurse assists the referring psychiatrist in assessing the patient's
decisional capacity to ensure that informed consent is valid.
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The nurse assists the referring psychiatrist in confirming that the patient
is giving voluntary informed consent

Both these statements did not receive a consensus of opinion but the ECT
nurses' qualitative comments in the ECT nurse questionnaires supplied
evidence that they did assist in these elements of informed consent in
practice. As described by Sims (2008) nurses may be the initial person to
recognize any possible complications in the informed consent procedure
due to the fact that they often have the most contact with patients and
their relatives. They may comprehend that the patient and/or their family
may not completely appreciate the procedure. Therefore the ECT nurse or
the ward based nurse may be first to ascertain that the patient does not
have the decisional capacity to give informed consent or may not be
giving voluntary consent to the treatment.

Ensuring that coercion is not employed at any time in order to persuade
the patient to have ECT.

Beauchamp and Childress (2001) state that coercion exists if one
individual deliberately uses a conceivable and harsh risk of pressure to
dominate another. The statement above from the Roles and
responsibilities questionnaire regarding ensuring coercion is not employed
received a response just under the consensus level in the nursing role
section. However, CRAG (1997) recommends that no type of coercion
should be used at any point to influence a patient to receive ECT. This is
especially important as it is extensively described in healthcare and
consumer literature that although patients were not detained under a
mental health act to receive ECT, they frequently perceived that they had

not supplied their consent voluntarily (Rose et al, 2005).Therefore, nurses
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should be aware of the moral/legal consequences of their interventions
with patients as described by Kashka and Keyser (1995). The same
statement received a consensus of 82% as essential in both the first and
the second round of questionnaires in the medical role; however one
participant added this interesting comment in the first round of the Delphi
process:

"Whilst I agree that coercion would always be inappropriate,

persuasion may be the most pragmatic option when you have

a patient who is suffering greatly or at heightened risk and

you believe that ECT will be the most appropriate treatment -

however this would be true for any significant medical

procedure”.
The participant's comment is understandable when the practitioner is
dealing with a patient whose iliness is severe; nevertheless, what is the
difference between persuasion and coercion? The Mental Welfare
Commission (2003) describes how the practitioner who is trying to bypass
using the Mental Health (Care and Treatment) (Scotland) Act 2003 might
use what they consider to be reasoning skills in order to persuade the
patient to receive treatment willingly. However, this could still be
perceived by the patient as coercion and may in fact be coercion. Kashka
and Keyser (1995) also state that indirectly influencing the patient can

affect their consent status because unimpeded consent is debatable

whenever any form of coercion or "persuasion" is demonstrated.

A more detailed description of the statements that did not receive

consensus is detailed in appendix 18.

188



The statements that received 100% consensus in

featured in Table 22.

Table 22. Medical role - 100% consensus

the medical role are

The patient's decisional capacity is
assessed by the referring psychiatrist to
ensure that informed consent is valid

Desirable

Essential

100%

Not
applicable

To ensure that the patient understands the
nature, purpose and consequences of
receiving the treatment and therefore what
he or she is consenting to

100%

When ECT is considered the best treatment
option for a patient but due to their mental
state they are unable or unwilling to give
consent then action under the Mental
Health (Care and Treatment) (Scotland)
Act 2003 or the Adults with Incapacity
(Scotland) Act 2002 is employed and a
doctor from the Mental Welfare
Commission provides a second opinion

100%

Ensuring that the relevant documentation
regarding the Mental Health (Care and
Treatment) (Scotland) Act 2003 or the
Adults with Incapacity (Scotland) Act 2002
has been completed and is available for
inspection

100%

The informal patient is made aware that he
or she can withdraw their consent to ECT at
any time

100%

Patients' questions about ECT should be
answered as truthfully as possible

100%
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The validity of the consent form and other
relevant Mental Health legislation
documentation is continuously reviewed
throughout the course in case the patient's
consent status has changed and the 100%
documentation requires to be amended

The statements including the employment of the Mental Health (Care and
Treatment) (Scotland) Act 2003 and the Adults with Incapacity (Scotland)
Act 2002 and ensuring the relevant documentation regarding the Mental
Health Act had been completed and were available were elements
receiving 100% consensus as essential in both the medical and nursing
sections. This issue has been documented in ECT good practice guides
such as Barnes et al (2005), CRAG Working group on Mental Illness
(1997) and Caird and Worrall (2003). Reviewing the validity of the
consent form and other relevant Mental Health legislation documentation
continuously throughout the course also gained 100% consensus as
essential in the medical role as documented in sources such as Ritter

(1989) and the Mental Welfare Commission (2003).

Other statements which received 100% consensus as being essential in
the medical role was the referring psychiatrist assessing the patient's
decisional capacity to ensure informed consent is valid as documented by
research based literature such as Lapid et al (2004) and good practice
based literature such as Barnes (2005), the Mental Welfare Commission
(MWC) (2003). Ensuring the patient understood the nature, purpose and
consequences of receiving the treatment and therefore what he or she is

consenting to is documented in good practice guides such as Grampian
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University Hospitals NHS Trust (2002), Caird and Worrall (2003) and the

Medical and Defence Union of Scotland (2004).

Ensuring the patient is made aware that he or she can withdraw their
consent to ECT at any time achieved a 100% consensus as essential in the
medical role as described in good practice guides such as BMA (2003),
NHS Scotland (2006) and National Institute for Clinical Excellence (2003).
The final statement to receive 100% consensus in this section was the
patients' questions about ECT should be answered as truthfully and fully
as possible as documented in good practice guides such as the GMC

(1998), Department of Health (2001) and BMA (2003).

Included in the other statements which received a consensus from the
participants in the medical role were elements of informed consent such
as the provision of sufficient information as described by the Mental
Welfare Commission for Scotland (2003) and Rose et al (2005). This
differed from the ECT nurses' perception that 41.7% were unsure if
medical staff provided sufficient information. The mix of participants in the
second stage of this research of ECT consultants, ECT nurses and a
representative from a user group provided further data on the perception
of the medical staff's role in this element of informed consent. Ensuring
the patient understood the information on side effects and risks of
receiving ECT as described by NICE (2003) and NHS Scotland (2006) and
that the patient is aware of the purpose and intended benefits of ECT
including probability of success as documented by GMC (1998) and the
BMA (2003) also received 91% of the participants' consensus. The

provision and understanding of the information given appeared to be an
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important part of the participants' perception of the medical role in the

informed consent process.

Only a small humber of the statements (7) achieved a 100% consensus

but nevertheless these items give a clear indication of what the panel

considered to be important in the medical role in informed consent.

The statements receiving 100% consensus in the nursing role are featured

in Table 23.

Table 23. Nurses role - 100% consensus

To understand the application of the
Mental Health Act in relation to ECT and
the provision of nursing care in ECT
when it is administered without the
patient's consent

Desirable

Essential

100%

Not
Applicable

Ensuring that the relevant Mental Health
legislation documentation regarding the
Mental Health (Care and Treatment)
(Scotland) Act 2003 or Adults with
Incapacity (Scotland) Act 2002 has been
completed and is available

100%

The nurse understands the nature,
purpose and effects of ECT

100%

In an emergency situation when a
patient's life is at risk the nurse assists
in the administration of ECT to the
patient as directed by Medical staff

100%

When information is refused by a patient
this should be documented in the
patient's case file/care plan

100%

The patient's informed consent is
verified prior to each ECT treatment

100%
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The statements achieving consensus (100%) in the nursing role were
understanding the application of the Mental Health Act in relation to ECT
and the provision of nursing care in ECT when it is administered without
the patient's consent as documented by good practice guides such as
Cullen (2005), Ritter (1989), NMC (2004). The statement the nurse
understands the nature, purpose and effects of ECT was supported in
literature on informed consent in nursing such as Scholefield et al (1997)
and Sweeney (1991). Other statements reaching consensus in the nurses

role were: In an emergency situation when a patient's life is at risk the
nurse assists in the administration of ECT to the patient as directed by
Medical staff which was based on literature in good practice guides such
as the NMC (2004), the Scottish Executive Health Department (2005) and
Grampian University Hospitals NHS Trust (2002). When information is
refused by a patient this should be documented in the patient's case
file/care plan as recorded in literature on informed consent such as Kirby
(1983) and Meisel and Kuczewski (1996). The final statement to receive
100 % consensus in this section was: The patient's informed consent is
verified prior to each ECT treatment as documented by the MWC (2003),
Caird and Worrall (2003) and the Scottish Executive Health Department
(2005). These six statements also give a clear indication of what the panel

believed to be essential in the nurse's role in informed consent.

Included in the other statements that received a consensus of 75% or
above in the nursing role are: If the patient is unsure or refuses to give
consent to ECT this is accepted and the treating psychiatrist is informed of

this decision so that the patients' consent status and the continuation of
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the treatment can be reviewed, as documented by Kashka and Keyser
(1995) and Ritter (1989). Continuously assessing the validity of the
consent form and other Mental Health documentation as described by
Barnes et al (2005) and the Mental Welfare Commission (2003) also
received a consensus. These were also elements that received a high
percentage of the response from the ECT nurses in stage one of this
research. Ensuring the patient's questions are answered as truthfully and
fully as possible as documented by the Department of Health (2001) and
Scholefield et al (1997) and ensuring the patient has sufficient time
without being subject to pressure to reflect on the information prior to
consenting to ECT as documented by Meisel and Kuczewski (1996) and
the Scottish Executive Health Department (2005) also appeared to be
important elements of informed consent in the nursing role from the

participants' perspective.

The statements in the second stage of this research were informed by the
data gained from the participants in the first stage of the study, the ECT
nurse questionnaire and information from good practice guides on
informed consent. The panel's opinion is respected due to their level of
expertise in ECT; however, the participants' lack of consensus in many of
the statements appears to indicate the requirement for further training on
the elements of informed consent for both medical and nursing staff in
order to enhance their awareness of consent. In particular, in the medical
role the elements of informed consent that practitioners would benefit
from further education and training on include that the psychiatrist

administering ECT should confirm that the patient is giving voluntary
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consent. Also the importance of forming an equitable relationship with the
informal patient so the decision to receive ECT is made jointly between
the patient and Responsible Medical Officer and ensuring the patient
detained under The Mental Health (Care and Treatment) (Scotland) Act
2003 is aware of advocacy and the importance of maintaining a
therapeutic relationship with the detained patient are elements that the
panel may require additional training on. Ensuring the patient is aware of
the possible risks involved in choosing not to receive treatment; providing
relatives and carers with information about ECT; when the patient has lost
capacity to provide informed consent any advanced directives should be
taken into account. Information previously given should be repeated
during the course of ECT and patients should be advised whether the
treatment is to be bilateral or unilateral and their views on this taken into

account when possible.

In the nursing role the elements of informed consent that practitioners
could benefit from further education and training on include the
importance of the nurse assisting the referring psychiatrist in assessing
the patient's decisional capacity and voluntarism to provide informed
consent and ensuring that the patient understands the nature, purpose
and consequences of receiving treatment; ensuring coercion is not
employed at any time to persuade a patient to have ECT. The patient
should have access to independent advice; if the patient appears unsure
about receiving ECT they should be given the opportunity to address
concerns and the possible benefits of treatment should be re - iterated to

ensure they have the information to inform their decision. Patients
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understanding of the information provided and the side effects and risks
of ECT should be confirmed prior to the completion of the informed
consent document. Finally, the nurse should assist in the assessment of
detained patient's competence to give informed consent continuously
throughout the course in order to determine if they have regained the

capacity to give informed consent.

Further education and training on these aspects of informed consent
would further benefit the practice of ECT consultants and ECT nurses and
the service delivery of ECT so that each treatment the patient receives is
administered in the context of fully informed consent. However, a further
round of the Delphi may have provided additional consensus as the
percentages gained for many statements was just 2% under the 75%
required to achieve consensus although this was not possible due to the

time restrictions of the study.

Perhaps a method such as a focus group as described by Keeney (2006)
could also be facilitated in order to draw parallels between the results
gained which would further increase the reliability of the data gained in
this project. A group of ECT consultants, ECT nurses and representatives
from user groups could be gathered together and their views and insight
on the statements in the questionnaires could be collected in order to
further validate the findings in this study as also described by Parahoo

(1997).
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The roles and responsibilities of medical and nursing staff in the informed
consent process in ECT document could be further developed and used to
inform the routine practice of all medical staff and nursing staff involved in
the administration of ECT. This would include both the staff involved in the
administration of ECT and ward based staff on the wards referring patients
for ECT. The development of present practice surrounding the informed
consent of patients would benefit the service delivery of ECT in Scotland.
This may be as part of the SEAN network where the findings of this
research will be disseminated and also nationally if other ECT services in
Britain decided to adopt the findings of this research and integrate it into
their practice and service delivery. The findings will also be discussed with
the ECT consultant and managers of local services so that they can be

applied to present practice in ECT.

6.6 Strengths and limitations of the study

As associated with most research projects, this study had strengths and
limitations. The most important strength is that the project investigates
an area that has not been previously researched which could be the
foundation for further research. Therefore, this could be carried out on a
larger scale beyond the confines of Scotland, in the future. The
questionnaires created in this research - the statement of the knowledge
base that a patient is required to have to give full informed consent and
the roles and responsibilities of medical and nursing staff in the informed
consent process - could formulate a baseline to inform practice in

informed consent in ECT. A tool has been created in the formation of 'the
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statement of knowledge base that a patient is required to have to give full
informed consent' (Appendix 13) which can be used in practice to assist in
ensuring that patients are giving informed consent to ECT. This will assist
in improving the quality of consent and a consensus of opinion on the
roles and responsibilities of medical and nursing staff in the informed
consent process and could further inform practice in this area which will

enhance the service delivery in ECT.

In the study the use of qualitative and quantitative methods meant that
the quantitative method used in the ECT nurse questionnaire informed the
development of the Delphi questionnaires. The ECT questionnaires also
resulted in qualitative data being gained from the open questions which
was also very useful in informing the aims and objectives of this research.
The drawback of using different methods was as the length of time it took
to collect and analyse the different types of data within the time limits of
the research period particularly with being a first time researcher and
balancing the demands of the research with a demanding full time post.
However, the data were gathered and analysed within the time frame of

the research period.

The questionnaires were a valid method as described by Parahoo (1997)
as the questions used within the questionnaires in both sections combined
appeared to answer the research's aims and objectives and sufficiently
typify the variety of theories of informed consent which were being
examined in this research. The time taken in the pilot phase of the

research which included the careful design, creation, piloting and
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modification of the questionnaires in both stages was beneficial in
increasing the validity and reliability of the findings. As described by
Oppenheim (1992), the pilot phase increased the content and face validity
of the questionnaires by receiving valuable feedback which assisted in the
formation of the final draft. If the questionnaires were to be replicated in
another study the instructions and statements are comprehensible enough
for participants to understand and answer (Parahoo, 1997). However, the
reliability of the questionnaire has not been established due to the size of

the study.

The advantage of using the questionnaires as a method at both stages of
the research is that the participants' answers were anonymous so they
could offer their opinions on the practice of informed consent without
being recognized as described by Parahoo (1997). The content validity of
the questionnaires was also appraised during the process in both stages
as the participants were invited to submit any element which they would
like included. Their suggestions were evaluated and included in the second
stage of the Delphi process questionnaires. The author tried not to allow
her own biases on the subject of informed consent, which were gained
after seven years practice experience, affect the results of the research as
described by Parahoo (1997). The steps taken were to describe any
thoughts and feelings throughout the process in a research journal which
were discussed in supervisory meetings; the questionnaires were also
based on the literature reviewed. The data that did not correspond with
the author's beliefs were equally reported such as the ECT nurses

response in the ECT nurse questionnaire that only 50% of them assessed

199



the patient's decisional capacity and voluntarism to provide informed
consent. The participants' suggestions and opinions were appreciated and

included in the formation of the Delphi questionnaires.

The study was small therefore its findings cannot be generalized. It was
not possible to know how many of the 144 questionnaires were actually
distributed to practitioners but the response rate was poor. The low
response rate to the ECT nurse questionnaire was likely to have caused a
consequent bias in the results as described by Oppenheim (1992) as the
participants could have been considered to be less representative of the
sample that was aimed at. However the participants that did take part
provided data which were very beneficial in informing the research on the
present practices of the professionals involved in the informed consent of
patients receiving ECT which assisted in the development of the Delphi
questionnaire in the second stage. There could be many reasons for this
low response rate but the initial pilot work that was completed indicated
that the questionnaire's content appeared to be understandable as the
participants at this stage were able to give prompt and comprehensive
answers to the questionnaire. Munn and Drever (1996) describe a
restriction of using questionnaires is that the results gained can be
information that is quite shallow and there is not the opportunity to
translate the point of the questions. However, the qualitative data in the
questionnaires that were received from the participants gave a good
insight into the ECT nurses' perception of their role in the informed
consent process. Another limitation of using the questionnaires as a

method is the fact that the data collection depended on the participants
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reporting on their own practice therefore the data is dependent on what
the participants said occurred in their practice rather than what actually
happened. Additional research covering a wider demographic area outside
Scotland and a therefore a larger sample would further add to the

reliability and validity of the results of the ECT nurse questionnaires.

The strengths of using the Delphi approach to gain a consensus on the
statement of knowledge and roles and responsibilities of medical and
nursing staff is that a panel who were expert in ECT's opinion was gained
on these elements of informed consent. Huang et al (2008) describe the
Delphi process as an effective method for organizing a panel's
correspondence and establishing a structured opinion in the process of
reaching a conclusion which, in this research culminated in devising the
two questionnaires. However, in retrospect, the limitations of using this
panel is that there was an imbalance of using one user and 16
professionals and representatives from an ethical expert would have been
very useful since informed consent is an ethical matter. Also, the fact that
the user representative's views were similar to the professionals indicates
that he/she had become an 'expert' patient/user and does not represent

the typical user.

Powell (2003, p.7) refers to the personal communication received that
offers criticism of the Delphi process stating that the Delphi was 'opinion
based' rather than 'evidence based'. (Silbert, 2000). However, Powell
(2003) concluded that the results of a Delphi illustrate a professional

viewpoint rather than the proven truth. There was also the concern of the
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drawback of the bias of choosing an expert panel that was already
involved in ECT therefore would have developed opinions and attitudes on
the subject. The advantage of having a panel that was expert in ECT for
this research was that the range of disciplines within the group and the
representative from a service user perspective provided constructive
suggestions and interesting feedback on the practice of informed consent
in ECT within the qualitative data that was received with the
questionnaires which greatly assisted in the development of the final

questionnaires.

However, Keeney et al (2006) report that there is a possibility of bias in
the 'experts' selected for the panel as they are particularly interested in
the theme which would be the case in this research as it is perceived that
the ECT consultants and ECT nurses would have a special interest in the
subject of ECT. In this study the experts chosen were from different
professional groups of doctors and nurses and also it was thought that the
user representative would offer another independent point of view.
Nevertheless, Keeney (2006) also describes the importance of the expert
panel requiring to be informed on the theme under investigation therefore

participants cannot be chosen by chance.

As suggested by Crotty (1993) this information would have been more
complicated to acquire by an alternative method such as a group or
committee. Whitehead (2008) also states that the Delphi process is more
resilient than other consensus methods such as focus groups. Another

difficulty was the loss of two participants and the late responses from four
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participants in the second round of the Delphi process which meant the
loss in the panel of five nurses and one ECT consultant. However, this left
a balance of disciplines in the expert group of 4 ECT consultants, 6 nurses
and the representative giving a user perspective. Parahoo (1997) states
that poorer response rates in subsequent rounds of the process can call
into question that a consensus of opinion was achieved. Nevertheless, the
reasons that the participants dropped out is not known so it is not
discernable how their absence may have distorted the findings of this
research. The final round of questionnaires contained a marked decrease
of qualitative comments and the majority of the statements had achieved
a consensus which appeared to indicate that the participants were

agreeing with most of the content of the two questionnaires.

6.7 Reflection

If I was to conduct the research again I would attempt to undertake a
design which was much less complex and time consuming as it was
difficult to complete this research within the time scale given. This could
be achieved by studying one element of the research at a time such as
the ECT nurse questionnaire and then the questionnaires in the Delphi
process. However, there was a conflict in the first stages of developing a
research proposal which was between the research I had been requested
to carry out for my workplace and the research I required to complete to

receive a higher degree in nursing.
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However, the research process has led to my development as a research
practitioner and the experience will be useful if I receive the opportunity
to conduct research in the future. The skills and knowledge I have gained
include developing literature review skills, designing questionnaires,
implementing and evaluating a research project, analyzing data, and
using the Delphi process. I have a greater understanding of the strengths
and limitations of using questionnaires as a research method. It has also
been a great opportunity to develop my computer skills and skills in giving
presentations which has been beneficial to my every day practice as a
health professional. I also feel that laterally I was able to direct my own
studies with some autonomy and have been able to critically reflect on my
own research in addition to the research of others. I have also learned to
question routine practice and understand the benefits of research based
practice to the improvement of patient care. I have developed skills in
articulating, defending and presenting my research and have also learned
to develop my knowledge and deepen my understanding of the theories,
principles and concepts which constitute informed consent and test the
effectiveness of the care which is presently provided as described by

Parahoo (1997).
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CHAPTER 7

Conclusions and recommendations

7.1 ECT nurses' perception of their role in the consent process

The ECT nurses' perception of their role in the consent process was largely
administrative - that of ensuring that the consent form is signed and
monitoring that patients continue to consent to treatment as well as
informing medical staff if the patient is unsure or refuses treatment. The
nurses also commented that their role was one of "protecting the patient"
which provides evidence that they perceive their role as evaluating any
concerns the patient had and passing them on to medical staff as
appropriate. The ECT nurses also indicated that they were often the last
person to spend time with the patient so could often identify and address

any last minute issues in the consent process.

Training issues were highlighted in the evidence provided by nurses. The
current training for student nurses and registered nurses should be
appraised to ensure that nurses have the necessary skills and knowledge
to provide information to patients in the informed consent process.
Particular issues related to assisting in ensuring that the patient
understands the nature, purpose and side effects of the treatment. There
was also a variation in the response to the questionnaire questions and
qualitative comments in the nurse's role in assisting in assessing the
patient's decisional capacity and voluntarism. The participants' qualitative

comments suggested that they perceived that they had a good
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understanding of assessing the validity of the patients' consent and felt

capable of making decisions based on their assessments.

There was a variation to the nurses' response to their role in providing
sufficient verbal and written information in the two stages of research;
however, the nurses considered it important to assess that patients
continued to consent to treatment on the basis of the information that

was originally provided.

Values that the ECT nurses considered were important in influencing the
Mental Health nurse's ability to provide care for patients included
possessing good communication skills in order to build an effective rapport
with the patient, respecting the patients as individuals and obtaining
consent before treatment. NES (2007) cites the SEHD (2006) document
which included reference to the importance of the practitioner possessing
an excellent communication technique, adhering to the principle of respect
and the importance of positioning the principles of the specific person at
the heart of practice. Therefore the NES (2007) 10 essential shared
capabilities could be incorporated into the ECT nurses' and ECT
consultants' CPD programmes in order to build on the values that they
already possess so that they are practising in accordance with the theories
and principles that support the Mental Health (Care and Treatment)

(Scotland) Act 2003.

There was a clear difference between the percentages the participants

gave to the elements of information and the side effects which indicated
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that they were sure of what information should be given to patients.
However, additional research would ascertain practitioners' views of

information that patients should be provided with.

A high percentage of the ECT nurses considered that they had recently
had patients who had not provided informed consent. The main reasons
given for this included that the severity of the patient's illness made it
difficult for them to provide informed consent due to confusion,
disorientation and lack of capacity to make an informed decision. Poor
information provision was also given as a reason. Kashka and Keyser
(1995) also suggest that patients referred for ECT could be suffering from
cognitive impairment due to the severity of their illness. Therefore Lapid
et al's (2004) approach could be adapted in order to organize structured
teaching sessions for patients suffering from cognitive impairment who
are going to receive ECT in order to increase their capacity to provide
informed consent. The practitioner should also ascertain that the
information provided to patients to inform their decision is comprehended

by them on an ongoing basis as described by Rose et al (2005).

The ECT nurses' responses to the question on the elements of informed
consent provided evidence that they rated their knowledge of the
elements of informed consent as having the largest percentage of
responses in the 'strongly agree' category. This was followed by the
overall knowledge of medical staff and then the knowledge of nursing
students, although a direct comparison was not made. However, it would

appear from this research that ECT nurses, nursing students and medical
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staff all require additional training and education on the elements of
informed consent although additional future research would be useful to
further ascertain the knowledge of medical and nursing staff on the

principles of informed consent.

A large percentage of the participants said that they had challenged
medical staff who had prescribed the treatment when they thought the
patient was not giving informed consent. This provides evidence to
support Clarke's (1995) suggestion that the nurse could undertake to
champion the patient and act as an intermediary between the patient and
doctor in the consent procedure. It appears that many of the ECT nurses

are presently executing this role judging by their responses.

Just under half of the ECT nurses considered that medical staff appeared
to have coerced a patient into having ECT whereas just over half did not
consider that they had seen nursing staff coercing a patient into having
ECT while a third did not know if they had seen nursing staff doing this.
Further research would indicate if a larger sample of participants had
similar perceptions that staff may have been coercing patients into
receiving ECT. Medical and nursing staff's familiarity of the ethical
repercussions of their interactions with patient should be increased by
further education so that the patient consistently signs the consent form

on an informed and voluntary basis.

The ECT nurses fed back that good practice in the confirmation of

informed consent was taking place in the ECT centres according to recent
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practice guidelines such as Caird and Worrall (2003). However, the largest
proportion of participants confirmed that the patient's consent was
reviewed after every second treatment in line with the programme which
is included in the SEAN ECT database, as previously discussed.
Nevertheless, due to the cognitive impairment of patients, as described by
Barnes et al (2004), consent should ideally be sought prior to each ECT
treatment so that each and every treatment is administered in the context

of fully informed consent.

The majority of participants replied that the informal patient's consent
was confirmed after every treatment and the detained patient's consent
was reviewed after every treatment or after every second treatment.
Recommendations should be made so that each patient's informed
consent is reviewed after every treatment and confirmed prior to each

ECT treatment commencing.

Most participants replied that the patient's capacity to provide consent
was reviewed by the referring team by assessing the patient using the
Mini mental state examination. However, a quarter of the participants
stated that the cognitive assessment of the patient was never assessed at
the ECT suite by the ECT team. This is practice that could be improved
upon in some ECT centres so that the patient is re-orientated as much as

is possible prior to leaving the ECT suite.

There was evidence gained from the qualitative comments that some of

the participants did assist in assessing the patient's decisional capacity
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and voluntarism to provide informed consent even though their response
to the questionnaire question did not fully suggest this. This indicates that
the ECT nurse does have a key role in assisting in the informed consent
process which is perhaps not presently recognised in practice or the ECT
good practice literature. It is recommended that this practice should be

included in the ECT good practice guides.

7.2 Knowledge base that patients require to have in order to
provide informed consent

A consensus of opinion of 75% or above was achieved in 72% of the
statements in the statement of knowledge and eight statements received

100% consensus from the participants.

The important issue is that the patient is aware of the nature, purpose
and likely affects of receiving ECT in order to give valid informed consent
to the treatment. A tool has been developed in the 'Statement of the
knowledge base that a patient is required to have to give full, informed
consent questionnaire' (appendix 13) which practitioners can administer
to confirm that the knowledge required for informed consent has been
obtained from patients consenting to ECT. A further research project
would require to be undertaken in order to ascertain the patient’s
standard of knowledge throughout the course of ECT in order to validate

the tool.

The lack of consensus in some statements could present as a training

issue on some of the elements of informed consent for ECT Consultants
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and ECT nurses. Another option is that these elements of the statements
could be incorporated in the information that is given at an additional
phase of the patient's treatment course depending on the patient's

individual information requirements.

7.3 Roles and responsibilities of medical and nursing staff

There was a total of 66% of consensus in both sections of the
questionnaire with consideration to what the participants considered to be

essential in the roles and responsibilities of medical and nursing staff.

There was a difference in consensus between the roles and responsibilities
of medical staff and nursing staff with the statements concerning the
medical staff role gaining a consensus of 75% and nursing staff just 56%.
This appears to indicate that the participants had more awareness of the
medical staff’s role than the nursing staff's role which coincides with the
fact that there was more literature sourced on the role of medical staff in
the informed consent process in ECT than the role of nursing staff.
Therefore, more literature should be included on the ECT nurses’ role in

informed consent in the good practice literature on ECT.

Seven statements received 100% consensus from the participants in the
medical role and six statements received 100% consensus in the nursing
role. In particular, some of the statements that concerned the Mental
Health (Care and Treatment) (Scotland) Act received 100% consensus

from the medical and nursing staff.
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The participants' lack of consensus in some of the statements indicates
the requirement for further education and training on some of the
elements of informed consent for both medical and nursing staff. This
would further benefit practice and the delivery of ECT so that each
treatment is administered in the context of fully informed consent. A
further round of the Delphi may have provided additional consensus as
many of the statements received a consensus of just under the 75%
consensus required in this research to achieve consensus but this was not
possible due to the time restrictions of the study. A focus group made up
of ECT consultants, ECT nurses and representatives from a user’s
perspective could be facilitated in order to draw parallels between the
results gained which could possibly increase the reliability of the data

gained in this research.

The roles and responsibilities of medical and nursing staff in the informed
consent process document could be further developed and used to inform
the routine practice of all medical and nursing staff involved in the
administration of ECT. This would further ensure the quality of the consent
process so that each and every treatment is administered in the context of
fully informed consent. Practice can now be developed through increased
awareness of the principles of informed consent. This would improve upon
the present service delivery of ECT in Scotland as part of the SEAN
network and nationally if the results of this research are more widely

adopted.
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7.4 Recommendations: summary

7.4.1 Outcome of the literature review

1) ECT services in Scotland should incorporate the NES (2007) 10
essential shared capabilities to the ECT nurse and ECT consultant
Continuing Practice Development programme in order to build on values
they already possess so that they are practicing in accordance with the
theories and principles that support the Mental Health (Care and

Treatment) (Scotland) Act 2003.

2) Services should organize structured teaching sessions on the lines of
Lapid et al's (2004) approach in order to organize structured teaching
sessions for patients suffering from cognitive impairment who are going to
receive ECT in order to increase their capacity to provide informed

consent.

3) The ECT nurse's key role in assisting in the informed consent process
should be included in the ECT good practice literature such as assisting in
the assessment of the patient's decisional capacity and voluntarism to

provide informed consent.
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7.4.2 Findings of this research

1) Schools of Nursing and Midwifery and NHS Trusts should appraise the
current pre and post registration training for nurses so that there is more
emphasis on the elements of informed consent and the ethical
repercussions of their interactions with patients receiving ECT in the
education and further training of nursing students, ECT nurses, ward
based nurses. An appraisal should also include the current training

available for medical students and medical staff.

2) It is recommended that each patient's informed consent is reviewed
after every ECT treatment during the course and confirmed prior to each

treatment commencing.

3) It is recommended that a cognitive assessment of the patient using
tools such as the Mini mental state examination should be performed by
the referring team and the ECT team should ensure that the patient is re -

orientated as much as is possible prior to leaving the ECT suite.

4) Integrate the roles and responsibilities document into present practice

in ECT in Scotland via the SEAN association and also into local practice.

5) Further research should be conducted in order to further ascertain the

knowledge of medical and nursing staff on the principles of informed

consent.

214



6) Additional research to determine the perceptions of medical and
nursing staff on the use of coercion in the informed consent process in

ECT in their practice.

7) Further research should be completed to ascertain staff's and patients'

opinion of information on ECT that patients should be provided with.

8) Further research should be completed to ascertain the patient's
standard of knowledge throughout the course of ECT. This includes
developing a self report "test" to administer in practice in order to
measure whether the patient has been able to retain the information
contained in the statement of knowledge during the course of ECT. Also to
determine the impact of structured information delivery and consent
evaluation on the quality of consent compared to standards achieved in

routine care.

9) Facilitate a focus group of ECT consultants, ECT nurses and
representatives from a user group perspective in order to further validate
the statements contained in the roles and responsibilities of medical and

nursing staff.

10) Further administer the roles and responsibilities questionnaire through

ECT services in Scotland, England and Wales bearing in mind that the

legal context in England and Wales is different from Scotland.
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APPENDICES
Appendix 1

ECT Nurses - Letter of information

ECT Dept.,
Mearns Suite,
Roya Cornhill Hsp.,
Cornhill Rd.,

Aberdeen,

AB25 27H

Tel: (01224)557615

E - Mail: shona.burke@gpct.grampian.scot.nhs.uk

Dear Colleague,

Research Project Title - Informing consent for ECT

| am an MSc student at Robert Gordon University and am currently conducting a
research project in order to explore the nature, indications and processes of informed
consent in patients receiving ECT. As part of this project | would like to explore the
ECT nurse' srole in the consent process. In order to do this | would like to invite you
to complete the enclosed questionnaire. Your participation is purely voluntary and
your response will remain confidential and anonymous. The data will be stored so that
no oneis ableto accessit.

Benefits of the study
The perceived benefits of the study is that a tool will be developed which can be

administered by staff to confirm that the knowledge required for informed consent has
been obtained in patients consenting to ECT.
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Collation of patient information

As another part of this project | am collating the information that is currently available
for patients receiving ECT in order to formulate a knowledge base that clients are
required to have to be considered “fully informed”. | would be grateful if you could
provide me with a copy of the information that you currently provide for patients
receiving ECT.

Please return the questionnaires and information separately in the two envelopes
provided.
Please contact me if you have any questions that you would like to ask about this
research,

Y ours Sincerely,

Shona Burke,
Mearns Suite Co - ordinator
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Appendix 2

Delphi process - letter of information

Adult Mental Health Directorate
CloBlock A,

Royal Cornhill Hsp.,

Cornhill Rd.,

Aberdeen

AB25 2ZH

Tel: (01224) 557471

E - Mail: shona.burke@gpct.
grampian.scot.nhs.uk

Dear Colleague,

Project title - Informing consent for ECT

| am an M Sc student at Robert Gordon University and am currently conducting a
research project in order to explore the nature, indications and processes of informed
consent in patients receiving ECT. As part of this project | would like to assess the
knowledge base that patients would be required to have in order to provide informed
consent.

Delphi process

In order to do this| would like to invite you to participate in a consensus method
named the Delphi process. This method will involve asking members of the 'expert
panel’, which will consist of ECT Consultants and ECT nursesin Scotland and a
representative from a user group, for expert consensus on an explicit statement of the
knowledge base that clients would be required to have to be considered " fully
informed”. As amember of the 'expert panel' you will be requested to rate each
statement on the information sheet. The order of importance will then be summed up
and combined in a duplication of the questionnaire. Members of the 'expert pand’
will then be requested to re - rank each statement, this time having the opportunity to
alter their mark considering what the panel's reaction was. The change in consensus
will then be summed up and the extent ascertained. If there is a satisfactory agreement
the method will be discontinued and if not the last step will be repeated. If you
consider that the statements should appear in a different sequence or if thereis any
information that you consider should be added to the statement of knowledge please
state this at the end of the questionnaire.
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Roles and responsibilities of medical and nursing staff in theinformed consent
process

The second part of this stage of the project contains a questionnaire on the roles and
responsibilities of medical and nursing staff in the informed consent process. Please
consider the statements and tick the column that you consider is appropriate. If there
is anything that you consider should be included in the statements then this can be
added at the end of the questionnaire.

Both questionnaires were compiled by reviewing the literature on informed consent
and writing to ECT clinicsin Britain and abroad and user groups to gather the
information that is currently available for patients receiving ECT. Data was also
gathered from questionnaires which were sent to all ECT nursesin the 24 ECT sitesin
Scotland to ascertain their interpretation of their role in the consent process

The length of time the process will take is approximately 30 minutes for both
guestionnaires.

Y our participation is purely voluntary and your response will remain confidential and
anonymous. The datawill be stored so that no one is able to accessiit.
Benefits of the study
The perceived benefits of the study are that atool will be developed which can be
administered by staff to confirm that the knowledge required for informed consent has
been obtained in patients consenting to ECT.
Please contact me if you have any questions that you would like to ask about this
research.

Informed consent forms

If you are willing to participate in this research please sign the enclosed informed
consent forms and return them to me by 16/06/08. | will then countersign the forms
and return a copy to you.

Y ours Sincerely,

Shona Burke
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Appendix 3

Delphi process - informed consent form

I nformed Consent Form

Project Title: To explore the nature, indication and processes of informed consent in
patients receiving ECT

Name of Researcher: Shona Burke, Adult Mental Health Directorate, C/o Block A,
Roya Cornhill Hospital, Cornhill Rd., Aberdeen, AB25 2ZH. Telephone: (01224)
557421

E - Mail: shona.burke@gpct.grampian.scot.nhs.uk

Pleaseinitial box

1. | confirm that | have read and understood the covering letter dated: D
22/02/08........

(version 4) for the above study. | have had the opportunity to consider the
information, ask questions and have had these answered satisfactorily.

2. | understand that my participation is voluntary and that | am free to withdraw my
consent at any time. D

3. | agreeto take part in the above study

Name of Participant : .............coooiiiiiiiiiiiiieeeenas
Signature of Participant: ..........ccccoevieiiiiiieiiiiienen.

Name of Researcher: ..........ccoviiiiiiiii i,
Signature of Researcher: .............cooiiiiiiiii
Date! ...
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Appendix 4

Letter from Grampian Local Research Ethics Committee

TRGOBIZM1G N H S;E 1
hﬂ

Grampian

Grampian Local Research Ethics Committes {2}
Summerfiald House

2 Eday Road

Aturdecn

£33 E3E

Tuleptere: 01224 558474
Facslrmile: 01224 SEEE
26 Cictober 2006

Mizs SFona M. Burke
Mearns Suite Co-odinator
Grampizn MHS Board
Foyal Cornhill Hospital
Comhill Road

Aherrieen

AH25 XFH

Dear Miss Burke

Full tHie of study: To explora the nature, indleatlon and pracessas of
informed consent in patlents racelving ECT.
REC reference number: 0BIS0802/118

Than< yeu for your [etter of ' Qetober 2006 and email dated 25" October 2006, respand re
la the Cormmilles's requeast for furlher mforrslion gn Lhe sbove regearch and submitting
rewvised dacomentatron.

Confirmation of ethical opinion

On behalf of the Committee. | am p eased to confinm a favaourable ethical opinion for the
azove research on the basis described in the spplication form, pretoecl and supporting
dewzLmantatlan as revised.

Condition 1: Annual Progress Report

dnder the Cenlral Olice of Researsh Efhivs Commillees (COREC) re;ulalions NHS
Razearch Ethics Canrmifaes ara reLivad (o manitor rasaarch with a favaurabla ap-rion.
This is 0 take the form of an annual progress repart which should be submitted ko ne
Zrampian Research Elhics Commitles 14 months alter the date on whicn the favourabie
apinicn was o van. Anndal reports should b submitted thareaftar undil he end of Lhe siudy.

Piinks to nola:

» The first annual progress report should cive the commencement date for the study. This
i neaily assomeed W b the dabe goowlich gy of e proceduies in he polocol are
iniiated. Should tho study not cormance with no12 manths of approval 2 wdttan
explanation must 22 providec in the 17 annual progress reperd.

« Progress reports should be in the format preseribed on the COREC website
feraa pares.org . phiap plicantsfapphyiprograss. him),

«  Progress repords musl be signed by Lhe Prinsipa ) Investigeton'Grief Investigator.
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SEISOB0EM 16 Fiayge 2

+  Failure to submit & progresa report could lead to a susper sion of the favourahle ethical
apinion for 1he shidy.

+ Pleaze note the Annual Progress Report is @ shaer 3 page form which ie axtramealy easy
13 compleks.

Candition 2: Natification of Study Gomplatland'Tarmlnation

Under the Central Office of Rasgerch Elhics Coramitteas { COREL) regulations rescarchers
ara -souired Lo natily the Ethies Committee from which they obtained approval of the
conclusion or eardy temination of @ project and to submit a ComrpletforyTerminaion of Study
Reparl. Ressamchers should Il Thie Instructions on tha GOREC wabsla

(Wi comac.arg. Lk applicantsiap g iviendofproject. htm).

Frints o note:
v Formast studies -he end of & project will be the dale of the [jy, wisil of e sl participant
or the complalinn af any follow-up manltaring and data collection desoribed in the

protoca .

» Fral arelysis of lhe data and napard wifing is normally considerad to ocecur after fomal
declaration cf the end of the project.

» A Fingl Report should be gent to the GREC within 12 morths of the erd of the projent.

¢ Tne summary of tha final report may be cncloscd with the end of study declaralion, or
sant to the REC subzequently.

+  Tagra is no standard format for final reoots. A 8 minimom we should receivs delails of
thie and date and information on whethar the projec) soneved ils objectives, the main
findings and arrangamants fur publicalion o digsatmnaticen of ressarch, including any
leedback to participants.

«  PFlpasa nota tha Campleton'Termination of Study Report need only be a surmmary
docement and shauld, tnerefore, be easy to prepana,

Conditions of approval

The favourable opinicn is given provided that you comply wilh Iha conditions set out in the
attached document, You are advised o slwdy the conditions canefully.
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LEA50E0211 16 Page 3
Approved documents

The final lisl of documents reviewed and approved by the Committee is as follows:

Documernt Version | Dale
Application 30 August 2006
Application 09 October 2006
Iwveastigator GV
Protacol 1 30 August 2008
Cavering Letler . | 06 October 2006 |
Cuestionnaire 1 S0 August 2006
Letter of invitation to participant 1 | 30 August 2006
Letter of invitation to paricipant 2 - Delphi 07 October 2006
process | e
Leltar of iwitation to participant 2« ECT 07 October 2006
Nises |
Participant Consant Form 1 | 30 August 2008
| Responss to Request for Further Information
Letter of Invitation: Delphi Process 1 30 August 2008
Supsnvisors CV -]
emall resoonsa to queries 25 Quluber 2006

Research governance approval

You should arrange for the RED dzpartment at all relevant NHS care organisations to be
natified that the research will be taking place, end provide & copy of the REC appleation, the .*;
protocol and this leter.

All researchers and research collaborators who will be participating in the regeanch must
obtain final research govemance approval before commencing any research pracedures.
Whera a suhstartive enntract is not held with the care organisation, it may be necessary for
an honorary conlract to bo issued before approval for the research can he given,

Statement of compliance
The Cemmittee is constituled in accordance with the Governance Arrangements far

Ressarch Ethics Gommittees (July 2001) and complics fully with the Standard Operafirg
P-oceduras fo- Research Cthics Committees in the UK.

| UGS0802M 16 Pleasa quote this number on all correspondence

Witk the Committea’s best wishes for the success of this project

Yours sincerely

N o
x__',)hr._h o
-1"._“1‘} Dr Sheila Simpson

Chair
Enclosures: Standard approvel conditions
Copy to RA&D Departrment for MHS Gramgian
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Appendix 5

Letters from Local Research and Development department and
Scottish Multicentre Research and Development Management
review

Research and Development Foresterhill Houss Annexe N H S
Foresterhil

Abardeen
ABZ6 7B "
Grampian
Date 141 2¢0&
Ethics DE/S0802/116
RE&D Ref: 2006MHD11
Ms Shana Burke
Maams Suite Engquiries to Katy Boath
Reyal Cornhiil Hospital E:xtension BABSE
Cornhill Road Direed Lirse 224 REAGHE
Abhardecn Email k. booth2@nhs net
AB25 ZIH
Dear Mz Burke,

Project title: To explore the nature, indication and processes of informed consentin
patienis receiving ECT.

Thank you very much for sending all relevant documentation, | am pleased to confirm that
the project is now regislered with the NHS Grampian Research & Development Cifics.
The project has B & D Managenrent Approval to procead locally,

Ploase note that if there ane any other rescarchers Bking part in the project that are not
named on the original Ethics applination, please advise the Ethies Committes i writing

and copy the lefter bo us so that we may amend our records and assess any sdditions|
costs.

Vilshing you every suocass with your research
Yours sincerely
3=

Katy Booth
Cata Co-ordinator
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Scottish Multicentre Research & Development
Management Review

MRAAD Head Office: Research & Development
5" Fioor, Meuralngical Sciefses LS
Sautherm General Hospetal 2
WS Grester Glrsgow & Chda: [
Glasgow &
3 BSJ

Takphona: 0141 391 1885

E-mal: rachel roparsonyerkill soor nbe uk

1 March 2007

M= Shona Durke

Meama Suite

Royal Comhil Hospital

Cominill Road

Abardesan

ABZE 37H

Dear Ms Burke,

Full title of study: To explore the nature, indication & processas of informed consent in
patients receiving ECT

MRAD reference: MRADO Y DIMHOZ

REC reference numbar: 06/50802M116

REGC Status:  Approved 268™ Qotober 2007

The Multi-Centre Resesrch and Development Consortium (MRAD) Consortium woukd fike to
thank you for submiting documents for the above study and for responding o enquiries from
the administrator and lead reviewer. MRAD have reviewed the documants associated with the
above application ot the mesting hald on 21™ February 2007

MRAD opinian

Rasult: - Fewaurable Opinian

The MRAD Consortium are satisfied with the documents submitted. The compiete document
set has been sent ebectronically to each participating site,

Please note that your study cannol begin &t & participating afte until R&D Management
Approval is obtained followlng locality review from that site.

Locality Review

Locality review has still to be undertasen at participating sites. Each site will ba requasted to
inform MRAD of the oulcome of the local review and provide written confimmation of local
approval for tha study. MRAD shall inform the Chief Investigator and the Research Spanser of
the review decision from each site as scon as it is available and orovide a copy of the site
appraval |ether.
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Sitas Informed

MHE Ayrahire & Aman. HHS Borders, NHS Tunsfries & Gallowsy, NHS Fii, MHS Forih
YWaley, NHS Grampssn, HHS Graater Gasgow & Clyde, NHS Hightard, HHS Lanarkshine,
NHES Lothian, MHS Tayside.

I you woukd like to add any additicoal gites then plessa tform the MRALD Administratar.

Documants Roviewed

I - Veamal e Hame o Version
! Wk ppAcaie

© Ak BT ey T T e HH% REEC AFFR ’ LY
Figrw T cheel A KBy | T8 ’ Gignamm. Spose, FEG pif

R&LC Fom ) var WHE A E O Fem ’ 0 X
Eiqra k. sheet | H &0 Fixs o Sigmahaie, mﬁhw_L 1
“Frobacsl e T "GFR A ompossd plan of ware | QIMTAIT

'
BB ’ o e T LB LT e 1T
| Lethar b paricipants ot the T
! | Gevgh! pracess
e | ' " as Tfarinad conaent famm Far T
COREC far lphi arocess)
Oumitipanain ' ' Tes ” %hwtﬂﬂmﬁmifﬂ. ' _Talﬂ-ﬂﬂ:lﬁ_
[ Tpaneom Leger e T Gipgran, Spemeon, RECRHE L -
Ostatsiss B CT DS i
i?eér Apvem N o MG Sy
Tﬁfﬁﬁmmhn opimon iaflee . At . e, Sparaon, FEC | _'l
L. .

| wiaLkd ke b thank you for using the MRAD process and corfinm that MAAD will notify vou of
|ocal HHES Managamsant approval as it BECOMES axailetle.

Yours siNceTEly,

KRAO Laad
{arr behalf af MRAD)
o, Professor Petar Roberteon. Tha Robert Gordon Uninarsloy

236



Appendix 6

Letter from Robert Gordon University, School of Nursing and
Midwifery Ethics Review Panel

THE
ROBERT GORDON
UNIVERSITY

ABERDEEM

sl
.fﬂ:u’ |
R

SCHOOLOF RURSING AND MIDWIFERY

Facufy of Haalih ard Socigl Cars

1he Hodst Gerdon Linnesnsiy
27" Seprember 2006 o i

ihomeen
AETO PG

United Hingdom
Reseurch propesal pumber; 0659 Tei- 01224 H2000 Ext:

Faw: 1224 262630
Research propesal fitle: The nature, indication and processes ™ auessk
of informed conzent in patients receiving ECT

Drear Shona

The School of Nursing and Midwilery Ethics Review Panel has now revizwed the above
research proposal, Please find details of the outcome and recommended actions below.

Proposal approved [ B We will forward a copy of the relevant documerts 1o
CREDO, BGU. You may go ohend with your
research, providiag approval from any rélevant
auternal commiliee’s has bees abtained *

|_P:|1:|pmanl appraved subizct to Please review and amend all relevost decument: in
amerdmen:s, ¥ thc Lght of the comments given, then forward them io
the Coreenor who will give foal approval.

,’_| Propagal not appraved: sigaficant Pleaze reviaw your pranazal n light of the issias
cthical issues ns yet inpdequately | identified. 1f you require farther clarifization or
acdressed. discussion please cantact the Coavenor, You arg

weleome o ressubmit your proposal wher: the issues of
conceen have all been addressed,

| Prapassl referred 1o CREDD Some prooosals requine cansideraton aind iepat from
andior the Un iversity Eihics collengues outwith the Schoal of Muring and
subs commines, Midwifery, We will keep won informed af progres: in

this regard, und invalved i the precess as appropriate.

* Where reseaich invelves WHS staff or patienrs, approval thraugh the HITSREC system must be obtaincd
(see wawecorec.org.ui) Members of the Schoal Panzl con advise on this process it necessary,

-

i

AT LR
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Conents

Approved, following saislac o elarficarion o1 a number nf prnes.

Segnature of Paod member

e v, Mua_!
[l
Passhion icld:

1 -
R

17 o sesiquiee fueher infoernation plesse conlact The Tane” Camverar, Celin Maedaff or Eionn
Ramuoe. Conmilles Seeretary, on 02224 262047,
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Appendix 7
ECT Nurse Questionnaires

Questionnaire for ECT Narsey on theiv interpretation of iheir role in the
CORSENE Process

SECTION A1 Personal detalis
1. Please wdican: wour age
2. Please idencify your gonder Male [ ] Female |

3 Flease tick whicl pacl o pacls of the MO register won are enferel ca?

1. F3AM (Pro 1992 [1]
2. Gl (IMro 1992 [ ]
3 EM i1
d. RITTN {Pre 19923 L
5. BR™M (Traject 20000 [ I
0. BaGM (Praject 20000 []
1. RIMH {Projecr 2000 [
Cither, specity

4, Please indicare how long vou hawe worked as an BT Nurze ...

5. What prrade i yuur posl?

D [ ]
R [ ]
¥ {]
L3 [ ]
H i1
| {1

CHher. 5P e

£ Do you work Full timg? [1

[art tiime’ [1
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7. In which reginn in Scedland are ynn iased?

B. How many paticots arc treated on average per week in your ECT Swite?

SECTION B: Sivtements 9 — 19 refer do the rofe of the nurse in the consent process,
Please indicate yorr response to each of the following by ticking ONE box only.

%, Tensurz that patients have been given sufficient verbal and writlen information to assist them in
makirg an informed decision ahout recziving ECT

Usnally

Sometines | i

Seldom

Never

L. I essist in ensuring that the patient understands the nature, purpose and side effects of the

Creatment

Alweayy

Uswally

 Sometimes

Seldom

T

11. I assist in the assessment of the patiznt’s decisional capacity to provide informed consent

Alwuyy Cynefly Sumetimes Sedidom | Nevar
| |
12, T assist :n the assessment of the patiznt's voluntarism to provide informed consent
Aways Usunlly Sometimes Seldam Newer

13. 1 ensure that the petient giving informed consent has signed and dated the consent farm

Alwaps

L raerlly

Sometimes | |

Seldom

Newver
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L4 Tinfumn medical 046 i a patient refises oo oo ateead wisl recesving 190§

Ahvays l_ni.-'smﬂfu | | Senetimes Sridon Never

——_— — L. [ N !

15, 1 infoem coedivirl stalT M putient s ur swre about reesit ing, ECT

Alvwayy Lsiefly “Samerhmes Seddir Never

1

L&, Frior o cach treament | aszess o polishls conlinme to conaent tn trestman o the beeis of
the informetion that was erigmally preovided whe they gl wgreed 1o EC I

" Seldan _-.;"Fm'er. T

Alwige Lispadfy i ~ Nomofimwes

17, Ave therg sy wiithy spssitivalivag alout the cole ol the BT Sume inoihe consen process in
vour workploce?

et ke ||
Fay [ 1]
M |

L8, What do you consider the EC1 merse’s wole shoald be o dhe consenl proceza?

PICASE EIVE WAL COLIMEnts hafows
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12, What aursing values da o think iluence a Bental Healts Mirse's abiliey 1o provids care
o paliends”?

I @ poridve way fir o mapativg wyy

Please describe briefly Pl desuribe briefly

SECTION O Steements 20 - 2f Vst frerss of information thal should be provided ta
paifenes whe ave eoasideving faving sreqment with ECT,

20. Please rank in order of importance (1% to 8™ the infammatiom yon provide to patients
abowl ECT

Oirdet af
imporance

Alternacive Imalooenls v BET

Faticnt is aware they can willidoaw theis consent ol ay
The reported visks of ECT includine shoet and fomy Leom
| sbde elfects N
FLII requirgs the admiinistranicn al 2 gereral unaesthetic
_and mpscls rolarant
‘T'rcatiment requires fasting priot & adwinisieriog e
anaesthetic . o
The doraticn nt' an average eourse of treanment with ECT

The nuturs of FC T and why i has haen Mreseribed

The reported henafits of KO including o and leng term
cffects

Lf thete §s ary other infurmalioa al yow think o patient should be awace of elec Qan vbove
pleass speeily

-4
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21, Ploase rank in exvder of importanes the side affects ths patient shoukd Te aware al'in
arder 1o provids informsd conseot

Lhreder of
ImpErine

A ecy

Con busion

Paychiatric compxlaints

| Headaches

slemony loss

i Vinscular stiféness

Luzy al uppetite i

If thoers avs etlod side-CRTets PIeass SPesily u s e e e e e

NECTRON 0: fiews 23 — 2% exinifne The pravision of corsend

22 Please consider recenl patienls w o yaur praciice whe bave conseole] o BCT. In veur opinion
Liorwe a1y of Thess have oot provided informed consent?

Flease inclicte vonr responsy B0 Aeking ONE Loy ond)

i T-i8eh P 26-5ms 51- 7 ‘ Ciwer ?5%—‘

23, Dnid wan dizaw this ta avpans's afrention!

Don’t know [1
¥os [1
o [ 1
If yea, ploanc deserite what huppensd

5
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24, o yom think rhat ym have suffeient knowledge an each of the fallowing elements of

infarmed consent!

Strongly
Agree

Agree Unsure

Disagree

Strongly
Divagree

OBEuing provess

Mental Health Act

Knorw ledpe

Human rights

Decisional capacity

Patient's eutonomy

Providing snfficient information

Pusrpese

Ethice

Equitablc rurse/ patieat relaticnship |

25, Mo you congider that narsng students have sulficient knowledge on cach of the tallowing

elements of mformed consent?

Ongoing process

| Agree

Strongly

Apree Unraire

IMxagree

Strongly
Dsagree

! Aental Health Act

| Knowledge

Humzn n_-gr'_htsm

Decisional capacity

Patient's autonomy

Providing sulTivient infbrmation
FPurposc
Ethics

Eguilable rurse! patieat relaticnship
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20 Doyow consider that medica] staff possess sefficient cnowledze on each of the following
elements o informed consent?

Strongly | dgree Unyure Dlsggrcg- I[Stm.':g.ry
| Agree | Disagres

Cmgoing process i |

hlental ITealih Act
Knowledge

Human rights

Decisioral capacity

Patient's autonomy
Providing suflicien! informaticn

TMurpose

Elhiics

Fauitablz Toctor / patient
relationship

[fthere zre any other elements of informed consent that you can identify, please specify

27. Have yon ever challenpged the medical stefl preseribing the treatment when vou thought fhat a
patient was not giving informed consent?

Don't know [1]
Ty [1]
No []
If yes, please describe what happened
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28 TTave yuu ever considercd that wedivil sl sppessed T be cosrcinge o pacient inre Jua Vi
RO :

an'( kpow |1
Yes [ ]
No []

It wew, alease desortbe what happaied

29 Have wou ever considerad thisl narsing staff appearsd o be veercing a patiant it Tving
ECT?

I}en 't knnwr [1
Yex []
Mo []

If yes, pleass deacribe what appene ]

SECTION Ex e this vection fems 30 - 32 examine the conflrmation of convent to EC'T

30, A palient's consent o KT 5 confitmed (Peave tick ane fox opiy

After every Aftrr zack . After every fheensionatty | Nevar
| teeetmiend secid hird
; | freimant  lreatment

LA potient’s vensend o EOT s revicwed (Planse 8ok eme fox ondr)

Afterevery | TApter coch Affer everp trcnstonaity | | Tever
Ireelmee xeeend Iffrdf
. Ireuirenf LRI R AT

Crhar, pleags specifi e e
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32, Wihen u detained paiient docan't crnsent 1o CCT lor whaleves reason tie patient’s cuzsent
FHNE Jx e iewed (Pleave fok one box o))

After every v Afier cach After e-'va'r}l flor a.r;'amn;l'{ i Mever
froafimens yecand Thieid
Ireeifnrent frentresas

SECTION F; In thiv section ftems 13 - 35 refate to the patient"s cupaciey to provide
congent

33, The cognitive funation of patiants receiving ECT is asseswed by the prescribing team { Plegse
tick vne box onfy)

Always Usuakhy Sanerinties . Seldom | Never

I aracasmznt of cognitive Bineticn wahes plae, please describe e thiz 4= eomnplated o vour aiea

3, The cognitivs Tnctime of patienrs i nssessed 0 the reatment centre 'y the 30T dcam (Flew
Hek e box vall)

Alwae . aadfy ' Fasmetimes e ldorm Nevar

If asscssment of cognitive finction e the BOT feam takes place, plewse deseribe how thes is
mmplﬂ:d in your arca
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FE What happens a0 ul any stage of the patict™s featinent o becories appancnt that thes caml
reaall aiving idacied consent?

Thank poi very soick for faking the tinwe to coriplede Hus quesifonkaiye,
Fuonr Nime wid effors are yreafly appreciaied.

IR angusr Mik;

i
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Appendix 8
Research journal
8a - Formulation of ECT Nurse questionnaires
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Appendix 8b

Mind map
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Appendix 8c

Assimilation of patient information on ECT
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Appendix 9
Statement of knowledge questionnaire - first round

Statement of the knowledge base that a patient is required
to have to give full, informed consent

Please rate the statements by ticking the column that you consider appropriate

1. The nature of ECT Very Applicable | Not

applicable applicable

e ECT involves the administration of a mild,
controlled electric current which is passed
across the head via the application of
electrodes for a few seconds resulting in a
seizure.

e It s the seizure activity that can assist in the
correction of the chemical imbalance in the
brain that is thought to be the cause of
depression.

2. Why ECT is prescribed

e For severe depressive illness that has not
responded to a number of different
treatments

e Antidepressant treatment has had to be
discontinued due to side effects

e For a depressed person who is not eating or
drinking adequately or has suicidal feelings

e A patient has responded well to ECT in the
past
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3. ECT and consent

An informal patient can withdraw their
consent to ECT at any stage during the
treatment

No type of coercion should be used at any
time to coax a patient to have ECT

The patient remains completely entitled to
have alternative treatments if they have
refused ECT

If someone is unsure about consenting to
the treatment they can request independent
advice from places such as the Advocacy
service or the Mental Welfare Commission

The patient's consent should be verified prior
to each ECT treatment

Very
applicable

Applicable

Not
applicable

4. Alternative treatments to ECT

Consist of treatments such as antidepressant
therapy or psychological treatments such as
counselling

5. Effectiveness

In Scotland, there was a particular
improvement in three - quarters of people
treated with ECT for depressive illness.
(SEAN, 2000)

ECT can be quick acting with benefits being
recognized after 2 - 3 treatments

In some instances, such as when a patient is
acutely suicidal or is refusing to eat or drink,
ECT can be life saving
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6. Anaesthetic and muscle relaxant

Prior to receiving ECT the patient will receive a
short acting general anaesthetic and muscle
relaxant via an intravenous injection

Very
applicable

Applicable

Not
applicable

7. Reported risks
Short term

Side effects that can occur include short term
memory loss and confusion; headaches; nausea
and muscular stiffness and psychiatric
complications.

Long term

e A small number of patients have complained
of longer term memory loss for events that
have occurred before, during and after the
treatment

e It js difficult to comprehend how much of the
memory loss is the result of severe
depression or ECT

Medical complications

Patients with ongoing health problems have an
increased possibility of cardiac or respiratory
difficulties occurring proceeding the treatment
Mortality rate

The practice of ECT comprises a low risk with an

associated mortality rate reported to be comparable
with anaesthesia administered in minor surgery
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8. Fasting requirements

ECT is given under a general anaesthetic so the
patient should not eat six hours prior to or drink
fluids four hours prior to the treatment

Very
applicable

Applicable

Not
applicable

9. Duration of an average course
e The average course of ECT consists of
around six treatments up to approximately
twelve treatments.

e ECT is usually administered twice a week.

10. Physical examination

e FEach patient receives a physical examination
prior to receiving ECT in order to ensure that
they are fit enough to receive a general
anaesthetic.

e The physical examination includes a blood
test, ECG and chest x- ray where indicated.
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If you consider that the statements should appear in a different
sequence please state your preferred sequence below:

If there is any other information that you consider should be added to
the statement of knowledge please specify below:

Thank you very much for taking the time to complete this questionnaire.
Your time and effort are greatly appreciated.
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Appendix 10

The roles and responsibilities of medical and nursing staff

questionnaire - first round

Roles and responsibilities of medical and nursing

staff in the informed consent process in ECT

This questionnaire contains statements regarding the roles and
responsibilities of medical and nursing staff in the informed

consent process in ECT.

Please tick the box that you consider is relevant to each

statement - desirable, essential or not applicable.

1. Medical role

The patient's decisional capacity is
assessed by the referring psychiatrist to
ensure informed consent is valid

Desirable

Essential

Not
Applicable

The patient's voluntary informed consent is
confirmed by the referring psychiatrist

To ensure that the patient understands the
nature, purpose and consequences of
receiving the treatment and therefore what
they are consenting to

When ECT is considered the best treatment
option for a patient but due to their mental
state they are unable or unwilling to give
consent then the Mental Health (Care and
Treatment) (Scotland) Act 2003 or the
Adults with Incapacity (Scotland) Act 2002
is employed and a Doctor from the Mental
Welfare Commission provides a second
opinion
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Ensuring that the relevant documentation
regarding the Mental Health (Care and
Treatment) (Scotland) Act 2003 or the
Adults with Incapacity (Scotland) Act 2002
has been completed and is available

Desirable

Essential

Not
Applicable

An equitable relationship is formed with the
patient so that the decision to receive ECT
is made jointly between the patient and
treating psychiatrist.

The patient is aware of alternative
treatments and that these would be
available if they decide to refuse ECT

The informal patient is made aware that
they can withdraw their consent to ECT at
any time

Ensuring that the patient is aware that the
consequences of not receiving the
treatment could result in a prolonged and
increasingly severe phase of illness

The patient and the treating psychiatrist
sign the informed consent form just prior
to the ECT course commencing in order to
record the consultation and decision which
has taken place recently

All discussions and decisions taken relating
to obtaining informed consent are
documented in the patient's case notes
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A patient who is unsure about consenting
to ECT will be aware that they can have
access to independent advice or a second
opinion from an advocacy service or the
Mental Welfare Commission

Desirable

Essential

Not
Applicable

The psychiatrist obtaining informed
consent from the patient has sufficient
knowledge of the nature, purpose and
effects of ECT

Ensuring that coercion is not employed at
any time in order to persuade the patient
to have ECT

Relatives/ carers should be involved in
discussions regarding the treatment unless
issues of patient confidentiality prevents
this

When a patient has lost the capacity to
provide informed consent to ECT or refuse
the treatment any advance statements
regarding treatment choices should be
taken into account

In an emergency situation such as the
patient's life being at risk ECT can be given
as soon as it can be organised, preferably
with a second opinion given by a local
psychiatrist

Each individual patient is provided with
sufficient verbal, written and/or audio
information in order to enable her or him
to make the decision whether to give
informed consent to ECT or not

262




Information previously given about ECT is
brought to the patient’s attention at
different intervals during the course of
treatment

Desirable

Essential

Not
Applicable

Information necessary for decision making
should not be withheld from the patient
unless the practitioner can justify that
disclosing the information would have a
detrimental effect on the patient

If information has been withheld from the
patient this requires to be documented in

the patient's case notes as there may be a
necessity to justify this decision at a later

date

The patient should have sufficient time
without being subject to pressure to reflect
on the information prior to making a
decision about consenting to ECT

Patients' questions about ECT should be
answered as truthfully and fully as possible

The patient's understanding of the
information provided to him or her about
ECT should be confirmed prior to the
signing of the informed consent document

In consenting to ECT the patient's
understanding of the side effects and risks
of receiving ECT should be confirmed
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The patient is aware of the purpose and
intended benefits of ECT including the
probability of success

Desirable

Essential

Not
Applicable

The patient is made aware that the
treatment includes receiving an anaesthetic
and muscle relaxant

The patient's relatives/carers are provided
with information about ECT in order to
facilitate informed discussion in the
decision making process when possible

When information is refused by a patient
this should be documented in the patient’s
case file/care plan.

The patient's informed consent is verified
prior to each ECT treatment.

The detained patient’s competence to give
informed consent is continuously assessed
throughout the course in order to
determine if they have regained the
capacity to give informed consent

The validity of the consent form and other
relevant Mental Health legislation
documentation is continuously assessed
throughout the course in case the patient's
consent status has changed and the
documentation requires to be amended
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If there is any other information that you consider should be
added to the statements on the roles and responsibilities of
medical staff please specify below:
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Please tick the box that you consider is relevant to each statement
- desirable, essential or not applicable

2. Nurses role

The nurse assists the referring psychiatrist
in assessing the patient's decisional
capacity to ensure that informed consent is
valid

Desirable

Essential

Not
Applicable

The nurse assists the referring psychiatrist
in confirming that the patient is giving
voluntary informed consent

The nurse assists the referring psychiatrist
in ensuring that the patient understands
the nature, purpose and consequences of
receiving the treatment and therefore what
they are consenting to

To understand the application of the Mental
Health Act in relation to ECT and the
provision of nursing care in ECT when it is
administered without the patient's consent.

Ensuring that the relevant Mental Health
legislation documentation regarding the
Mental Health (Care and Treatment)
(Scotland) Act 2003 or Adults with
Incapacity (Scotland) Act 2002 has been
completed and is available

An equitable relationship is formed with the
patient in order to enable them to be part
of the decision making process leading to
their making an informed decision about
accepting ECT or not
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The patient is aware of alternative
treatments and that these would be
available in the event that he or she
chooses not to accept ECT

Desirable

Essential

Not
Applicable

The informal patient is made aware that
they can withdraw their consent to ECT at
any time

The nurse should act as an advocate for
the patient considering ECT, evaluating any
concerns and referring them to the relevant
member of the multidisciplinary team

Ensuring that the patient is aware that the
consequences of not receiving the
treatment could result in a prolonged and
increasingly severe phase of illness

The nurse ensures that the informed
consent form has been signed by the
treating psychiatrist and patient just prior
to the ECT course commencing in order to
record the consultation and decision which
has recently taken place

Any discussions and decisions relating to
informed consent are documented in the
patient's case notes/care plan

The nurse understands the nature, purpose
and effects of ECT
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Ensuring that coercion is not employed at
any time in order to persuade the patient
to have ECT

Desirable

Essential

Not
Applicable

A patient who is unsure about consenting
to ECT will be aware that they can have
access to independent advice or a second
opinion from an advocacy service or the
Mental Welfare Commission

In an emergency situation such as a
patient's life being at risk the nurse assists
in the administration of ECT to the patient
as directed by Medical staff

Each individual patient is provided with
sufficient verbal, written and/or audio
information in order to enable them to
make an informed decision about whether
or not to accept ECT.

The nurse arranges for the patient to visit
the ECT suite if he or she would like to

Information previously given about ECT is
brought to the patient’s attention at
different intervals during the course of
treatment

The patient should have sufficient time
without being subject to pressure to reflect
on the information prior to making a
decision about consenting to ECT
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Patient's questions should be answered
truthfully and fully and where the nurse is
unable to answer a question this should be
referred to the treating psychiatrist

Desirable

Essential

Not
Applicable

The patient's understanding of the
information provided to him or her about
ECT should be confirmed prior to the
completion of the informed consent
document

In consenting to ECT the patient's
understanding of the side effects and risks
of receiving ECT should be confirmed

The patient is aware of the purpose and
intended benefits of ECT including the
probability of success

The patient is made aware that the
treatment includes receiving an anaesthetic
and muscle relaxant

The patient's relatives/carers are provided
with information about ECT in order to
facilitate informed discussion in the
decision making process when possible

When information is refused by a patient
this should be documented in the patient’s
case file/care plan.
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The patient’s informed consent is verified
prior to each ECT treatment

Desirable

Essential

Not
Applicable

If the patient is unsure or refuses to give
consent to the treatment this is accepted
and the treating psychiatrist is informed of
this decision

The nurse assists in the assessment of the
detained patient's competence to give
informed consent continuously throughout
the course in order to determine if they
have regained capacity to give informed
consent

The validity of the consent form and other
relevant Mental Health legislation
documentation is continuously assessed
throughout the course in case the patient's
consent status has changed and the
documentation requires to be amended

If there is any other information that you consider should be
added to the statements on the roles and responsibilities of

nursing staff please specify below:

Thank you very much for taking the time to complete this

questionnaire. Your time and effort are greatly appreciated.
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Appendix 11
Delphi process

Qualitative comments made by participants in round one of the
Statement of knowledge

3. ECT and consent

"If someone is unsure about consenting to the treatment they can
request independent advice from places such as the Advocacy service
or the Mental Welfare Commission."

"Not MWC (if patient is unsure re. consenting to treatment)"”

This comment was considered and the statement was altered so that the
Mental Welfare Commission was omitted and a statement that additional
information could be obtained from organizations such as Depression
Alliance Scotland was included.

4. Alternative treatments to ECT

"Avoid counselling if v. severely unwell - unable to take in info."

"Suggest that CBT type therapies be added to this statement as
patients may want/need knowledge of this alternative with slightly

rn

different meaning than 'counselling’'.

The statement was altered to include psychological treatments such as
counselling, psychotherapy or Cognitive behavioural therapy in a person
who is able to tolerate these approaches as described by Somatics LLC
(2004), Cobb (1993) and Manic Depression Fellowship (1996).

7. Reported risks

Short term

rn

"As a patient, I'd want more details on 'psychiatric complications’.

The risk of developing psychiatric complications following ECT was not
documented in the patient information sourced although it was
documented in the good practice guide on ECT, CRAG (1997). It was
decided to include this risk in the second round to see what response the
panel would give it.
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Medical complications

rn

"'Proceeding’ - 'should be after treatment’.

A couple of the participants picked up on an error that had been made in
the grammar so this was altered accordingly.

"Mortality rate.”

"As a patient, I'd wish to know mortality rates of anaesthesia
administered in minor surgery."

The mortality rate of ECT is included in CRAG (1997) so it was decided to
add this risk as suggested by the participants to see what response that it
received in the second round.
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Appendix 12
Delphi process

Participants' qualitative comments on round one of the roles and
responsibilities

Medical role

"The patient should be advised of unilateral and bilateral ECT and
following their weighing up of facts, their choices respected. This
should be documented in case notes by referring psychiatrists."”

Caird and Worrall (2003) indicate that the patient should be aware that
the course is going to consist of bilateral or unilateral treatment and Scott
(2005) includes that the patient may be able to indicate their choice about
bilateral or unilateral treatment. Therefore, it was decided to include a
statement about the mode of treatment in the second round.

The patient and the treating psychiatrist sign the informed consent form
just prior to the ECT course commencing in order to record the
consultation and decision which has taken place recently.

"Is this about continuing consent? N/A - the clinical team get consent.”
"I would hope that informed consent form is signed a few days before
treatment and not just prior to treatment”

This statement regarding the signing of the consent form was changed to
indicate that the RMO and the patient sign the consent form prior to the
consultation and decision which has recently taken place. The term
'treating psychiatrist' was changed to 'RMQ' to avoid confusion in the
second round

An equitable relationship is formed with the patients so that the decision
to receive ECT is made jointly between the patient and the treating
psychiatrist

"- desirable - if detained, essential if informal".

A statement was added following this comment that was included by a
participant to ask the panel's opinion about forming an equitable
relationship with a patient that is detained. The importance of forming a
therapeutic rapport with the patient is described by Habiba (2000) and
Worthington (2002).

The informal patient is made aware they can withdraw their consent to
ECT at any time
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"Formal patients who have capacity as well, of course”.

A statement was included in the second round to ascertain the
participants perceptions on the patient who is detained under the Mental
Health (Care and Treatment) (Scotland) Act 2003 who is assessed to have
capacity to give informed consent is made aware they can withdraw their
consent to ECT at any time. Barnes et al (2005), The Mental Welfare
Commission (2003) and Lyons (2003).

Ensuring that the patient is aware that a consequence of not receiving the
treatment may be a prolonged and increasingly severe phase of illness

"Consequence is a very strong word to use".

"This will help to make informed decisions and information should be
given to patient but not in the form of coercion”.

This statement was re phrased following the participants comments to
omit the word consequence and add their views as follows:

Ensuring that the patient is aware of the possible risks involved in
choosing not to receive the treatment; that this may lead to a prolonged
and increasingly severe phase of illness, although their informed choice
should be respected.

This was informed by literature such as the GMC (1998) and The Royal
College of Psychiatrists (2003).

A patient who is unsure about consenting to ECT will be aware that they
can have access to independent advice or a second opinion from an
advocacy service or the Mental Welfare Commission.

One participant gave the following answer that independent advice and a
second opinion was essential but that the Mental Welfare Commission
would not provide a second opinion.

1) independent advice "(essential)", 2) a second opinion from advocacy
services "(essential)" or 3) "the MWC wont provide this".

"Independent advocacy advice should be offered to all (patients may
not be aware of it or frightened to ask)".

This statement was altered to include the participants' views that the
Mental Welfare Commission would not provide a second opinion. It was
also important to ensure that all patients should have an awareness of
independent advice as described by Manic Depression Fellowship (1996)
and Lyons (2003).
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In an emergency situation, where a patient's life is at risk, ECT can be
given as soon as it can be organized, preferably with a second opinion
given by a local psychiatrist - "always".

The word 'preferably' was underlined in this statement by a participant.
Therefore the statement was altered to omit the word preferably. This was
informed by literature such as Barnes et al (2005), CRAG (1997) and
Lyons, ed. (2003).

The patient's relatives are provided with information about ECT in order to
facilitate informed discussion in the decision making process when
possible.

"If patient consenting to family involvement in care".

"Again, much better to have the relatives involved but not always

possible”.

"Obviously not involved in the consent process”.
This statement was altered to include the participants' views that the
patients relatives would be provided with information when possible and

with the patient's consent. Lyons (2003) and NICE (2003).

These amendments to the statements were also added to the nursing role
part of the questionnaire where applicable.
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Appendix 13

Statement of knowledge questionnaire - second round

Statement of the knowledge base that a patient is required

to have to give full, informed consent

Please rate the statements by ticking the column that you consider appropriate

1. The nature of ECT

ECT involves the administration of a
mild, controlled electric current which is
passed across the head via the
application of electrodes for a few
seconds resulting in a seizure.

It is the seizure activity that can assist in
the correction of the chemical imbalance
in the brain that is thought to be the
cause of depression.

Very
applicable

Applicable

Not
applicable

2. Why ECT is prescribed

For severe depressive illness that has
not responded to a number of different
treatments

Antidepressant treatment has had to be
discontinued due to side effects

For a depressed person who is not eating
or drinking adequately or has suicidal
feelings

A patient has responded well to ECT in
the past

3. ECT and consent

An informal patient can withdraw their
consent to ECT at any stage during the
treatment

No type of coercion should be used at
any time to coax a patient to have ECT

The patient remains completely entitled
to have alternative treatments if they
have refused ECT

All patients, particularly those unsure
about consenting to ECT will be aware
that they can have access to

independent advice from an advocacy
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service or additional information from
organizations such as Depression
Alliance Scotland

e The patient's consent should be verified
prior to each ECT treatment

4. Alternative treatments to ECT
Consist of treatments such as:-
e Antidepressant drug therapy
e Psychological treatments such as
counselling, psychotherapy or Cognitive

Behavioural Therapy in a person who is
able to tolerate these approaches

5. Effectiveness

e In Scotland, there was a particular
improvement in three - quarters of
people treated with ECT for depressive
illness. (SEAN, 2000)

e ECT can be quick acting with benefits
being recognized after 2 - 3 treatments

e In some instances, such as when a
patient is acutely suicidal or is refusing
to eat or drink, ECT can be life saving

6. Anaesthetic and muscle relaxant

Prior to receiving ECT the patient will receive a
short acting general anaesthetic and muscle
relaxant via an intravenous injection

7. Reported risks
Short term

Side effects that can occur include short term
memory loss and confusion; headaches; nausea
and muscular stiffness and psychiatric
complications.

Long term

e A small number of patients have
complained of longer term memory loss
for events that have occurred before,
during and after the treatment

e It js difficult to comprehend how much of
the memory loss is the result of severe
depression or ECT
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Medical complications

Patients with ongoing health problems have an
increased possibility of cardiac or respiratory
difficulties occurring proceeding the treatment

Mortality rate

The practice of ECT comprises a low risk with an
associated mortality rate reported to be
comparable with anaesthesia administered in
minor surgery

8. Fasting requirements

ECT is given under a general anaesthetic so the
patient should not eat six hours prior to or drink
fluids four hours prior to the treatment

9. Duration of an average course

e The average course of ECT consists of
around six treatments up to
approximately twelve treatments.

e ECT is usually administered twice a
week.

10. Physical examination

e FEach patient receives a physical
examination prior to receiving ECT in
order to ensure that they are fit enough
to receive a general anaesthetic.

e The physical examination includes a
blood test, ECG and chest x- ray where
indicated.
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If you consider that the statements should appear in a different
sequence please state your preferred sequence below:

If there is any other information that you consider should be added to
the statement of knowledge please specify below:

Thank you very much for taking the time to complete this questionnaire.
Your time and effort are greatly appreciated.

279



Appendix 14

Roles and responsibilities questionnaire - second round

Roles and responsibilities of medical and nursing

staff in the informed consent process in ECT

This questionnaire contains statements regarding the roles and
responsibilities of medical and nursing staff in the informed

consent process in ECT.

Please complete both sections of the questionnaire as completely

as possible.

Please tick the box that you consider is relevant to each

statement in both sections - desirable, essential or not applicable.

1. Medical role

The patient's decisional capacity is
assessed by the referring psychiatrist to
ensure informed consent is valid

Desirable

Essential

Not
Applicable

The patient's voluntary informed consent is
confirmed by the referring psychiatrist

The psychiatrist administering ECT
confirms that the patient is giving
voluntary consent prior to each treatment
proceeding

To ensure that the patient understands the
nature, purpose and consequences of
receiving the treatment and therefore what
he or she is consenting to.
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When ECT is considered the best treatment
option for a patient but due to their mental
state they are unable or unwilling to give
consent then action under the Mental
Health (Care and Treatment) (Scotland)
Act 2003 or the Adults with Incapacity
(Scotland) Act 2002 is employed and a
doctor from the Mental Welfare
Commission provides a second opinion

Desirable

Essential

Not
Applicable

Ensuring that the relevant documentation
regarding the Mental Health (Care and
Treatment) (Scotland) Act 2003 or the
Adults with Incapacity (Scotland) Act 2002
has been completed and is available for
inspection

An equitable relationship is formed with the
informal patient so that the decision to
receive ECT is made jointly between the
patient and the Responsible Medical Officer
(RMO).

An equitable relationship is formed with the
patient detained under the Mental Health
(Care and Treatment) (Scotland) Act 2003
so that the decision to receive ECT is made
jointly between the patient and RMO

The patient is aware of alternative
treatments and that these would be
available if he or she decided to refuse ECT

The informal patient is made aware that he
or she can withdraw their consent to ECT
at any time
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The patient detained under the Mental
Health (Care and Treatment) (Scotland)
Act 2003 who is assessed to have the
capacity to give informed consent is made
aware that they can withdraw their consent
to ECT at any time

Desirable

Essential

Not
Applicable

Ensuring that the patient is aware of the
possible risks involved in choosing not to
receive the treatment; that this may lead
to a prolonged and increasingly severe
phase of iliness, although their informed
choice should be respected

The patient and the RMO sign the informed
consent form prior to the ECT course
commencing in order to record the
consultation and decision which has
recently taken place

All discussions and decisions taken relating
to obtaining informed consent are
documented in the patient's case notes

All patients will be aware that they can
have access to independent advice from an
advocacy service or additional information
from organisations such as Depression
Alliance Scotland

If a patient appears unsure about receiving
ECT they should be given the opportunity
to address their concerns and the possible
benefits of the treatment should be
reiterated in order to ensure that the
patient has the information necessary to
inform their decision
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The psychiatrist obtaining informed
consent from the patient has sufficient
knowledge of the nature, purpose and
effects of ECT

Desirable

Essential

Not
Applicable

Ensuring that coercion is not employed at
any time in order to persuade the patient
to have ECT

When possible the patient's relatives/carers
are provided with information about ECT in
order to facilitate informed discussion in
the decision making process when the
patient has given their consent to their
involvement in their treatment

When a patient has lost the capacity to
provide informed consent to ECT or refuse
the treatment any advance statements
regarding treatment choices should be
taken into account

In an emergency situation, where a
patient's life is at risk, ECT can be given as
soon as it can be organised with a second
opinion given by a local Consultant
Psychiatrist

Each individual patient is provided with
sufficient verbal, written and/or audio
information in order to enable her or him
to make the decision whether to give
informed consent to ECT or not

Information previously given about ECT is
brought to the patient’s attention at
different intervals during the course of
treatment
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Information necessary for the decision
making process should not be withheld
from the patient unless in exceptional
circumstances when the practitioner can
justify that disclosing the information
would have a detrimental effect on the
patient

Desirable

Essential

Not
Applicable

If information has been withheld from the
patient this requires to be documented in

the patient's case notes as there may be a
necessity to justify this decision at a later

date

The patient should have sufficient time, as
far as possible, without being subject to
pressure to reflect on the information prior
to making a decision about consenting to
ECT

Patients' questions about ECT should be
answered as truthfully and fully as possible

The patient's understanding of the
information provided to him or her about
ECT should be confirmed prior to the
signing of the informed consent document

In consenting to ECT the patient's
understanding of the side effects and risks
of receiving ECT should be confirmed

The patient is aware of the purpose and
intended benefits of ECT including the
probability of success
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As far as possible the patient should be
advised of bilateral or unilateral electrode
placement and the final choice of electrode
placement should be the outcome of a
proportionate appraisal of the risks and
benefits between the patient and medical
practitioner

Desirable

Essential

Not
Applicable

The patient is made aware that the
treatment includes receiving an anaesthetic
and muscle relaxant

When information is refused by a patient
this should be documented in the patient’s
case file/care plan.

The patient's informed consent is verified
prior to each ECT treatment by the
referring team

The detained patient’s competence to give
informed consent is continuously assessed
by the referring team throughout the
course in order to determine if he or she
has the capacity to give informed consent

The validity of the consent form and other
relevant Mental Health legislation
documentation is continuously reviewed
throughout the course in case the patient's
consent status has changed and the
documentation requires to be amended
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If there is any other information that you consider should be
added to the statements on the roles and responsibilities of
medical staff please specify below:
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Please tick the box that you consider is relevant to each statement
- desirable, essential or not applicable.

2. Nurses role

The nurse assists the referring psychiatrist
in assessing the patient's decisional
capacity to ensure that informed consent is
valid

Desirable

Essential

Not
Applicable

The nurse assists the referring psychiatrist
in confirming that the patient is giving
voluntary informed consent

The nurse assists the referring psychiatrist
in ensuring that the patient understands
the nature, purpose and consequences of
receiving the treatment and therefore what
the patient is consenting to

To understand the application of the Mental
Health Act in relation to ECT and the
provision of nursing care in ECT when it is
administered without the patient's consent.

Ensuring that the relevant Mental Health
legislation documentation regarding the
Mental Health (Care and Treatment)
(Scotland) Act 2003 or Adults with
Incapacity (Scotland) Act 2002 has been
completed and is available

An equitable relationship is formed with the
informal patient in order to enable him or
her to be part of the decision making
process leading to their making an
informed decision about accepting ECT or
not
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An equitable relationship is formed with the
patient detained under the Mental Health
(Care and Treatment) (Scotland) Act 2003
in order to enable them to be part of the
decision making process where possible,
leading to their making an informed
decision about accepting ECT or not

Desirable

Essential

Not
Applicable

The patient is aware of alternative
treatments and that these would be
available in the event that he or she
chooses not to accept ECT

The informal patient is made aware that
they can withdraw their consent to ECT at
any time

The patient detained under the Mental
Health (Care and Treatment) (Scotland)
Act 2003 who is assessed to have the
capacity to give informed consent is made
aware that his or her consent to ECT may
be withdrawn at any time

The nurse should act as an advocate for
the patient considering ECT, evaluating any
concerns and referring these to the
relevant member of the multidisciplinary
team

Ensuring that the patient is aware of the
possible risks involved of choosing not to
receive treatment is that this may lead to a
prolonged and increasingly severe phase of
iliness although their informed choice
should be respected

The nurse ensures that the informed
consent form has been signed by the RMO
and patient prior to the ECT course
commencing in order to record the
consultation and decision which has
recently taken place
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Any discussions and decisions relating to
informed consent are documented in the
patient's case notes/care plan

Desirable

Essential

Not
Applicable

The nurse understands the nature, purpose
and effects of ECT

Ensuring that coercion is not employed at
any time in order to persuade the patient
to have ECT

All patients will be aware that they can
have access to independent advice from an
advocacy service or additional information
from organisations such as Depression
Alliance Scotland.

If a patient appears unsure about receiving
ECT an opportunity to address their
concerns should be given and the possible
benefits of the treatment should be
reiterated in order to ensure that the
patient has the information necessary to
inform their decision

In an emergency situation when a patient's
life is at risk the nurse assists in the
administration of ECT to the patient as
directed by Medical staff

Each individual patient is provided with
sufficient verbal, written and/or audio
information in order to enable him or her to
make an informed decision about whether
or not to accept ECT.
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The nurse arranges for the patient to visit
the ECT suite if he or she would like to

Desirable

Essential

Not
Applicable

Information previously given about ECT is
brought to the patient’s attention at
different intervals during the course of
treatment

The patient should have sufficient time
without being subject to pressure to reflect
on the information prior to making a
decision about consenting to ECT

Patient's questions should be answered
truthfully and fully and where the nurse is
unable to answer a question this should be
referred to the treating psychiatrist

The patient's understanding of the
information provided to him or her about
ECT should be confirmed prior to the
completion of the informed consent
document

In consenting to ECT the patient's
understanding of the side effects and risks
of receiving ECT should be confirmed

The patient is aware of the purpose and
intended benefits of ECT including the
probability of success
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The patient is made aware that the
treatment includes receiving an anaesthetic
and muscle relaxant

Desirable

Essential

Not
Applicable

When possible the patient's relatives/carers
are provided with information about ECT in
order to facilitate informed discussion in
the decision making process when the
patient has given their consent to their
involvement in their treatment

When information is refused by a patient
this should be documented in the patient’s
case file/care plan.

The patient’s informed consent is verified
prior to each ECT treatment

If the patient is unsure or refuses to give
consent to ECT this is accepted and the
treating psychiatrist is informed of this
decision so that the patient's consent
status and the continuation of the
treatment can be reviewed.

The nurse assists in the assessment of the
detained patient's competence to give
informed consent continuously throughout
the course in order to determine if they
have regained capacity to give informed
consent
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The validity of the consent form and other Desirable | Essential Not
relevant Mental Health legislation Applicable
documentation is continuously reviewed
throughout the course of treatment in case
the patient's consent status has changed
and the documentation requires to be
amended

If there is any other information that you consider should be
added to the statements on the roles and responsibilities of
nursing staff please specify below:

Thank you very much for taking the time to complete this
questionnaire. Your time and effort are greatly appreciated.
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Appendix 15

Delphi letter of explanation - second round

C/o Lochhead Day Hspl.,
Royal Cornhill Hsp.,
Aberdeen,
AB25 2ZH
Tel: (01224 557447)
E - Mail: shonaburke@nhs.net

Dear Colleague,

Project title - Informing consent for ECT

Here is the second round of questionnaires involved in the Delphi process which is being
utilized in order to gain an expert consensus on an explicit statement of the knowledge base
that clients would be required to have to be considered "fully informed" and the roles and
responsibilities of medical and nursing staff in the informed consent processin ECT.

The expert panel's responses in the first round of questionnaires has been collated into
percentages as indicated in the questionnaire attached illustrating the collation of responses
and | have a'so given as much consideration as possible to the participants comments on
what information they considered should be atered or added to the statements.

Also attached for your information are the references on which the statements were based.

I would like to invite you to re - rank each statement in the two blank questionnairesthat are
attached on the statement of the knowledge base that clients would be required to have to be
considered "fully informed" and the roles and responsibilities of medical and nursing staff in
the informed consent processin ECT. This time you have the opportunity to ater your mark
considering what the panel's reaction was.

Do not hesitate to contact me if you have any questions about this research.

Thank - you for participating in this project. Your time and effort is much appreciated.

Please complete and return the questionnairesto me by 16/06/08

Yours Sincerely,

Shona Burke

293



Appendix 16

Delphi process - second round

New statements, statements with a change in wording and
statements receiving a non applicable response

New Statements

The new statements that were added in the second round as a result of
the participant's comments received a varying degree of consensus
around 'essential' as described:

The psychiatrist administering ECT confirms that the patient is giving
voluntary consent prior to each treatment proceeding.

This statement gained 73% of the response in the medical role.

An equitable relationship is formed with the patient detained under the
Mental Health (Care and Treatment) (Scotland) Act, 2003 so that the
decision to receive ECT is made jointly between the patient and RMO.

This statement gained 27% of the response in the medical role. The
similar statement in the nursing role gained 55% of the response in the
nursing role.

The patient detained under the Mental Health (Care and Treatment)
(Scotland) Act 2003 who is assessed to have capacity to give informed
consent is made aware that they can withdraw their consent is made
aware that they can withdraw their consent to ECT at any time.

This statement gained 91% consensus in the medical role and 82%
consensus in the nursing role.

"If a patient appears unsure about receiving ECT they should be given
the opportunity to address their concerns and the possible benefits of
the treatment should be reiterated in order to ensure that the patient
has the information necessary to inform their decision."

This statement received 91% consensus in the medical role and 73% of
the response in the nursing role.

"As far as possible the patient should be advised of bilateral or
unilateral electrode placement and the final choice of electrode

placement should be the outcome of a proportionate appraisal of the
risks and benefits between the patient and medical practitioner."”

This statement gained 55% of the response in the medical role.
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Change in wording of statements

Changing the wording in the statement between rounds as a result of the
participants' comments resulted in an increase of consensus in the
'essential' category. Some of the statements are described:

An equitable relationship is formed with the informal patient so that the
decision to receive ECT is made jointly between the patients and the RMO.

The response to this statement increased from 41% to 64% in the
medical role. The statement which is similar to this in the nursing role
increased from 64% of the response to 73%.

The patient and the RMO sign the informed consent form prior to the ECT
course commencing in order to record the consultation and decision which
has recently taken place.

The consensus in this statement increased from 52% to 91% in the
medical role. One participant had ticked 'not applicable' and had qualified
this by adding "Often junior doctor signs, but RMO prescribes."

Another participant had also added "Not necessarily RMO".

The statement which is similar to this in the nursing role increased from
76% to 82% consensus.

All patients will be aware they can have access to independent advice
from an advocacy service or additional information from organizations
such as Depression Alliance (Scotland).

The consensus in this statement increased from 70% to 82% in the
medical role and the response in the nursing role increased from 70% to
73%.

Ensuring the patient is aware of the possible risks involved in choosing not
to receive the treatment: this may lead to a prolonged and increasingly
severe phase of illness, although their informed choice should be
respected.

The response in this statement increased from 58% to 73% in the medical
role and from 35% to 45% in the nursing role which is an obvious
difference.

When possible the patient's relatives/carers are provided with information
about ECT in order to facilitate informed discussion in the decision making
process when the patient has given their consent to their involvement in
their treatment.

The response in this statement increased from 17% to 36% in the medical

role. However, the same statement decreased from 29% to 27% in
response in the nursing role.
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In an emergency situation, where a patient's life is at risk, ECT can be
given as soon as it can be organized with a second opinion given by a
local Consultant Psychiatrist.

The response in this statement decreased from 82% to 73% in the
medical role as one participant's had replied that this was not applicable.
The qualitative comment the participant had made was: Second opinion
not required by law and often impractical if urgent.

This was a good point but CRAG (1997) states that it is firmly advisable to
gain another opinion of a resident psychiatrist when such procedures take
place.

'Not applicable' responses

The responses to the questionnaire that the participants had marked in
the 'not applicable' category included the following:

One participant had replied 'not applicable' to the statement in the nursing
role:

The nurse assists the referring psychiatrist in assessing the patient's
decisional capacity to ensure that informed consent is valid.

The participant did not qualify this response. This statement received a
response of 55% 'essential’', 36% 'desirable’ and 9% 'not applicable'
therefore a consensus of 75% or over was not achieved in general.
Another participant had replied 'not applicable' to the statement:

An equitable relationship is formed with the patient detained under the
Mental Health (Care and Treatment) (Scotland) Act 2003 so the decision

to receive ECT is made jointly between the patient and RMO.

This statement received a response of 27% 'essential', 64% 'desirable’
and 9% not applicable.

The participant had also marked the similar statement in the nursing
section, 'not applicable'. This statement received a response of 55%
'‘essential', 36% 'desirable' and 9% 'not applicable'.

Unfortunately the participant did not qualify these responses.

The participant had also added a qualitative comment to the statement:

The psychiatrist administering ECT confirms that the patient is giving
voluntary consent prior to each treatment proceeding:-
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"Not essential if nursing staff in clinic have already confirmed this."

This new statement received a response of 73% 'essential' and 27%
'desirable’.
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Appendix 17

Statement of knowledge questionnaire - second round
Statements that did not achieve a consensus

The nature of ECT

It is the seizure activity that can assist in the correction of the chemical
imbalance in the brain that is thought to be the cause of depression.

This statement is described in various sources such as CRAG (1997); The
Royal College of Psychiatrists (1993) and American Psychiatric Association
(2004) and is part of the description of ECT that is offered to patients in
the information sheets sourced therefore would appear to be an important
part of the description of ECT to give to patients.

Why ECT is prescribed
Antidepressant treatment has had to be discontinued due to side effects.

This information is included in Royal College of Psychiatrists; SEAN (2000)
and Mayo Clinic (2004). The Consensus Group affiliated to the Special
Committee (2005) also describes the use of ECT when the patient's illness
has not satisfactorily responded to treatment with antidepressant therapy.
Therefore this appears to be useful information to include in the statement
of knowledge.

Alternative treatments to ECT

Psychological treatments such as counselling, psychotherapy or Cognitive
Behavioural Therapy in a person who is able to tolerate these approaches.

Perhaps consensus was not achieved in this statement because the
participants thought that psychological treatments were less important
due to their grounding in the physical treatment of ECT although this
information was included in patient information guides such as Manic
Depression Fellowship (1996) and NICE (2003).

Effectiveness
In Scotland, there was a particular improvement in three - quarters of

people treated with ECT for depressive illness.

This information was included in SEAN (2000). This statistic was gained as
a result of the National Audit that SEAN carried out in all ECT centres in
Scotland between the years of 1996 to 1999. Both the Mayo Clinic (2004)
and the American Psychiatric Association (2004) also document that
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approximately 80% of people who receive a course of ECT find it to be
beneficial. Including this information could assist the patient in making an
informed choice about the treatment based on the statistics available on
the effectiveness of ECT.

ECT can be quick acting with benefits being recognized after 2-3
treatments.

This information was included in CRAG (1997) who state that ECT
continues to be the fastest operating treatment that is accessible. Bolton,
Salford and Trafford Mental Health NHS Trust (2003) and Mayo Clinic
(2004) also include this in their description of ECT. Lamprecht et al (2005)
recommends that the quickness and the efficacy of ECT should guide the
judgement to prescribe ECT as a treatment for depression. Therefore this
would also be an important element of information to provide to the
patient to assist them in coming to an informed decision about ECT.

Reported risks
Psychiatric complications such as manic illness.

This information was included in CRAG (1997) and SEAN (2000). It was
also noted that this risk came fourth in importance in the ECT nurse
questionnaire therefore was considered to be midpoint in importance at
this stage of the research also. Therefore it appears to be information that
the patient may find useful.

Prolonged seizures

This adverse effect of ECT causing prolonged seizures was included in
good practice guides such as CRAG (1997) and Benbow (2005) although it
was not included in patient information on ECT such as the Bolton, Salford
and Trafford Mental Health NHS Trust (2003) or user groups such as the
Manic Depression Fellowship (1996). This statement was included due to
the comments of participants during the first round of the Delphi but could
perhaps be included at a further stage of the information giving process
rather than in the statement of knowledge.

Medical complications
Patients with ongoing health problems have an increased possibility of

cardiac or respiratory difficulties occurring following the treatment.

This was included in SEAN (2000); Royal College of Psychiatrists (1993)
and the American Psychiatric Association (2004) so it would be preferable
that the patient was aware of the medical complications that could occur if
they gave their informed consent to the treatment.
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Appendix 18

Roles and responsibilities questionnaire - second round
Statements not receiving a consensus in the second round

A total of 34% of the statements did not receive consensus in the second
round of the Delphi process. A description of the literature on which the
statements were based is detailed as follows:

The psychiatrist administering ECT confirms that the patient is giving
voluntary consent prior to each treatment proceeding.

Although this statement received a response that was just under the 75%
required for consensus in this study, professional guidance such as the
GMC (1998) described how it is the doctor who is performing the
treatment who should be certain that consent is gained. CRAG (1997) also
state that the psychiatrist should verify that consent is legitimate in
advance to the ECT treatment taking place. Therefore this is a part of
practice in informed consent that the participants may require further
training on.

An equitable relationship is formed with the informal patient so that the
decision to receive ECT is made jointly between the patient and the RMO.

Although a consensus was not gained, this statement received a response
of 73% from the participants who considered it to be essential in the roles
and responsibilities of the nurse while it gained 64% from the participants
who considered it to be essential in the roles and responsibilities of
medical staff. The balance of the rapport between the practitioner and
the patient is a significant part of the informed consent procedure but the
evidence gained in this research indicates that the participants' perceive
the importance of an equal relationship with the patient as being more
important in the nurse's role in the consent process than the medical role.
Doyal (2004) stated that patients felt that their exchanges with doctors
could be hurried and could comprise of an absence of purpose. Further
research with a larger sample could provide additional evidence to indicate
if there is a difference between nursing and medical staff's perception of
the importance of there being an equitable relationship with the patient
receiving ECT. This is an area that practitioners could receive further
training on so that patient receiving ECT's contribution to their own care is
acknowledged and they are perceived as being associates in their own
treatment as outlined by the NMC (2004). The NMC (2004) describes this
as including the patient's wishes with regard to their treatment and
valuing these within the boundaries of professional practice, current codes
of practice, available funding and the aims of the therapeutic rapport.
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An equitable relationship is formed with the patient detained under the
Mental Health (Care and Treatment) (Scotland) Act, 2003 so that the
decision to receive ECT is made jointly between the patient and RMO.

This statement did not reach a consensus of opinion from medical
participants of whom 27% considered this was essential while 55% of
nursing staff considered this essential. This could be due to the fact that
some patients may result in being detained to receive treatment. CRAG
(1997) states that due to the fact that their mental health is such that
they not able to comprehend the description of ECT and are unable or not
willing to give consent. In these circumstances the relationship between
staff and the patient may become more difficult if the patient is unwilling
to have the treatment. Therefore the practitioner's views that it may not
always be possible to form an equitable relationship with the detained
patient so that the decision to receive ECT can be made jointly between
the patient and RMO can be understood. Caird and Worrall (2003) also
submit that the patient should be aware of how to contact the advocacy
services while CRAG (1997) describe how the patient advocacy services
could supply a different possibility for confirming that the patient is as
completely informed about ECT as is feasible. The Scottish Independent
Advocacy Alliance information leaflet states that advocacy involves giving
someone the means to receive information, examine and comprehend
their possibilities and the opportunity to express their opinions and
desires.

Bigwood and Crowe's (2008) research examined mental health nurses'
experiences of physical restraint in an acute inpatient psychiatric setting.
Their method included using Van Manen's (1990) descriptive
phenomenological methodology in order to comprehend the knowledge
and involvement of physical restraint in the seven nurses that were
recruited. The data was collected by audiotaped interviews and then
analysed by transcribing the interviews word for word. Bigwood and
Crowe (2008, p.6) summarized the participants' view of restraint by citing
one of their responses: "Its part of the job, but it spoils the job." The
nurses reported that physical restraint frequently caused them to
experience discord in relation to their therapeutic duty and the custom of
the nurses being in charge and maintaining power in their workplace. The
nurses in Bigwood and Crowe's (2008) research also stated that the
nurses' experience of their dissention with physical restraint could be
brought to an end if the nurse was able to retain a therapeutic rapport
with the patient. The nurses also described how their rapport with patients
was strengthened by sharing the incident with them afterwards. Given this
medical and nursing staff involved in ECT should always endeavor to
maintain a therapeutic relationship with the patient detained under the
Mental Health (Care and Treatment) (Scotland) Act, 2003 to receive ECT.
This may alleviate the practitioner's experience of discord at treating a
patient against their wishes and also sharing and going over the reasons
for the requirement to give the patient ECT may assist in the maintenance
of an equitable rapport with the patient.
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Ensuring the patient is aware of the possible risks involved in choosing not
to receive the treatment: this may lead to a prolonged and increasingly
severe phase of illness, although their informed choice should be
respected.

Although the percentages the participants gave to this statement rose in
the second round after the wording was changed due to participants
stating that the wording in the original statement was too strong, the
statement did not reach a consensus. However, Caird and Worrall (2003),
The GMC (1998) and the Royal College of Psychiatrists (1993) all state
that the patient should be aware of the dangers involved in not receiving
the treatment as prescribed.

When possible the patient's relatives/carers are provided with information
about ECT in order to facilitate informed discussion in the decision making
process when the patient has given their consent to their involvement in
their treatment.

This statement did not reach a consensus level. Nevertheless, Lyons, ed.
(2003) states that the patient's carer should be provided with information
while NICE (2003) suggests that doctors should invite the participation of
the patient's advocate or carer in the consent process. Sims (2008) also
recommends that the patient and their family should be encompassed in
the decision making and the informed consent procedure.

When a patient has lost capacity to provide informed consent to ECT or
refuse the treatment any advance statements regarding treatment choices
should be taken into account.

This statement did not receive a consensus although Lyons (2003), NICE
(2003) and the Mental Welfare Commission for Scotland (2003) all
recommend that any advance directive the patient had made should be
taken into account.

Information previously given about ECT is brought to the patient's
attention at different intervals during the course of treatment.

This statement did not receive consensus although there was a much
smaller amount of the participants that thought this was essential within
the medical role than the nursing role. Rose et al (2005) and the GMC
(1998) recommend that the practitioner should repeat the information
until sufficient understanding has been gained.

As far as possible the patient should be advised of bilateral or unilateral
electrode placement and the final choice of electrode placement should be
the outcome of proportionate appraisal of the risks and benefits between
the patient and practitioner.
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This statement was added in on the suggestion of one participant but did
not receive consensus. However, Caird and Worrall (2003) state that the
patient should be aware whether the treatment is to be bilateral or
unilateral. Scott (2005) describes the NICE guidance on ECT which
included the recommendation that unilateral ECT should be used in order
to lower the cognitive unfavourable outcome of the treatment particularly
in patients whose illness was considered not to be critical. Therefore,
perhaps the patient should be informed of the hazards and advantages of
bilateral and unilateral treatment when possible so that the decision could
be made by the doctor in conjunction with the patient.

The nurse assists the referring psychiatrist in assessing the patient's
decisional capacity to ensure that informed consent is valid.

The nurse assists the referring psychiatrist in confirming that the patient
is giving voluntary informed consent.

Both these statements did not receive a consensus of opinion but as
stated previously in the discussion of the ECT nurse questionnaires, the
ECT nurses' qualitative comments supplied evidence that they did assist in
these elements of informed consent in practice. As described by Sims
(2008) nurses may be the initial person to recognize any possible
complications in the informed consent procedure due to the fact that they
often have the most contact with patients and their relatives. They may
comprehend that the patient and/or their family may not completely
appreciate the procedure. Therefore the ECT nurse or the ward based
nurse may be first to ascertain that the patient does not have the
decisional capacity to give informed consent or may not be giving
voluntary consent to the treatment.

The nurse assists the referring psychiatrist in ensuring that the patient
understands the nature, purpose and consequences of receiving the
treatment and therefore what the patient is consenting to.

This statement did not receive a consensus of opinion although Finch
(2005) suggests that the nurse should ensure that the patient has been
afforded a detailed description; comprehends what the treatment
comprises of; the aim of the treatment and its significance prior to
completing the consent form. Scholefield et al (1997) also state that the
practitioner is accountable for guaranteeing that the patient comprehends
the dangers associated with receiving the treatment and what the
treatment consists of.

Ensuring that coercion is not employed at any time in order to persuade
the patient to have ECT.
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This statement received a response just under the consensus level in the
nursing role. However, CRAG (1997) recommends that no type of coercion
should be used at any point to influence a patient to receive ECT. This is
especially important as it is extensively described in healthcare and
consumer literature that although patients were not detained under a
mental health act to receive ECT, they frequently perceived that they had
not supplied their consent voluntarily (Rose et al, 2005).Therefore, nurses
should be aware of the moral/lawful consequences of their interventions
with patients as described by Kashka and Keyser (1995). The same
statement received a consensus of 82% as essential in both the first and
the second round of questionnaires in the medical role; however one
participant added this interesting comment in the first round of the Delphi
process:

"Whilst I agree that coercion would always be inappropriate,
persuasion may be the most pragmatic option when you have a patient
who is suffering greatly or at heightened risk and you believe that ECT
will be the most appropriate treatment — however this would be true
for any significant medical procedure."

The participants comment is understandable when the practitioner is
dealing with a patient whose illness is severe; nevertheless, what is the
difference between persuasion and coercion? The Mental Welfare
Commission (2003) describes how the practitioner who is trying to bypass
using the Mental Health (Care and Treatment) (Scotland) Act 2003 might
use what they consider to be reasoning skills in order to persuade the
patient to receive treatment willingly. However, this could still be
perceived by the patient as coercion. Kashka and Keyser (1995) also state
that indirectly influencing the patient can affect their consent status
because unimpeded consent is debatable whenever any form of coercion
is demonstrated.

All patients will be aware they can have access to independent advice
from an advocacy service or additional information from organizations
such as Depression Alliance (Scotland).

This statement received just under the level of response required to reach
a consensus in the nursing role although Lyons, ed. (2003) reports that
patients should be entitled to advocacy that is readily available. Finch
(2005) also submits that nursing staff should advise the patient about
how to access supplementary information and means of getting in touch
with a neutral advocate.

If a patient appears unsure about receiving ECT they should be given the
opportunity to address their concerns and the possible benefits of the
treatment should be reiterated in order to ensure that the patient has the
information necessary to inform their decision.

This statement did not quite reach the 75% required to reach a consensus
in the nursing role. Kashka and Keyser (1995) illustrated an occasion
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when a patient did not wish to receive ECT but the nurse's actions in
encouraging the patient to receive the treatment appeared to be coercive.
Therefore it is important that the nurse is able to listen to the patient's
concerns regarding the treatment, provide information and pass the
patient's issues with the treatment to medical staff when appropriate as
described by CRAG (1997).

The nurse arranges for the patient to visit the ECT suite if he or she would
like to.

Patient information sheets such as Overton (1999) and NHS Grampian
(2005) suggest that the patient can see the ECT suite preceding
treatment in order to help familiarize them with the department and the
ECT nurse which may assist in easing their anxieties concerning the
treatment. However the panel considered that this was much more a
desirable responsibility than an essential one.

The patient's understanding of the information provided to him or her
about ECT should be confirmed prior to the completion of the informed
consent document.

This statement received just under the percentage required to reach a
consensus in the nurse's roles and responsibilities. Cable (2003),
however, describes that the nurse must confirm that the consent a patient
has provided is established on a comprehensible perception of the
treatment they will be given.

In consenting to ECT the patient's understanding of the side effects and
risks of receiving ECT should be confirmed.

Again, this statement received just under the percentage required to
reach a consensus in the nurse's roles and responsibilities. However, Caird
and Worrall (2003) and NHS Scotland (2006) state that the practitioner
should verify that they have described the process to the patient,
including the proposed advantages, hazards and temporary side effects.
As described by Finch (2005) the nurse's proximity when information on
the treatment is being given to the patient may help the patient to feel
able to enquire about the treatment and the nurse may have the means to
clarify the explanation if required.

The nurse assists in the assessment of the detained patient's competence
to give informed consent continuously throughout the course in order to
determine if they have regained capacity to give informed consent.

This is the final statement which just failed to gain a percentage in order
to achieve consensus in the nurse's role. However, Scholefield et al
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(1997) cite Gillick v. West Norfolk and Wisbech AHA, 1986, which
described the significance of the nurse being able to review if the patient
is competent of comprehending the information supplied about the
treatment therefore it is important that the nurse is able to assist in this
aspect of informed consent.
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