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ABSTRACT
'The Law and Practice of Consent to Medical Intervention'

Robert James Heywood

This thesis explores the challenging concept of informed consent. It is an empirical
study investigated in a medico-legal context. The research combines the use of
quantitative and qualitative research methods to analyse the different views of the
parties who are actively involved in the consent process in both medical and legal
settings.

The project provides a comprehensive review of the literature concerning the
legal aspects of consent and information disclosure, critically analysing relevant case
law and academic opinion. The problematic areas are highlighted and from these a
number of research areas are identified forming the basis of the empirical inquiry.
The thesis is then broken down into a number of individual studies incorporating a
range of empirical techniques. These include:

1. A quantitative study employing a questionnaire to evaluate medical students’
knowledge and to identify what is important to them in respect of consent.

2. A qualitative interview study exploring health care professionals’ opinions on
consent in primary care.

3. A qualitative interview study exploring health care professionals’ opinions on
consent in secondary care.

4. A qualitative interview study exploring patients’ perspectives on consent.

5. A qualitative observational study to assess how consent procedures operate in
practice in secondary care.

6. A qualitative interview study exploring consent litigation in practice from
solicitors’ perspectives.

Each project acts as a continuation of one another. The methodological position of
the thesis is that knowledge is progressive and is accumulated as each study develops.
This is achieved through the researcher being ‘situated’ in the work and through
continuous legal and sociological reflections. Accordingly, the findings are analysed
and provide for a critical assessment of the law pertaining to consent and information
disclosure. The project is a collaborative venture between the law and the medical
profession and seeks to develop a clearer understanding of consent issues in practice.
In doing so a number of problems are identified which have previously gone
unnoticed and, as such, future recommendations for improvement are provided at the
end of this thesis.
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SUMMARY

Study Overview

This thesis explores the challenging concept of informed consent. It is an empirical
study investigated in a medico-legal context. It combines the use of quantitative and
qualitative research methods to analyse the different views of the parties who are
actively involved in the consent process in both medical and legal settings. The
findings are then reflected upon from the author's own legal background to provide a
critical assessment of the law pertaining to consent and information disclosure. The
project is a collaborative venture between the law and the medical profession and
seeks to develop a clearer understanding of consent issues in practice. In doing so a
number.of problems are identified which have previously gone unnoticed and, as
such, subsequent recommendations are provided for at the end of this thesis.
Literature

The study provides a comprehensive review of the literature concerning the legal
aspects of consent and information disclosure. It critically analyses relevant case law
and relies upon academic opinion to scrutinise and identify problematic legal areas.
From this, a number of research areas are identified that form the basis of the
empirical inquiry in this work.

Empirical Methods

This is an empirical study. It provides evidence of research involving human
participants who are actively involved in the consent process and explores the views
and opinions of those who are faced with challenging issues in practice. The thesis
combines quantitative and qualitative research methods to generate original data
relating to a range of different participants’ views in respect of consent. In turn, the

views from all the different parties are combined and the contentious and problematic



areas are identified. The views are then reflected upon from the researcher’s own

legal background to provide a clearer understanding of the difficulties faced by those

in practice, and to suggest a number of solutions to these problems in both a legal and

sociological sense.

Individual Studies

The study involves a range of different participants and combines the use of

quantitative and qualitative research methods to investigate the issues identified

above.

1) It employs quantitative research methods to evaluate medical students'
knowledge of the legal issues relating to consent and attempt to gain a deeper

understanding of how they are trained in communication processes.

2) It uses qualitative methods to interview medical practitioners in primary care
about informed consent and relates this to the law.

3) It uses qualitative interview methods to explore consent from medical
practitioners in secondary care.

4) It employs qualitative interview methods to explore informed consent from
patients’ perspectives.

5) It uses qualitative observational techniques to assess how consent is obtained
in secondary care.

6) It uses qualitative interviews to investigate consent litigation in practice from
solicitors’ perspectives.
Although for the purposes of discussion and analysis the qualitative sections are
presented as separate, and are broken down into smaller individual components, they
are actually continuations of one another. The methodological position of the thesis is
that knowledge is accumulated and combined as each study progresses. This is
achieved through the researcher being ‘situated’ in the work and through continuous
legal and sociological reflections. Thus, the knowledge is progressive throughout the

study.

Xi



Ethics

As this is an empirical study using human participants, the project was endorsed by

the relevant NHS Ethics Committee and gained approval from NHS Research

Governance.

The Major Research Findings

1)

2)

3)

The medical students in this study recognised the importance of informed consent
in contemporary medical practice. They attached most importance to the ethical
side of consent, yet acknowledged its importance from a legal perspective.
Despite this, it is evident that they do not receive a lot of training in terms of
informed consent at undergraduate level and therefore are not confident in dealing
with these issues upon entering practice. The students in this study feel they have
been trained ineffectively in terms of obtaining consent.

When asked to provide a definition of informed consent which was measured
against the Department of Health’s working description, the students in this study
focus on three main components. These include risks, understanding and
agreement.

Whilst recognising the overall importance of consent from an ethical point of
view, in this study it seems medical practitioners in primary care engage in
informal consent procedures. They are not concerned with the threat of the law
and this does not affect their practice. In actual fact they seem to concentrate
more on patient understanding. They focus less on risks suggesting that in
primary care these are so trivial and infrequent that there is no need to disclose
them. They perceive the most difficult part of their job as being the side-effects
and risks associated with prescribing drug therapies and they state it is very

difficult to keep up-to-date with the risks and to know what to disclose.
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4)

5)

The Medical practitioners in secondary care within this study place emphasis on
the importance of openness, disclosure and shared-decision making. However,
they are more concerned with the threat of the law. They are involved in formal
consent procedures which include written consent. There is criticism aimed at the
bureaucratic nature of consent forms which stifles doctor/patient communication.
The most important thing seems to be that informed consent is a relative concept
and ought to be .tailored to each individual patient. A great deal of significance is
attached to risk disclosure. There is evidence that, in some situations, the
clinicians in this study attempt to maintain clinical discretion in terms of what
they disclose, yet feel this is being eroded by the law. It is unclear whether this is
based on direct.knowledge of the law or mere anecdotal evidence from colleagues.
In all probability it is more likely to be the latter. What is clear is that the
perceived threat of the law leads medical practitioners, in some situations, to
engage in excessive disclosure where they bombard patients with risks. Also in
this study, attention is paid to the importance of communication and
understanding and how this can be improved in the consent process.

The patients in this study struggle to understand the true meaning of consent.
They see it as something that is necessary in order to get to the next stage of their
treatment. They value the provision of information and look favourably on
receiving details about risks and alternatives. However, the process of disclosure
seems to be viewed as independent of consent and patients struggle to make the
link between the two. It is why they want information that is perhaps most
interesting. It seems that they are not concerned with their right to self-
determination. The patients here welcome additional information about treatment

as it enhances and facilitates the healing process. They are more concerned with

Xiii



6)

the therapeutic benefits of enhanced disclosure prior to treatment rather than the
need to receive information in order that they can make a decision. The patients
involved in this project also see the value and importance of honesty and
communication and suggest they would be unlikely to pursue a complaint unless
the relationship of trust breaks down. It seems there is a marked reluctance to
resort to legal action and they feel understanding can be improved by patient
support-groups, patient volunteers and decision-aids.

The solicitors in this study suggest that the law has developed in an extremely
paternalistic manner and that this has stifled consent and information disclosure
cases. They indicate there are only a few cases and that not many of these are
successful. It seems clients have difficulty in understanding exactly what they are
claiming for and problems are identified in the way the law operates in terms of
the battery/negligence divide. There are potential reforms suggested by the
participants in this study in relation to the standard of care in information
disclosure cases, the decision in Bolitho and the development of consent through
professional guidelines and Patient Charters. Also, there is a call for greater
training and awareness of the law and how it operates amongst clinicians to allow
them to understand the true meaning of consent and that it is not just a medico-

legal requirement.

Publications from this Thesis

1)
2)

3)

Heywood, R. "Re-Thinking the Decision in Pearce" (2005) 7 CIL 264.

Heywood, R. "Excessive Risk Disclosure: The Effects of the Law on Medical
Practice" (2005) 7 Med L Int 93.

Heywood, R. "Informed Consent Through the Back Door?" (2005) 56 NILQ 266.
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1 INTRODUCTION

'"Every human being of adult years and sound mind has a right to determine what
shall be done with his own body; and a surgeon who performs a operation
without his patient's consent commits an assault"

1.1 The Research Question

»
In order for medical practitioners to protect themselves against legal challenge,
consent is required on behalf of the patient before any form of treatment that involves
some kind of bodily contact is administered.> In terms of invasive procedures,
consent is usually given expressly by the patient and this is usually evidenced in
writing by means of a consent form. However, for lesser forms of treatment which
involve physical contact, consent is often said to be implied. Conduct or verbal
statements can evidence this. Many perceive consent to medical treatment simply as
individuals giving medical practitioners permission to carry out treatment. However,
the term "informed consent", first used in a medico-legal context in America, has
come to mean something more.’

Informed consent is a process involving the communication of information
and the making of a reasonable and co-operative decision by doctor and patient.* Still,
the question of what constitutes a legally valid consent has been fraught with

controversy. In order that the individual can make that decision and act as a truly

autonomous agent, it is claimed that it must be made in an informed manner, free

! Cardozo J. in Schloendorff v Society of New York Hospital (1914) 211 NY 125, 126.

? In some situations consent is not required because the patient does not have the specific capacity to
consent. For example, if the patient is unconscious he may not be able to consent. Any medical
treatment administered will them be legally excusable on the grounds of necessity. Similarly, if a
patient does not have the mental capacity to consent due to their.age or a mental disorder, then in some
circumstances medical intervention may be justified without consent. This however, is outside the
remit of this study. For discussion see Jones, M. "Justifying Medical Treatment Without Consent"
(1989) PN 178; Skegg, P.D.G. "A Justification for Medical Procedures Performed Without Consent"
(1974) 90 LQR 512.

* Salgo v Leland Stanford Jr University 317 P 2d 127 (Cal App, 1957).

* Gillett, G.R. "Informed Consent and Moral Integrity” (1989) 15 Journal of Med Ethics 117 - 123.



from prejudice and interference. That is, the patient must be given all the necessary
information and understand that information, before they can make any decisions.
The function of the law is to preserve the autonomous right of patients to exercise
control over their own bodies by empowering them to bring a legal challenge where
communication breaks down, bringing into question the validity of consent. This
project delves deeper into the consent process to produce an intelligible understanding

of some of the major issues that arise in everyday medical practice.

1.2 The Study

The study is comprised of four elements:

The first part of the research concentrates on surveying medical students by means of
a combined quantitative and qualitative questionnaire. This gives an insight into what
they perceive as being important in the consent process. It assesses how effectively
they feel they have been éducated and prepared to deal with consent issues in practice
and investigates how confident they feel about obtaining informed consent in a
clinical setting. The survey also evaluates their understanding of the underlying
ethical and legal principles behind asking a patient for their informed consent. This

data is analysed and then any enduring legal issues are reflected upon.

The second component of the study will investigate informed consent in primary care.
This is achieved by interviewing a number of GP's and practice nurses about what
happens in terms of consent in primary care and their perceptions of informed
consent. These findings are related to the law to reach an assessment of whether
medical practitioners are doing enough to protect themselves from legal challenge in
primary care. It will also look at the differences and similarities between this and

consent in hospital settings.



The third part of the research focuses on gaining a clearer understanding of the
consent process in a hospital setting. This involves interviewing the different levels
of medical professionals from various surgical teams, and also a number of patients to
develop awareness as to the wider issues faced by all parties concerned in the consent
process. There is an observational element to this part of the study which scrutinises
how consent is obtained, and to assess first-hand the problems faced by both medical
practitioners and patients in clinical consultations. This includes analysing the
uncertainty associated with understanding, communication, willingness to be involved

in treatment, therapeutic privilege and defensive medicine.

The fourth element of the work involves looking at informed consent litigation in
practice by interviewing a number of medical law solicitors. The aim of this element
is to achieve an understanding of the frequency of claims, how they are dealt with, the
problems faced by all parties in a legal case and how solicitors view the legal doctrine

of informed consent.

The above data is analysed and then related to existing legal theory. This allows for a
critical reflection of the law. The thesis highlights any potential legal problems and
reforms. A number of future protocols are then advanced, which may be

implemented for future use to improve the doctor/patient relationship.



1.3 Aims & Objectives

To investigate and evaluate the current law and practice of consent and
information disclosure.

To employ quantitative research methods to evaluate medical students' knowledge
of the legal issues relating to consent and attempt to gain a deeper understanding
of how they are trained in communication processes.

To use qualitative research methods to interview medical practitioners about
informed consent in primary care and relate this to the law.

- To use qualitative research methods to gather empirical data relating to how
consent is gained in practice. This allows for an exploration of some of the wider
issues faced by the medical profession when attempting to gain a patient's consent,
issues which may not have been fully recognised by the law. These include
questions of understanding, communication, willingness to be involved in
treatment, therapeutic privilege and defensive medicine

To use qualitative interview techniques to discuss informed consent litigation with
practising solicitors to elicit their view on the law relating to informed consent.

The above will highlight the differing perspectives on informed consent from a
wide range of people involved in legal and medical practice. This is analysed
within the prism of the doctor/patient relationship and in turn will be related to
legal theory. This provides the basis for a number of future protocols to be
constructed, which, it is hoped, will improve the doctor/patient relationship and
reduce litigation.



2 LITERATURE REVIEW - PART 1

2.1 THE HISTORY AND CHANGING FACE OF THE LAW OF
INFORMED CONSENT & INFORMATION DISCLOSURE

2.1.1 Introduction

The purpose of this section of the literature review is to chart the historical
development of the law relating to informed consent and information disclosure. The
section begins by looking at the tort of battery and how, over the years, the courts
have slowly eroded its use and application as a mechanism for enforcing patients'
rights. It then proceeds to analyse how information disclosure cases have come to be
understood within a negligence framework and discusses the major cases which have
shaped and developed the law. The section provides an account of modern
developments and addresses the signiﬁcance and implications of recent case law in
terms of advancing patients' rights and considers the potential impact of the Human
Rights Act on informed consent. Finally, it assesses the difficulties associated with
establishing causation in negligent information disclosure cases and consideration is
given to the recent system implemented in New Zealand which seeks to give fuller

all-round protection for patients' rights.

| 2.1.2 Categorising the Claim - Informed Consent & Battery

The law states, that if a medical practitioner carries out a procedure that involves any
kind of physical contact then, in the absence of a valid consent, or without some other
justification', that practitioner will be liable for a civil action in battery and may also

face prosecution.

! There are clearly some instances where clinicians will have to perform an operation on a patient
where they are unable to consent. The most common example of this is where the patient is



Battery is a tort that requires a direct application of force.> Thus, conceptually,
consent in law may be seen as a defence to the tort of battery, or alternatively, the
absence of consent may be part and parcel of the tort itself. 3 The standard practice of
the medical profession is to ask the patient to sign a NHS consent form before
undertaking any kind of invasive procedure.® This is designed to safeguard the
surgeon against any legal action by evidencing that the patient has expressly given
permission for the operation. However, where the procedure is only minor or surgery
is not involved, consent may often be given implicitly by the patient. This may be
evidenced by oral statements or by the conduct of the patients themselves.

In American jurisdictions that operate an 'informed consent' system, there is an
obligation on the doctor to provide as much information as the reasonable (or prudent)
patient would expect in the circumstances. In the case of Canterbury v Spence it was
stated that:

'...True consent to what happens to one's self is the informed exercise of choice,
and that entails an opportunity to evaluate knowledgeably the options available
and the risks attendant upon each...From these axiomatic considerations springs
the need, and in turn the requirement, of a reasonable divulgence by physician
to patient to make such a decision possible.”

Accordingly, failure to provide adequate information about surgery negates the

patient's consent and allows them to sue in trespass or negligence.

unconscious and the procedure is necessary in order to save their life.  The law justifies this on the
ounds of necessity. See F'v West Berkshire Health Authority [1989] 2 All ER 545 HL.
Collins v Wilcock [1984] 3 A1 ER 374,
3 Jones, M.A. Textbook on Torts Eighth Edition (Oxford: Oxford University Press, 2002) at 469. Jones
suggests the issue revolves itself into the question of where the burden on proof lies. Must the claimant
prove that he did not consent in order to establish his cause of action, or is it sufficient to prove a direct
interference, leaving the defendant to assert and prove that the claimant consented? See for example,
Freeman v Home Office (No.2) [1984] 2 WLR 130. Here it was held that the claimant has the burden
of proof in this country.
* See standard NHS consent form. Copy available in "Good practice in consent implementation guide:
consent to examination or treatment" (London: Department of Health Circular, 2001).
% (1972) 464 F 2d 772 at 774.



In England, this is not the case. In Chatterton v Gerson it was stated by
Bristow J. that "What the court has to do in each case is to look at the circumstances
and say "Was there a real consent?""® He then went onto suggest:

'In my judgment once the patient is informed in broad terms of the nature of the
procedure which is intended, and gives her consent, that consent is real, and the
cause of action on which to base the claim for failure to go into risks and
implications is negligence, not trespass."”
Hence, it appears it will only be in exceptional circumstances where no adequate
explanation was in fact given as to the broad nature of the operation that the consent
will be invalid for the purposes of battery.® Similarly, if the operation performed was
in fact different from that proposed®’, or if consent was obtained by fraud or
misrepresentation'®, any purported consent would be nullified giving rise to an action
in battery. This is because: 'the consent would have been expressed in form only, not
in reality."! In this situation, battery is applicable notwithstanding the fact that the
surgeon feels the intervention is justified (in the sense that it will be of benefit to the
patient) or that it was expertly performed.

Although the courts often refuse to accept it as an appropriate course of action,
battery doubtless has a number of advantages for the claimant over an action in
negligence. Firstly, the tort of battery is actionable per se. That is, it is actionable

without proof of damage. As Teff asserts:

'In trespass, a failure by the doctor to tell the patient the nature of the proposed
procedure would be all that was be required. The unauthorised touching would

[1981] QB 432.

7 ibid at 443.

8 Hamilton v Birmingham R.H.B. [1969] 2 BMJ 456.

® Murray v McMurchy (1949) 2 DLR 442; Cull v Butler [1932] 1 BMJ 1195.

1 ppleton v Garret [1996] PIQR P1. For an action to be successful it is generally thought that the
misrepresentation or fraud must go to the nature of the procedure, rather than the risks involved. It has
been argued that this distinction is unworkable as it pre-supposes an inherent difference in terminology
and substance between the nature of the treatment and any risks involved. It is not difficult to envisage
a situation where some risks may be so significant that they relate to the nature of the operation itself,
so that non-disclosure would vitiate consent and lead to liability in battery: see Tan Keng Feng,
"Failure of Medical Advice: Trespass or Negligence" (1987) 7 LS 149; Jones, infran 17 at 110.

1 op citn 6 at 443.



itself constitute a tort, even if no harm were caused - the availability of redress

for what would in effect be a dignitary injury further emphasising the rationale

of self-determination.'
This is significant for the claimant as there will be no issues relating to differing
standards of medical judgment. Thus the patient does not have to prove professional
fault in the treatment itself and there will be no calling of expert evidence. Perhaps
more importantly, the claimant will have less stringent requirements in regard to
causation. All that would be needed was proof that there had been some unauthorised
touching. There would be no examination needed of whether had the patient béen
adequately informed they would have rejected the treatment, a stringent rule of
causation that often proves to be an insurmountable hurdle in any negligence action."®
Similarly in some jurisdictions, in trespass, the doctor could well have the onus of
proving consent'*, although apparently not under English law.!> Finally, the damages
in a battery action would be more favourable to the patient as they would be able to
recover for all 'direct damage' caused by the unauthorised touching. In contrast, if the
claim was in negligence recovery would be denied for 'unforeseeable’ medical
complications.

This being the case, why do English courts seem reluctant to categorise claims
relating to absence of consent as battery? In all probability, this is due to the very
nature and roots of the tort itself, which is often associated with some form of hostile
touching. '° In the context on the doctor/patient relationship, it would be unusual to

hold doctors so liable as the implication would be that they intended to harm patients,

a concept that is wholly inconsistent with the principles of beneficence and

12 Teff, H. "Consent to Medical Procedures: Paternalism, Self-Determination or Therapeutic Alliance"
(1985) 101 LQR 432 at 436.

13 For a more detailed discussion see section 2.1.8.

14 Teff, op citn 12 at 439. See for example, Aliter Ford v Ford (1887) 143 Mass 577, 578, 10 NE 474,
475; Latter v Braddell (1880-81) 50 LJQB 448; the Canadian position is that the onus is clearly on the
doctor to prove consent - Kelly v Hazlett (1976) 75 DLR (3d) 536 at 563.



nonmaleficence that are enshrined within the very foundations of the Hippocratic
Oath. Irrespective of this, motive is irrelevant and as Jones states:
...motive is not a defence and, though the medical profession may be dismayed
to have it said, from the legal perspective the only dlfference between a surgeon
and a mugger with a knife is the consent of the patient."’
Thus, from a strictly legalistic point of view, the mere fact that the surgeon has not
intended to harm the patient is irrelevant.

It is a consequence of the latter being classified in terms of negligence which
has served to erode the historical importance of the tort of battery as a mechanism for
enforcing patient rights. As Teff suggests:

'The very fact that negligence rather than battery is now the dominant basis for
liability in surgical consent cases suggests a shift towards a rationale of good
medical care and away from an exclusive focus on the right to bodily integrity
and self-determination."®
Nowadays, save in areas relating to police powers, trespass has been applied sparingly
by the courts. Where there are grounds for bringing a successful claim under this
heading, actions are met with hostility from the medical profession because, as
Brazier states:
'A judgement in trespass for a failure in communication, an over-zealous desire
to make the right decision for the patient, may be seen as putting the doctor on a
par with a police officer who beats up a suspect.'19
Principally, the courts do not want to expose doctors to the stigma that attaches itself
to a claim in battery, as the very wording of the tort itself may have a greater

consequence on the career of a doctor than if a similar claim was levied in negligence.

Also, it seems clear that the courts do not want to undermine the authority of health

op citn2.
1 Wilson v Pringle [1986] 2 All ER 440.
17 Jones, M.A. "Informed Consent and Other Fairy Stories" (1999) 7 Med L Rev 103 at 106. However,
Jones points out that this may not be strictly accurate in that it is not merely the fact of the patients’
consent which legitimises the doctor's act, but the fact that it is given within the context of the
doctor/patlent relationship: R v Brown [1993] 2 All ER 75 at 103, per Lord Mustill.
18 Teff, op cit n 12 at 436.



practitioners by subjecting them to a risk of multiple legal actions. The purpose (as
well as the effect) of Canterbury®® may have been to give US patients access to a
remedy where, if left to negligence alone, none would be available. Thus, English
courts may be attempting to curtail litigation trends to discourage defensive practices.
As a result of the above, the circumstances in which the tort of battery is

applicable nowadays are extremely rare and seldom successful. It was stated in Kelly
v Hazlett:

'How the case is pleaded...is more than a matter of academic interest. It will

have important bearing on such matters as the incidence of the onus of proof,

causation, the importance of medical evidence, the significance of medical

judgment, proof of damage, and most important, of course, the substantive basis

of liability.”!
2.1.3 Categorising the Claim - Informed Consent & Negligence
In switching the claim to the tort of negligence, in order for any action to be
successful the patient must adhere to the ordinary requirements of a conventional
negligence action. That is, the establishment of a duty of care owed by the medical
practitioner to the patient, proof that this duty has been breached, and finally, that the
breach of duty has caused some resultant harm that was reasonably foreseeable.
Therefore when the claim is framed in negligence the emphasis is placed less on
informed consent per se and more on information disclosure. This is demonstrated by
in the following passage: |

'In legal terms, the patient's consent to the treatment may be valid once he or she

is informed in broad terms of the nature of the procedure which is intended. But

the choice is, in realty, meaningless unless it is made on the basis of the relevant
information or advice.'”?

¥ Brazier, M. "Patient Autonomy and Consent to Treatment:.the Role of the Law?" (1987) 7 LS 169 at
180.

2 opcitn5,

21 (1976) 75 DLR (3d) 536 at 538.

22 Rogers v Whitaker (1992) 109 ALR 625 at 633.
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In developing the above point, it is important to remember that the tort of
negligence is not concerned with the presence or absence of consent, but rather the
doctor's failure to comply with a legally imposed duty to take reasonable care to
ensure the patient is adequately informed.” The law is concerned with what the
doctor is obliged to do prior to acting. As a result the focus of any inquiry is on the
amount and type of information a doctor is obliged to disclose.

The seminal case of Sidaway v Board of Governors of the Bethlem Royal Hospital
and others** confirmed the existence of a duty of disclo‘sure in English law. In this
case, all of the judges sitting in the House of Lords acknowledged there was scope for
developing a duty of disclosure under the common law which places an obligation on
the doctor to communicate at least some information to the patient prior to any
proposed treatment. Lord Scarman stated:

'...If it be recognised that a doctor's duty of care extends not only to the health

and well-being of his patient, but also to a proper respect for his patient's rights,

the duty to warn can be seen to be a part of the doctor's duty of care.””
Thus, there is evidence that a duty of disclosure exists and, as Williams suggests,
'The doctor's duty arises out of the patient's right to make his own decision and not
vice versa.”® This is interesting as it confirms that the doctor's duty derives from the
right of the patient to decide what is done with their body.

Lord Scarman, dissenting, elaborated on this in the reasons he offered for
developing a duty of disclosure:

'[the doctor] must acknowledge that in very many cases factors other than the

purely medical will play a part in the patient's decision-making process...which

may lead to a different decision from that suggested by a purely medical

opinion. The doctor's duty...requires him...to provide information needed to
enable the patient to consider and balance the medical advantages and risks

2 Kennedy, 1. & Grubb, A. Medical Law Third Edition (London: Butterworths, 2000) at 677.

2411985] AC 871.

% ibid at 885.

% Williams, K. "Pre-Operative Consent and Medical Negligence" (1985) 14 Anglo-American LR 169
at 172,
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alongside other relevant matters, such as, for example, his family, business or
social responsibilities.’ *’

This rationale looks beyond the immediate problem of the doctor/patient relationship
and investigates further the problems faced by patients in the wider social context.
The crux of the argument focuses on why the patient needs all the necessary

information.

2.1.4 Professional Negligence, Bolam and Information Disclosure
On confirmation that a duty of disclosure exists in English law, what counts as
actionable negligence? In order to answer this question we need turn our minds to the
standard by which a doctor's disclosure is to be judged.
Although ordinarily the tort of negligence is based around the judicially
defined concept of 'reasonableness', this standard changes when applied to the
medical profession. In Bolam v Friern Hospital Management Committee.”® McNair J.
devised the following test for the professional standard of care:
...where you get a situation which involves some special skill or competence,
then the test as to whether there has been negligence or not is not the test of the
man on top of a Clapham omnibus, because he has not got this special skill.
The test is the standard of the ordinary skilled man exercising and professing to
have that special skill.”’

He then further commented that:
'A man need not possess the highest expert skill; it is well established law that it

is sufficient if he exercises the ordinary skill of an ordinary competent man
exercising that particular art.”

%7 op cit n 24 at 885-886.
2 11957] 1 WLR 582. The House of Lords in Sidaway confirmed that this test is applicable in the
realms of both treatment and diagnosis. See Whitehouse v Jordan [1981] 1 WLR 246 (treatment) and
Maynard v West Midlands Regional Health Authority [1984] 1 WLR 634 (diagnosis).
2 .

ibid at 586.
* ibid.
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However, it is the second part of McNair J's judgment in relation to the standard of
care to be applied to the medical profession that has come to mean something much
more controversial:
'A doctor is not guilty of negligence if he has acted in accordance with a
practice accepted as proper by a responsible body of medical men skilled in that
particular art...a man is not negligent, if he is acting in accordance with such a
practice, merely because there is a body of opinion taking the contrary view."”!
This has been the centre of intense debate since it effectively left the standard of care
in negligence cases in the hands of the medical profession. *> The practicalities of the
test, one which is perhaps best described as the doctor's best friend, proclaim that a
doctor cannot be held liable even if there are differing schools of thought as to what
constitutes acceptable practice. As long as one body of responsible medical opinion
views the conduct as within the range of acceptable practice at the relevant time then
the doctor will not be negligent.*®> This is problematic. Amongst other things it tends
to create a situation of closing of professional ranks, toleration for maverick
practitioners who escape liability by employing procedures which gain minimal

medical support**, and defences for those who lag behind the times by adopting out of

date techniques.>> Doctors are judges in their own case and set their own standards.

*' ibid at 587.

32 Williams, K. "Informed Consent or a Duty to Inform" (1985) 129 SJ 195.

3 One of the problems with Bolam is whether negligence itself is classed a sociological or ethical
concept. See Montrose, J. L. "Is Negligence an Ethical or Sociological Concept” (1958) MLR 259. He
asserts that although the standard of care should be an ethical concept, the problem with Bolam is that it
can be interpreted in one of two ways. The ethical interpretation is to apply the normative requirement
of reasonableness to the practice accepted by a respectable body of practitioners. If read in a
sociological light, it is argued that once the body of professionals is accepted as responsible, then any
act that body accepts cannot incur liability. This ambiguity is often associated with the blurring of
normative and descriptive terminology within the case itself. See also, MacLean, A. "Beyond Bolam
and Bolitho" (2002) 5 Med L Int 205 at 207; Teff, H. Reasonable Care: Legal perspectives on the
Doctor Patient Relationship (Oxford: Clarendon, 1994) at 181.

3* See for example, De Freitas v O'Brien [1995] 6 Med LR 108.

35 Technically, and according to McNair J. in Bolam , op cit n 28 at 587 this should not be allowed to
happen. He makes it clear the law does not condone medical men who fail to keep themselves updated
with modern medical practice. However, in reality Bolam often provides a defence as most medical
practitioners can find at least one body of medical opinion that is supportive of their techniques.
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As has been said: 'The [Bolam] test became no more than a requirement to find some
other expert(s) who would declare that they would have done as the defendant did."*®

Although there may be justifiable grounds forAplacing heavy reliance on
accepted standards of the profession and expert evidence in terms of treatment and
diagnosis, issues which are directly within the remit of doctors' professional expertise,
these same grounds do not carry over to issues relating to disclosure. Arguably the
courts should not adopt the same degree of leniency when judging what a doctor is
obliged to tell a patient. This is not a matter of professional judgment per se but
rather a process that the patient should be involved in so they can decide what level of
information they require in order that they can make an informed decision about their
treatment options. Ultimately, the only expert on the patient is the patient themselves
and it should be for them to decide what is done with their bodies; not the doctor.
Thus, arguably the law ought to implement a subjective standard of care tailored to
each individual patient.”’

In Sidaway’® the House of Lords was invited to clarify the standard of care to
be applied to medical disclosure cases. One of the major problems with Sidaway is
that it provides no clear ratio. Each of the five judges agreed on the overall outcome
but not so on the law and its application. Although three out of five of their Lordships
explicitly referred to Bolam in one way or another, only one of them accepted the
Bolam standard in its conventional format as being applicable to information
disclosure cases.

Lord Diplock was the only Lord who endorsed the professional standard for

disclosure. He stated:

36 Brazier, M. & Miola, J. "Bye-Bye Bolam: A Medical Litigation Revolution?" (2000) 8 Med L Rev
85 at 85.

37 See section 13.9.3 later on in the thesis for further discussion on this assertion.

3 op citn 24,
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'To decide what risks the existence of which a patient should be voluntarily
warned and the terms in which such a warning, if any, should be given, having
regard to the effect that the waming may have is as much an exercise of
professional skill and judgement as any other part of the doctor's comprehensive
duty of care to the individual patient, and expert medical evidence on this matter
should be treated in the same way. The Bolam test should be applied.”*’
Thus, he visualised one single comprehensive duty, which encompassed all aspects of
the doctor's duty of care. The above quote suggests it is impossible to dissect the
differing aspects of doctors' duties into component parts in order to develop individual
tests to judge whether there has been a breach of duty. Lord Diplock's speech is a
reflection of the law endorsing the paternalistic attitude of the medical profession.
Although within his speech there seems little evidence to back it up, the rationale for
his position seems based on the fact that patients often do not want extra information
and if there was a legal obligation to provide more information than the doctor
thought necessary, it may deter them from undergoing treatment that is best for them.
Therefore, in his view at least, the professional standard of care should apply and
Bolam employed to judge any questions centred on adequacy of disclosure. This
approach is looking very much through the doctor’s end of the telescope.

Despite Lord Diplock's speech being described by some as the ‘locus
classicus™® for the nature of the doctor's duty of care, it is with great caution one
should view his judgment as being an accurate portrayal of the law. Particularly in
light of comments made by Lord Scarman in an extra-judicial lecture given to the
Royal Society of Medicine. Here he goes to extreme lengths to point out that we can

ignore Lord Diplock's opinion as he was in the 'minority of one”! (as of course was

Lord Scarman himself).

» op citn 24 at 895.
“* Hockton, A. The Law of Consent to Medical Treatment (London: Sweet&Maxwell, 2002) at 34.
#111986] 79 J Roy Soc Med 697.
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2.1.5 The Prudent Patient Standard

What then is the alternative to judging medical practitioners' disclosure by the
proclaimed standard of their peers? One way is to impose a standard of care which
places an obligation on the medical practitioner to disclose the relevant information
that a reasonable patient would require in the circumstances, a test which has found
favour with a multitude of jurisdictions.*? This perhaps does not get to the very heart
of what the informed consent debate is actually about. It fails to address what level of
information the particular patient being treated would want to know in the
circumstances (a purely subjective test grounded in the rights-based philosophy of a
patient's right to self-determination).” However, arguably this test works as a
compromise. On the one hand it seeks to promote autonomy by recognising a
patient's right to be informed, whilst on the other it converts the actual patient into the
hypothetical reasonable patient. Kennedy and Grubb warn of the dangers of this in
suggesting: 'the particular circumstances of the patient are ignored...[and] at some
point...the purported subjectivity of the test could evaporate into an objective
examination of reasonableness."*

The English courts however have not welcomed this approach. As we have
already seen Lord Diplock flatly rejected this standard in Sidaway, but what did the
other Law Lords make of it?

In complete contrast to Lord Diplock, Lord Scarman, a committed human
rights activist, welcomed the doctrine of informed consent with open arms. His

speech, which is generally regarded as the dissenting speech in this case, addressed

2 Canterbury v Spence, op citn 5 (USA); Reibl v Hughes (1980) 114 DLR 3d (Canada); Rogers, op cit
n 22 (Australia).

“ The Australian case of Rogers v Whitaker, op cit n 22, contains this provision and is discussed in
further detail below. See also section 13.9.3 later on in the thesis for further justifications for this
approach.

“ Kennedy and Grubb, op cit n 23 at 680.
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the wider issues involved in doctor/patient relationship.** From the outset Lord
Scarman summed up the Bolam test by saying: 'In short, the law imposes a duty of
care; but the standard of care is a matter of medical judgment."*® This is significant,
as it is evidence of judicial recognition that the medical profession have been allowed
to dictate the standard to be applied in negligence and, in effect, the law has been
shaped and developed around what the profession feels is right. Nevertheless, when it
comes to issues regarding disclosure of potential risks, benefits, side-effects and
alternatives to treatment, he felt it was time to depart from the Bolam test. This is due
to the fact that these issues are concerned directly with human rights, a concept which
the common law, through its adaptability, can be developed to protect. These views
are exemplified in the passage below in which Lord Scarman signifies his distaste for
the professional standard of care:

'The implications [of the professional standard] are disturbing...lt would be

strange conclusion if the courts should be led to conclude that our law, which

undoubtedly recognises the right in the patient to decide whether he will accept

or reject the treatment proposed, should permit the doctors to determine whether

and in what circumstances a duty arises requiring a doctor to warn his patient of
the risks inherent in the treatment which he proposes.' *’

* Lord Scarman clearly rejected the Bolam standard, thus it is arguable, though not certain, that his
speech can be considered as the dissenting judgment. There is disagreement amongst academics as to
what constitutes the majority opinion in Sidaway. Kennedy and Grubb, op cit n 43 at 691 seem to
suggest that Lord Diplock may have been in the minority, thus his speech could have been classed as
the dissenting judgment in that he was the only one who applied Bolam unequivocally. There is further
support for this given by Lord Scarman in an extra-judicial lecture given to the Royal Society of
Medicine [1986] 79 J Roy Soc Med 697. Here he suggests we can ignore Lord Diplock's opinion as he
was in the ‘minority of one'. However, Hockton suggests that Lord Diplock's opinion provides the
definitive opinion in Sidaway and is the Jocus classicus' for the nature of the doctor's duty of care.
Hockton, A. The Law of Consent to Medical Treatment (London: Sweet&Maxwell, 2002) at 34.
However, it seems clear that most recently, Lord Woolf MR in Pearce v United Bristol Healthcare
NHS Trust (1998) 48 BMLR 118 certainly classed Lord Scarman's views as being in the minority at
123-124. Finally, there is a certain amount of ambiguity inherent in Lord Templeman's judgment where
he seemingly rejected Bolam without explicitly referring to it. For discussion of this assertion and the
rest of the Lords' views as to the doctrine of informed consent see Kennedy, infra n 50 at 195.

*S op citn 24 at 881.

“7 ibid at 882.
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He went on to propose a test which is based on the prudent patient test as advocated in
the American case of Canterbury v Spence. *® He stated:
'English law must recognise a duty of the doctor to warn his patient of risks
inherent in the treatment he is proposing: and especially so if the treatment be
surgery. The critical limitation is that the duty is confined to material risk. The
test of materiality is whether in the circumstances of the particular case, the

court is satisfied that a reasonable person in the patient's position would be
likely to attach significance to the risk."”

Although he confined this only to ‘material risks' it is clear that this is still an
autonomy-enhancing test as his definition of a material risk is centred on what the
reasonable patient would want to know in the circumstances. In this sense he fell at
the opposite end of the spectrum to Lord Diplock, and it is also apparent that his

views did not rest easily with the other three judges in Sidaway.
2.1.6 Sidaway - Deciphering a Ratio

Lord Bridge, in demonstrating signs of 'anguish and distress of being drawn one way
by head and reason, and another by heart and tradition,"° rejected the prudent patient
test for three principal reasons. Firstly, he opined that it gave insufficient weight to the
doctor/patient relationship. Secondly, he felt medical evidence was not easily
separable into the two component parts of primary medical factors and professional
opinion on disclosure - to divide the two would be legally 'unrealistic*”!, and finally,
he stated that the Canterbury test is so vague and imprecise as to be almost
'meaningless'.>> For these reasons he opted to retain the Bolam standard as the test for
judging the adequacy of disclosure, albeit subject to a certain caveat. He preferred to

state the law as follows:

4 opcitns. _

“ op citn 24 at 889.

%0 Kennedy, I. "The Patient on the Clapham Omnibus Postscript: The House of Lords' Decision" In
Kennedy, I. Treat Me Right: Essays in Law and Medical Ethics (Oxford: Clarendon Press, 1988) at
197.

3t op citn 24 at 889.
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'Even in a case where, as here, no expert witness in the relevant field condemns
the non-disclosure...] am of the opinion that the judge might in certain
circumstances come to the conclusion that the disclosure of a particular risk was
so obviously necessary for an informed choice on the part of the patient that no
reasonably prudent medical man would fail to make it. The kind of case I have
in mind would be an operation involving a substantial risk of grave adverse
consequences, as for example the 10% risk of a stroke from the operation which
was the subject of the Canadian case of Reibl v Hughes (1980) 114 DLR 3d. In
such a case, in the absence of some cogent clinical reason why the patient
should not be informed, a doctor, recognising his patient's right of decision,
could hardly fail to appreciate the necessity for an appropriate warning.'
[Author's emphasis] :

The fifth speech was delivered by Lord Templeman. This may be described as
judgment in its own right. Again, it is evident that he did not reject Bolam totally, but
without referring explicitly to it, intimates that it should not be applied unequivocally.
He works from the premise that the patient is not entitled to 'know everything' nor that
the 'doctor is entitled to decide everything.™* It is clear that in his opinion the courts
remain the final decision makers. He suggested: 'It is for the court to decide, after

hearing the doctor's explanation, whether the doctor has in fact been guilty of a breach

of duty with regard to information."”’

In summing up he stated:

'At the end of the day, the doctor, bearing in mind the best interests of the
patient and bearing in mind the patient's right to information which will enable
the patient to make a balanced judgment must decide what information is to be
given to the patient and in what terms that information should be couched. The
court will award damages against the doctor if the court is satisfied that the
doctor blundered and that the patient was deprived of information which was
necessary for the purposes I have outlined."®

Accordingly, although the doctor has clinical discretion as to how the information is
phrased, the patient is entitled to as much information as is necessary for him to make

a balanced judgment whether or not to consent to treatment.>’

32 ibid.
33 ibid at 900.
34 ibid at 904.
55 ibid at 903.
58 ibid at 905.
57 ibid.
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The esoteric nature of the House of Lords' judgment makes it extremely
difficult to say with certainty what was actually decided in Sidaway (apart from the
fact that Mrs. Sidaway lost). Yet, the case left a test for judging the adequacy of a
doctors' disclosure within the framework of the Bolam standard, albeit in a diluted
form. This proclaims that, primarily, doctors' disclosure will be judged by the
standards of the profession. However irrespective of this, a doctor may still be
negligent if he fails to disclose risks that are so obviously necessary for a patient to
make an informed choice, and these risks must be substantial in nature coupled with
the potential for grave adverse consequences should they occur. This must mean that
the views of the medical profession although persuasive, are by no means
determinative of what a patient should be told. In addition, where patients
specifically ask questions about the risks inherent in treatment, clinicians are obliged
to answer truthfully and honestly.

The focus now turns on how the courts came to interpret Sidaway

subsequently in an analysis of the modern developments of the law.

2.1.7 Modern Developments

2.1.7.1 Post Sidaway Case Law

In addressing the question of whether the law has advanced since Sidaway, one may
be met with a mixed response. Initially judges seemed to interpret Sidaway narrowly
and as nothing more than authority for applying conventional Bolam to information
disclosure cases. In Gold v Haringey Health Authority®® the claimant brought an
action for damages when she fell pregnant after undergoing a sterilisation operation.
It was admitted that the operation was unsuccessful and that she had not been advised

as to the possible risks of the procedure failing. At first instance her case was
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successful. However, on appeal she lost. There was a responsible body of medical
opinion that did not believe women should be warned that there was a chance of
failure.” Kennedy has suggested in respect of this case that the Court of Appeal read
Sidaway in an unnecessarily restrictive manner and seemed to only consider the
speech of Lord Diplock as being the definitive judgment in the House of Lords.*® This
is somewhat puzzling. It appears obvious that none of the other Law Lords agreed
wholeheartedly with his views. Clearly, it created an anomaly to suggest that women
should be denied information as to the risks associated with sterilisation and should
not be offered counselling as to any possible alternatives. For this reason, Kennedy
further suggests that Gold shoﬁld be 'speedily confined to the history books."'
Thankfully, the courts may also have recognised that Gold did not settle the law in
England. For example, in the later case of Thake v Maurice™ it was held that the
surgeon had been negligent in his failure to warn of the possibility of the natural

reversal of a vasectomy. Arguably this began to pave the wave for a long-awaited

departure from the mantra-like tones of the Bolam test.

2.1.7.2 The Australian Position
However, it was not until 1992 that real developments relating to patients' rights

began to take shape.

%11988] QB 481.

** In a number of later judgments, the courts have appeared to consider the ruling in Gold as being
authoritative on this issue. For example see Palmer v Eddie [18™ May 1987, unreported]; Blyth v
Bloomsbury Health Authority [1993] 4 Med LR 15; Moyes v Lothian Health Board [1990] 1 Med LR
463; Abbas v Kenney [1996] 7 Med LR 47. 'A doctor has a duty to explain what he intends to do and
the implications of what he is going to do...The precise terms and emphasis on what he intends to do is
a matter for the individual doctor based upon his clinical judgment. In this regard what has been called
the "Bolam" test applied to this aspect of a doctor's duty in the same way in which it applies to
diagnosis and treatment.’

60 Kennedy, op cit n 50 at 210-211.

' ibid.

€211986] QB 644.
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In the seminal case of Rogers v Whitaker * the sweeping joint judgment of the
majority of the Australian High Court® clearly rejected the Bolam standard as
applicable to information disclosure cases.” Thus, while medical opinion is often
relevant, it is not determinative of what should be disclosed. In Australia the doctor's
obligation concerning what to disclose is grounded in the definition of what
constitutes a material risk, the definition of which can be found in the following
passage:

'A risk is material if in the circumstances of the particular case, a reasonable
person in the patient's position, if warned of the risk, would be likely to attach
significance to it or if the medical practitioner is or should be reasonably aware
that the particular patient, if warned of the risk, would be likely to attach
significance to it.'®®
Arguably, this test can be divided into two parts. The first limb of the test states the
doctor is under an obligation to disclose all the material risks inherent in the
procedure that the reasonable patient would consider significant in the circumstances.
However, it is the second limb of the test that is open to interpretation and has the
potential to create the biggest impact, representing a most notable departure from
Lord Scarman's reasonable patient test which he sought to incorporate in Sidaway. On
one view this second limb allows for a consideration of the idiosyncrasies of
- individuals because it takes into account the circumstances of the particular patient.

Hence it has potential far to open the floodgates and increase litigation in this field.

This is something English judges have been eager to prevent.®’

8 Op cit n 22. In this case the High court relied upon the dissenting judgment of Lord Scarman in
Sidaway, and the South Australian decision of F v R (1983) 33 SASR 189.

® Gaudron J dissenting.

% See also Chappel v Hart [1998] HCA 55.

% op citn 22 at 633.

%7 This is evident from what are generally classed as the majority speeches in Sidaway. As previously
stated Kennedy, op cit n 50 at 197 suggests that Lord Bridge (with whom Lord Keith agreed) showed
signs of 'anguish and distress of being drawn one way be head and reason, and another by heart and
tradition.’ He further asserts the same signs can be seen from the speech of Lord Templeman.
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2.1.7.3 The Post Bolitho Era

Can it be said that this advance in a patient's right to know has extended into English
law? The subsequent House of Lords' decision in Bolitho v City & Hackney Health
Authority®® sought to restore the Bolam test to its original place by confirming that
ultimately it was for the courts to define the legal standard of care and not the medical
profession. This incorporated a new ‘hard look' approach to the scrutiny of medical
evidence. Lord Browne-Wilkinson stated that before medical evidence could be
accepted under the Bolam test the body of opinion must be reasonable and
responsible, 'but if, in a rare case, it can be demonstrated that the professional opinion

' then the judge will be entitled to

is not capable of withstanding logical analysis
reject that evidence. In deciding whether or not the body of medical opinion has a
logical basis he emphasised the importance of assessing the relative risk/benefit ratio
of any course of action:
'In particular, in cases involving, as they often do, the weighing of risks against
benefits, the judge before accepting a body of opinion as being responsible,
reasonable or respectable, will need to be satisfied that, in forming their views,
the experts have directed their minds to the question of comparative risks and
benefits and have reached a defensible conclusion on the matter."”
It is actually difficult to ascertain the true effect of Bolitho on information disclosure
cases in view of Lord Browne-Wilkinson's suggestion that 'T am not here considering
disclosure of risk.”' However, Brazier and Miola warn about the dangers of reading

too deeply into this apparently abstruse statement, suggesting:

'...his lordship was simply flagging up the fact that questions of information
disclosure were simply not relevant on the facts of Bolitho, or, more probably,

% [1998] AC 232. For discussion of this case see Teff, H. "The Standard of Care in Medical
Negligence - Moving on from Bolam?" (1998) 18 OJLS 473; Grubb, A. "Case Note: Bolam in the
House of Lords" (1999) 15 PN 42; Castle, N. "Applying Bolitho" (1998) JPIL 278.

% ibid at 243.

”° ibid at 242.

" ibid at 343.
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Lord Browne-Wilkinson considered that restraining Bolam in the context of
information disclosure had already been achieved."”

The former theory is likely to be the more accurate and seems to carry more weight.
This is because when looking at Lord Browne-Wilkinson's statement in context, it
appears to be the kind of remark that is almost dismissive in nature and made in a way
that seems casually connected to the facts of the case. Surely, if he had meant it to be
read as a statement which was demonstrative, in his opinion at least, that restraining
Bolam in terms of information disclosure had already been achieved, he would have
stated this explicitly. Moreover, there was actually very little in terms of appellate
court case law at the time to suggest that Lord Browne-Wilkinson would have been
justified in reaching this conclusion.

Although it did not specifically concern negligent information disclosure,
according to some academics, Bolitho has a positive outlook. Brazier and Miola
suggest:

'...information disclosure and the supremacy of the "reasonable doctor test"
may be the first Bolitho casualty...[as]...Attempting to analyse whether or not
the doctors' justification for non-disclosure is logical and rational and will not
be a task bedevilled by too much technical or scientific detail.”?
In further support of this Kennedy and Grubb suggest clinical judgements are much
less likely to be at the heart of information disclosure cases. Risk/benefit calculations
of the kind in Bolitho - which the courts are reluctant to disturb - will be less to the
fore and more important questions will need to be considered such as respect for the

patient's right to choose and decide what is done to his or her body. 'Reasons based

upon "the need not to trouble the patient", the "desire to avoid worrying the patient

72 Brazier and Miola, op cit n 36 at 108.
7 Brazier and Miola, op cit n 36 at 107-108.
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unduly"”, or "the fear of refusal" will simply not stand up to analysis because they
-embody tﬁe wrong values.'™

The realistic (or perhaps cynical) view is that Bolitho only really advanced the law
on a theoretical basis and has done little to develop Bolam in practice. Any
assessment of Bolitho should be made with the strongly worded and influential caveat
of Lord Browne-Wilkinson in mind that: |

'In the vast majority of cases the fact that distinguished experts in the field are

of a particular opinion will demonstrate the reasonableness of that opinion...I

emphasise that in my view, it will very seldom be right for a judge to reach a

conclusion that views genuinely held by a competent medical expert are

unreasonable.”””
In the early nineties there were some encouraging signs that courts of first instance, at
least, were willing to look beyond mere conformity with professional practice when it
came to disclosure. In Smith v Tunbridge Wells Health Authority '® the judge
concluded that although some surgeons may still not have been warning patients
about the risk of impotence associated with an operation to repair a rectal prolapse,
that omission was neither reasonable nor responsible. Therefore, the doctor was held
liable for breaching his duty of disclosure. Also, in McAllister v Lewisham and North
Southwark Health Authority’’ the defendant was held liable for failing to disclose the

risks associated with a particular form of brain surgery despite the fact that the risk of

leaving the condition untreated was high.”

™ Kennedy and Grubb, op cit n 23 at 709-710.

7 op cit n 67 at 243.

76 [1994] 5 Med LR 334.

77 [1994] 5 Med LR 343,

”® For discussion of this case see Grundy, PM.D. & Gumba, A.P. "Bolam, Sidaway and the
Unrecognised Doctrine of Informed Consent: A Fresh Approach" (1997) JPIL 211 at 217. For two
further examples see; Newell and Newell v Goldenberg [1995] 6 Med LR 371 a case which involved
the failure to warn the claimant of the reversal of a vasectomy. The undisclosed risk stood at 1:2,300
and the judge held the defendants liable as patients about to undergo elective surgery were entitled to
be warned of its effectiveness. Similarly in Williamson v East London and City Health Authority
(1997) 41 BMLR 85 non-disclosure of the full nature of the surgery to remove a breast prosthesis,
which was effectively a full mastectomy, constituted negligence as it deprived the claimant of the
opportunity to contemplate and agree that this might be the overall outcome of her surgery.
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However, the major breakthrough was Pearce v United Bristol Healthcare
NHS Trust” which adopted a standard of care not dissimilar from the Australian High

80

Court in Rogers. Finally, the concept of the reasonable patient entered the

terminology of English case law, albeit via the backdoor.

2.1.7.4 The Decision in Pearce v United Bristol Healthcare Trust
In this case the claimant was pregnant with her sixth child. The child was two weeks
overdue. She was seen by her obstetrician who informed her that medical
intervention by means of caesarean section or inducement was inappropriate. The
consultant informed her of the risks to the foetus inherent in inducement and told her
of the general risks to her as a mother associated with a caesarean section. He omitted
to tell her of the increased risk of still birth if the baby continued to be delivered
naturally. This risk stood at roughly 0.1-0.2%. The claimant, after listening to the
advice of the consultant, reluctantly agreed to proceed with a natural delivery.
Unfortunately the risk eventuated and the baby was stillborn. Mrs. Pearce alleged the
failure to disclose the risk of stillbirth on the part of the consultant was negligent. In
the first instance decision, the trial judge dismissed her claim, finding that there had
been no negligence on the part of the consultant in not advising the claimant of the
small risk attached to waiting for a natural birth to begin. The claimant appealed. Lord
Woolf MR gave judgment in the Court of Appeal.

From the outset of his judgment he appeared to realign the standard of care in

English law by introducing the concept of the reasonable patient, a standard which

(1998) 48 BMLR 118.

% Lord Woolf MR (in Pearce) attempted to fuse Bolam with the two House of Lord's decisions of
Sidaway and Bolitho (at 122-214). However, whilst it was not specifically relied upon in Pearce, the
Australian decision of Rogers op cit n 22 may have had an indirect influence on encouraging the
concept of the reasonable patient to be implemented within English law. For discussion see Heywood,
R. "Re-Thinking the Decision in Pearce" (2005) 7 CIL 264 at 266.
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corresponds to the Australian position. The most important passage in his speech
appears to be as follows:
'Tn a case where it is being alleged that a plaintiff has been deprived of the
opportunity to make a proper decision as to what course of action he or she
should take in relation to treatment, it seems to be the law...that if there is a
significant risk which would affect the judgment of a reasonable patient, then in
the normal course it is the responsibility of a doctor to inform the patient of that
significant risk, if the information is needed so that the patient can determine for
him or herself as to what course he or she should adopt.""
Leaving aside the omission of the subjective component which is dealt with at
a later part of this thesis,** what then is to be made of the similarities and differences
between the two reasonable patient tests which both Rogers and Pearce seem to
support in one way or another? On a cursory read it appears that the only difference
between Lord Woolf MR's speech and the approach adopted by the Australian High
Court in Rogers is merely one of phraseology. Lord Woolf MR is effectively asking
the question, what is the doctor obliged to disclose? The answer being what the
reasonable patient would find significant.®® As can be seen, in effect all he has done is
supplant the word material with significant. With the practical difference between
these two words being minimal, one can be forgiven for assuming that this is a
definite move away from Lord Bridge's primarily (albeit diluted) Bolam® standard of
disclosure in Sidaway, to a step closer towards Lord Scarman's judgment in the same
case. A stance that was welcomed in Australia as being the only real way in which the

courts can serve to protect a patient's right to self-determination by adopting a legal

standard which runs synonymous with the concept of informed consent.®’

8 op citn 79 at 124.

82 For discussion see section 13.9.3 later on in the thesis.

8 Kennedy & Grubb, op cit n 23 at 709.

8 See section 2.1.4 for discussion.

8 See, for discussion, Chalmers, D. & Schwartz, R. "Rogers v Whitaker and Informed Consent in
Australia: A Fair Dinkum Duty of Disclosure” (1993) 1 Med L Rev 139.
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Kennedy and Grubb have suggested the decision in Pearce is a synthesis of
the two House of Lords' decisions in Sidaway and Bolitho®, and further intimate that
the Court of Appeal has moved into 'uncharted waters'.®” It is uncertain to what extent
courts will scrutinise medical disclosure in light of the Bolitho and Pearce decisions.
However, it seems clear that ultimately it is for the courts to decide the standard of
disclosure. Thus, doctors need to be aware that failure to disclose a risk or alternative

s 88

can no longer be met with the standard response 'this is what we say'.”® The courts are

more likely to intervene and have their say in demonstrating a 'renewed appetite to set
the standard of disclosure.”®
There were also further encouraging signs from the House of Lords in Chester

1 Here

v Afshar’®, potentially one of the most influential case subsequent to Pearce.
the defendant neuro-surgeon was held negligent for failing to disclose the risk of
cauda equina damage in routine back surgery. The risk of this injury occurring stood
at 0.9 per cent. It was common ground that, in accordance with good medical
practice, the claimant should have been warned of this risk.

However, the flip side of the coin is that there are movements of late which
suggest that both the Australian Courts and the English Courts are conscious of
developing the law too far. Thus, in two recent cases the courts have sought to clarify
the situation. They advise on approaching the issue of information disclosure in a

much less robust manner and are mindful of the fact that they should proceed with

caution before judging the medical profession too harshly.

8 Kennedy & Grubb, op cit n 23 at 708.

%7 ibid at 709.

8 ibid at 710.

% Grubb, A. "Negligence: Causation and Bolam" (1998) Med L Rev 378 at 384.
%0 12004] UKHL 41; [2005] 1 AC 134.

°! For further discussion see section 2.1.8 and 2.1.9 below.
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2.1.7.5 A Sudden Retreat?

In Rosenberg v Percival’® the defendant was a dental surgeon who had failed to
inform the claimant of an inherent risk associated with proposed surgery. The risk
materialised and the claimant suffered chronic pain and disability. Here, Gleeson
C.J., although admitting that medical negligence cases were a matter for the judge to
decide, suggested that 'in many cases, professional practice and opinion will be the
primary, and in some cases it may be the only, basis upon which a court may
reasonably act.””® Moreover, the judges in this case warned of the dangers of the
expansive use of the concept of foreseeability suggesting that the correct approach
was for the courts to identify only the relevant risk as opposed to any foreseeable risk.
Amirthalingham makes the point that 'this can only be done when the matter is

4 This statement is

viewed through the prism of the doctor/patient relationship.
unclear, but presumably means when determining the issue of relevance some
consideration should be given to what medical practitioners have learnt, or ought
reasonably to have become aware, about the individual circumstances of their
patients. In Rosenberg the risk was relevant because the magnitude of the risk was
foreseeable at the time of surgery, however on the facts it was found to be of such low

probability that it could not be classed as material since no reasonable patient would

be likely to attach significance to it. *> As Amirthalingham further points out 'even

%2(2001) 178 ALR 577 (H.C.A).

> ibid at 579.

% Amirthalingam, K. "A New Dawn for Patient's Rights?" (2001) 117 LQR 532 at 534.

% Addison explains this point succinctly. In order that the risk be material the patient is required to
‘attach significance to the risk'. In Rosenberg Gummow J. suggested this meant the patient must be
likely to ‘seriously consider and weigh up the risk' before deciding to proceed with treatment. A rather
more stringent approach than previously adopted in Rogers where 'likely to attach significance' refers
to information that is 'relevant to a course of action' and matters which 'might influence' a decision.
Gummow J.'s approach is more favourable to the medical profession as there are more risks that may
‘influence a decision' as opposed to those that the patient would be likely to 'seriously consider.'
However, Addison reminds us these comments are only obiter and there is little evidence from the
limited case law following Rosenberg to suggest this has been adopted. For further explanation see
Addison, T. "Negligent Failure to Inform: Developments in the Law Since Rogers v Whitaker" (2003)
11 TLJ 165 at 180.
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though the risk resulted in catastrophic injury to the plaintiff, it was not considered to
be material because the relevant risk was narrowly defined. This is a much more
restrictive interpretation of the Roger’s test.”

If English courts adopt the persuasive precedent in Rosenberg to interpret a
material risk in the narrow way that the Australian judges have done, Pearce will do
little if anything to advance patient rights. Arguably it takes us no further than the
definition of a 'substantial risk of grave and adverse consequences' in Sidaway.”’

The willingness of the courts to depart from the accepted standards of the
profession should take account of the remarks made by two other judges in
Rosenberg. Gummow J. and Callinan J. both comment on the undesirability of
imposing 'standards of perfection' on professionals, the dangers of hindsight
reasoning, and remind us that the duty to warn, as part of the law of negligence, is a
duty to take reasonable care only.”® Only one of the judges, Kirby J., remained fully

committed to the Rogers test, concluding that 'mo reason has been shown to

% Amirthalingham, op cit n 94 at 534.

°7 Worryingly, recent indications from a different division of the Court of Appeal in the case of Burke v
Leeds Health Authority [2001] EWCA CIV 51; (Unreported elsewhere) suggest that Bolam is far from
dead and buried. Lord Justice Schiemann stated (at para. 32) 'Clearly what a doctor must tell his
patient or his parents at what point and with which force are matters of clinical judgment for the
doctor.’ See also Abbas v Kenney [1996] 7 Med LR 47; and more recently the first instance decision in
Newbury v Bath District Health Authority (1998) 47 BMLR 138. Here the judge relied on Bolam,
Bolitho and Sidaway in dismissing the inadequate disclosure claim. Ebsworth J. argued that the doctor
was under no obligation to disclose the fact that it was an unusual choice of procedure. The duty would
only arise when the technique was experimental or was one that had been condemned as defective.

% Rosenberg v Percival, op cit n 92. Per Gummow J. at 593 and Callinan J. at 631. Interestingly
enough it has been suggested that, although historically English and Australian jurisdictions have
operated different tests for judging medical practitioners' duty of care, in modern times the two systems
are converging. Amirthalingam suggests that just as the English courts continue to affirm Bolam, but
may in a restricted manner be watering down its application, the Australian High Court continues to
affirm Rogers, but in a similar manner may be tightening up its application. Amirthalingham, K.
"Anglo-American Law of Medical Negligence - Towards Convergence" (2003) 11 TLJ 117 at 128.
Arguably, it is the restrictive application of Rosenberg that is responsible for the merge, rather than the
expansive and more liberal use of the Bolam test.
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reformulate more narrowly the rule stated or to apply it in a way that would be
inconsistent with the rule stated in Rogers.”®

Despite this, when seeking to develop the law of informed consent the
Australian jurisdiction is where the English courts ought to direct their minds when
seeking to improve the protection affordéd to a patient's right to adequate information.
Addison notes that of the fifty-seven cases examined since Rogers there are only
seven in which the courts have held a risk not to be material. Thus, the courts are not
slow to classify a risk as being material and are much more prepared to consider the
individual circumstances of the patient paying particular regard to such things as
medical history, the extent of the patient's inquiries and whether the procedure was

190 Tndeed it is a sensible declaration that 'a slight risk of serious

elective or otherwise.
harm may satisfy the test [of materiality], while a greater risk of small harm may

2.1.8 Causation in Information Disclosure Cases

The tort of negligence is a fault-based, actionable on proof of damage. Therefore, the
claimant has to establish a link between the negligent act and the harm that has been
caused. This requirement is particularly problematic in medical disclosure cases
involving omissions as the courts are asked to answer the hypothetical question: what
would have happened if the medical practitioner had not in fact breached their duty?
In other words, if the patient was given the full information about the operation,
would they have proceeded with it? The answer to this question is, in turn, compared

to that of the known outcome so that if a patient would have agreed to the operation

% Manning makes this point suggesting King J. also stressed this in Chappel v Hart [1998] HCA 55.
See, for discussion, Manning, J. "Informed Consent to Medical Treatment: The Common Law and New
Zealand's Code of Patients' Rights" (2004) 12 Med L Rev 181 at 189.

1% Addison, op citn 95 at 177.

1! per Gummow J. in Rosenberg v Percival, op cit n 92 at 595.
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anyway, the breach of duty would have made no difference and is not, therefore, the
cause of the harm.

Thus, the courts need to employ a test to assist them in answering this
hypothetical question. In England the test remains a subjective one. However, this is
clearly open to abuse as it asks what the individual patient would have done in those
circumstances. Hindsight is an 'exact science' and patients who have suffered injury
are likely to claim they would not have had the operation had they been informed of
the risks. On the other hand, if the patient was suffering pain and discomfort, they
may well have agreed to the procedure no matter what the dangers. Thus, English law
has devised an approach which blends the subjective and objective approach and takes
into account the wider social factors which may influence an individual's decision.

In Smith v Barking, Havering and Brentwood HA'® it was held that the
correct test for establishing causation was the subjective approach. Notwithstanding
this, the trial judge stressed the point that it should be measured against an objective
criterion which the courts should give ‘particular weight''®® in the absence of any

1104

‘extraneous or additional factors to substantiate' = the subjective view of the

b105

aggrieved party. Kennedy and Grub remind us that this judgment is only a trial

court decision and should be treated with caution. It does not examine the merits of

106

the alternative objective test”~ and is best supplemented by analysing the abundance

19211994] 5 Med LR 285.

1% ibid at 289.

"% ibid.

19 Kennedy & Grubb, op cit n 23 at 728.

19 The objective test for causation asks the question 'would the reasonable patient have proceeded with
the operation in the circumstances.! Although it is often said this is offset against subjective criterion,
in reality it is particularly disadvantageous to any claimant. It turns the parficular patient into the
reasonable patient in the patient’s position. Thus, there is little scope for taking into account the
circumstances of the individual. This test was applied in the Canadian case of Reibl v Hughes (1980)
114 DLR (3d) 1 Thus, although this jurisdiction operates a prudent patient standard of care, arguably
what it has given in adopting this, it has taken away in implementing an objective approach for
causation. This is their 'control-device' as opposed to the professional standard of disclosure. See also
Arndt v Smith (1997) 2 SCR 539 (Can SC).
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of Commonwealth authority on this issue.'”” Still, the current author submits that the
hybrid method, which compares the subjective situation of the patient to the objective
standard, is the most effective test to employ as it allows the law to balance the
competing interests. On the one hand it allows for an examination of the particular
circumstances of the individual patient, whilst on the other, it employs a mechanism
which looks at the reasonableness of any decision. In effect safeguarding against
biased testimony.

Recent developments in this area of law have shown a marked recognition in
improving a claimant's chance of proving causation. Clearly, a problem arises when
the claimant asserts that they may have not rejected the treatment totally, but would
simply have postponed it until a later date in order to gain a second opinion. This was
what happened in the case of McAllister v Lewisham and North Southwark Health

108 Here the claimant contended she was not warned of the risks inherent in

Authority
complicated brain surgery. Her argument was not that she would have never
undergone the surgery, merely that she would have postponed the surgery to a later
date because she had just started a new job which was important to her. Beyond this
she declined to speculate as to what she would have done if given the relevant
information. The judge concluded that she probably would have continued to decline
the treatment and this was sufficient to prove causation.

The issue was not so clear cut in the recent House of Lord's decision in
Chester v Afshar.'® Here a distinction was drawn between when a judge can

ultimately form an opinion on the claimant's future conduct (as in McAllister), and a

situation where the judge is unable to decide what the claimant would have done after

17 For discussion see Kennedy & Grubb, op cit n 23 at 733-746. In particular the cases of Ellis v
Wallsend District Hospital (1989) 17 NSWLR 553 and Chappel v Hart, op cit n 65 for a rejection of
the previously mentioned objective approach.

198119941 5 Med LR 343.
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10 the claimant stated that if she has

postponing to obtain a second opinion. In Chester
known about the major complication inherent in the surgery she would have sought at
least a second, if not a third opinion. The important issue here is that the claimant did
not assert that she would never at any time or under any circumstances have
consented to surgery. This being the case it was impossible to determine whom she
would have seen, what advice would have been given, and how she would have acted
in response to that advice. The House of Lords (by a majority of three to two) went
on to conclude that there was a sufficient factual basis to establish causation as had
the Court of Appeal, agreeing with the trial judge, and relying on the majority
judgment in the Australian case of Chappel v Hart. ''! Here it was established that it
was sufficient for the claimant to prove that had she been properly advised, she would
not have consented to surgery on that day. Jones succinctly sums up the reasoning for
this decision:
'...the materialisation of a small random risk...is the result of the particular time
and circumstances in which the treatment was given (assuming that there is
nothing which predisposes the particular patient to this risk), and therefore if
treatment had been delayed to another occasion the probability is that the small
inherent risk would not have materialised on that occasion, and thus the
materialisation of the risk is causally linked to the negligent non-disclosure of
risk.'“z
The above judgment is pivotal in redefining a test for causation that is based on a
more claimant-friendly approach. It could be argued that it is no longer a 'get out'
mechanism for doctors. However, it is possible that the decision in Chester carries

with it greater significance than a mere refinement of the causation test in medical

disclosure cases.

19 6p citn 90.

1% For a discussion of the facts of this case see op cit n 90. For an excellent critique of Chester see
Devaney, S. "Autonomy Rules OK" (2005) 13 Med L Rev 102.

1 11998] HCA 55. For discussion see Cane, P. "A Warning About Causation" (1999) 115 LQR 21;
Honore, T. "Medical Non-Disclosure, Causation and Risk: Chappel v Hart (1999) 7 TLJ 1.

"2 Jones, M.A. "But-for Causation in Actions for Non-disclosure of Risks" (2002) 18 PN 192 at 200.
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2.1.9 The Symbolic Significance of Chester
In order that the claimant succeeded, it is evident that the in the House of Lords based
their arguments on what they perceived to be a deviation from a straightjacket
application of 'but-for' principles of causation. Effectively they looked beyond the
immediate concern of establishing a causal connection to address the actual purpose
and rationale behind the doctor's duty of disclosure. Lord Hope suggested:
'The function of the law is to protect the patient's right to choose. If it is to fulfil
that function it must ensure that the duty to inform is respected by the doctor. It
will fail to do this if an appropriate remedy cannot be given if the duty is
breached." "
The recommendation here is that for the law to achieve its purpose, and insofar as the
duty of disclosure must have some meaningful content, it is desirable that if breached
a remedy must be available to the patient by virtue of this very fact. Lord Hope
further stated that: 'The scope of this duty...is unaffected by the response which the

patient may give on being told of these risks."*

In acknowledging this and
effectively condoning a versatile approach, Lord Hope confirmed causation is very
much an ancillary consideration when placed in the wider setting of patient autonomy
and the underlying purpose behind enforcing the duty of disclosure. However, a
certain degree of perceived manipulation was needed in order to carry this to its
conclusion. Some other justification was needed which was more persuasive than the
tenuous argument that a causal link actually existed. Lord Steyn, a rather forward
thinking judge who has a fondness for academic opinion, found this in Professor
Honore"s discussion pertaining to the Australian case of Chappel v Hart."'®> This was

a case with more or less the same facts as Chester where the Australian High Court

saw fit to find in favour of the claimant. Whilst conceding on the facts the doctor's

'3 op citn 90 at 153.
" ibid at 154.
Bopcitnlll.
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failure to warn was not the cause of the injury in the sense that he had not exposed the
patient to a risk she need never run nor increased the risk she was bound to run in any
event, he suggested:
'Dr Chappel violated Mrs Hart's right to chose for herself, even if he did not
increase the risk to her. Judges should vindicate rights that have been violated if
they can do so consistently...Dr Chappel did cause the harm that Mrs Hart
suffered, though not by the advice he failed to give her...Morally he was
responsible for the outcome of what he did...Do the courts have power in
certain cases to override causal considerations in order to vindicate a plaintiff's
rights? I believe they do though the right must be exercised with great
. 116
caution.
Thus, in Chester Lord Steyn concluded that as a result of the doctor's failure to warn
the patient, she had not given a true informed consent in a legal sense. Accordingly
'her right of autonomy and dignity can and ought to be vindicated by a narrow and
modest departure from traditional causation principles."!” This is where it becomes
evident that the crux of the decision was based on policy considerations regarding
justice and fairness taking precedence over traditional negligence principles so that
the courts could reach a fair outcome for the patient. This is reinforced by Lord
Steyn's further comments where he said:
...]I am glad to have arrived at the conclusion that the patient is entitled in law to
succeed. This result is in accord with one of the most basic aspirations of the
law, namely to right wrongs. Moreover, the decision announced by the House
today reflects the reasonable expectations of the public in contemporary
oo 118
society.
This, of course, begs the question that in Chester there is no ‘wrong’, or at least no
actionable negligence, without damage caused. The majority were prepared to

overlook this so as to give the duty of disclosure substance. Moreover, the final

reference to the 'reasonable expectations of society' may carry most significance in the

Y18 op cit n 90 at 145 quoting from Honore’, op citn 111 at 8.
"7 ibid at 146.
"% ibid at 146.
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medico-legal environment. Therefore it is necessary to analyse this statement through
the prism of the potential effect of the case on the domain of patient rights.

Chester is a case where policy arguments have prevailed over and above
fundamental legal principle. This has happened before, yet it is the first time we have

119 Jones notes that in the six previous medical

seen this in a disclosure case.
negligence actions to come before the House of Lords, the score stood at Claimants 0;
Defendants 6.'*° Historically the law has taken the view that the doctor knows-best,
more or less allowing the medical profession to dictate the standard of care in
negligence. Thus, in respect of risk disclosure, the courts have become embroiled in
an almost unquestioning acceptance of medical decision making, thereby creating a
paternalistic environment within law. This has now changed somewhat as a result of
this case which represents the first decision by the House of Lords in which the
patient has been successful. It is possible to view the judgment as encouraging
evidence of a paradigm shift re-enforcing the notion that we are on the precipice of a
new dawn for patient rights.'!

One the other hand, after the more recent House of Lord's decision in Gregg v

Scott'®

, this assertion may no longer carry the same weight. Here, again by a
majority of three to two, the House of Lords declined to continue the expansive
approach to causation, refusing to recognise liability for the loss of a chance of a more
favourable outcome in clinical negligence actions. Arguably, the courts are taking

one step forward and one step back. Maskrey and Edis suggest the two decisions are

very difficult to reconcile. In both cases the breach was capable of causing the harm,

" See Fairchild v Glenhaven Funeral Services Ltd, Fox v Spousal (Midlands) Ltd, Mathews v
Associated Portland Cement Manufacturers (1978) Ltd [2002] UKHL 22; [2003] 1 AC 32.

120 Tones, M.A. "The Bolam Test and the Reasonable Expert" (1999) Tort Law Review 226 at 236.

12 See, for example, Heywood, R. "Informed Consent Through the Back Door?" (2005) 56 (2) NILQ
266.

12212005] UKHL 2; [2005] 2 AC 176.
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in neither could it be shown to have done so, yet the House of Lords came to different
conclusions in each.!”? Gregg in itself raises some very interesting questions that
remain open, elaborate discussion of these is beyond the scope of this thesis.'**
However, it is possible to view the differences between the two cases in one of two
ways. Firstly, the subject matter of the two duties is very different. Gregg is about
(non) treatment and diagnosis, Chester on the other hand concerns disclosure. The
distinction between the two could be based on the importance the courts attach to the
right of autonomy. This being the case, is it possible that a hierarchy of rights is
being established whereby the courts are more willing to attach prominence to the
right to be informed over and above the right to be diagnosed and treated correctly?
Whilst this may demonstrate a renewed commitment towards patient rights, it does
seem strange. Maskrey and Edis pose the question, ‘why should the ‘Right’ (sic.) to
decide whether to accept a treatment be accorded greater protection and value by the
law than the chronologically prior right to be told that such treatment is available and
could be beneficial?’'® In explaining the rationale behind this they further suggest:
‘It is difficult to see that there is any coherent difference between the right to
decide whether to accept a particular treatment modality and the right to be
made in the first place aware of its existence and the possibility of its need.
Indeed, unless the patient is independently aware of the need for further
investigation or treatment, the former right cannot, of course, be invoked unless
the patient has gone through the gateway of the latter.”'?®
There is an alterative way to view the difference. In Gregg the fundamental concern

for the courts may have been the policy considerations pertaining to the nature of the

claim itself. A change in the law allowing claimants to recover for a loss of chance

12 Maskrey, S. & Edis, W. "Chester v Afshar and Gregg v Scott: Mixed Messages for Lawyers" (2005)
3 JPIL 205 at 222,

1% For extensive discussion on the technical points this case raised relating to causation see Stapleton,
J. "Loss of the Chance of Cure from Cancer" (2005) 68 MLR 996. In particular see pages 1003-1006
for analysis of the open questions left by Gregg. In addition, see Hoffmann, L. "Causation" (2005) 121
LQR 592.

125 Maskrey and Edis, op cit n 123 at 222.

%5 ibid.
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has potentially far-reaching consequences for the general law of negligence. It is
possible that if the courts had taken the same liberal approach in Gregg as they did in
Chester, this would allow nearly all clinical negligence claims to be reformulated as
loss of chance cases. It seems this prayed heavily on the mind of Baroness Hale and
has been suggested by some academics as the true reasoning behind the House of
Lord’s decision.'?” This being the case, it is possible the right of autonomy did not
figure greatly in any of the Lords’ thinking in Gregg and this weakens somewhat the
first justification for the difference between the two cases.

Undoubtedly Chester is a case that can be confined to its own facts to a
greater extent than Gregg, and the courts have gone to great lengths to stress
this.'"?® The apparent commitment towards patient autonomy in Chester may be a
human rights inspired development, or a pragmatic recognition that selectively
relaxing the cause rules will not flood the NHS with disclosure/consent claims,
whereas doing the same for treatment and diagnosis errors might. The true
significance of the decision is bound up in its symbolic nature. The law is
supposed to be prescriptive; laying down guidelines for future conduct. Thus, its
real power is to be found in the indirect influence that it may have on the medical
profession in years to come, where consent may be taken more seriously as a result
of the new found judicial recognition of respect for patient's rights. In a
continuation of this there are encouraging signs of late from the recent Court of
Appeal decision in Wyatt v Curtis.'® In this case a rather liberal interpretation of

Lord Woolf MR's test in Pearce allowed Sedley J. to conclude that the defendant

17 op cit n 122 at para 226. For discussion see Stapleton, op cit n 124 at 1002.

128 See, for example, Beary v Pall Mall Investments [2005] EWCA Civ 415; [2005] PNLR 35. Here
the Court of Appeal firmly rejected the attempt to extend the policy considerations in Chester from
medical to financial advice. Dyson L.J. at (para. 38) stated the extension would be ‘breathtakingly
ambitious, contrary to authority and...wrong.’

12 12003] EWCA Civ 1779; [2003] WL 22827037.
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had breached her duty of disclosure. In doing so he appeared to concede that the
significance of a risk is not wholly objective and therefore placed emphasis on the
particular patient's perception of what is 'substantial' and 'grave'. Again this
demonstrates is an increased willingness by the appellate courts to consider
patients' rights in a much broader context. This case will be explored in greater

detail in a later part of this thesis.

2.1.10 The Human Rights Act 1998 and Informed Consent

It is with great caution that issues of human rights and the change that they may have
on issues of informed consent should be addressed. It is difficult to predict how the
European Court of Human Rights may interpret consent cases. However, there are a
number of pertinent points, which may in time, need to be considered by the courts.

The Convention which may have the biggest impact on consent issues is
undoubtedly the European Convention on Human Rights and Biomedicine,
1997(ECHRB). There are a number of relevant articles.

Firstly, Article 4 deals with professional standards and healthcare, this
provision requires that any intervention in the medical field must be carried out in
accordance with the relevant professional obligations and standards. This is
particularly pertinent in light of the professional guidelines in relation to informed
consent. The upshot of this provision may be that if guidelines are not adhered to then
it may be a lot easier to mount a legal challenge. Secondly, and more importantly,
Article 5 governs consent. It requires in respect of individuals who are able to
consent:

An intervention in the health field may only be carried out after the person
concerned has given free and informed consent to it.
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This person shall beforehand be given appropriate information as to the purpose
and nature of the intervention as well as its consequences and risks.

The person may freely withdraw consent at any time.

This is of interest as Article 5 clearly expresses that consent should be truly informed
in order to be legally effective. On closer inspection this is not really that different
from the current English law. Whilst it talks about the idea of informed consent and
the provision of adequate information about risks, it does not explore other
components of the doctrine such as alternatives and patient understanding.
Irrespective of this, as yet, the UK has not signed or ratified the Convention.
However, even if the UK had ratified the Convention its practical effect may be
limited by the fact that there is no right to individual petition. Individuals who feel
they have suffered a violation of a right protected by the Convention have no right to
obtain a remedy from the European Court of Human Rights. Instead, the European
Court may give an advisory opinion on the interpretation of the Convention, but only
at the request of a government party to the ECHRB. This seems to rule out petitions
from domestic courts on behalf of individuals who feel they have suffered at the
hands of the state. Hence, in a practical sense, the ECHRB would appear to be of
limited value to lawyers.'*

Notwithstanding this, the rights in the Convention may still be indirectly
enforceable by individuals who seek to assert one or several rights in the main treaty.
Article 29 of the ECHRB confirms that any infringement of ﬁgﬁts under this
Convention may be considered in proceedings under the European Convention on
Human Rights if they also constitute a violation of rights contained in the latter

Convention. Thus, although a direct challenge would not be allowed for a breach of

130 plomer, A. "Medical Research, Consent and the European Convention on Human Rights and
Biomedicine" in Garwood-Gowers, A., Tingle, J., Lewis, T. Healthcare Law: The Impact of the Human
Rights Act 1998. (London: Cavendish, 2001) at 314.
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Article 5, a challenge could be brought under Article 8 of the ECHR which protects
individual’s right to respect for his private and family life, which encompasses
physical and moral integrity of the person.”' A similar claim may be made under
Article 10 which protects the right to individual's freedom of expression, including the
right to receive information.

It is argued by Plomer that the fragility of the Bolam test in protecting the
patient's rights to self-determination has been in part due to the absence of a
constitutionally entrenched right to informed consent. '** Article 5 of the ECHRB
provides a legal framework in the form of an entrenched right, which ensures that too
great a dependence on the medical profession by domestic courts and resilient
paternalism can now be replaced by clear recognition of the primacy of patients' right
to know. Brazier and Miola have opined 'the entry into force of the Human Rights
Act 1998...will require that judges pay much more attention generally to claimants'
rights.’'**  Thus, we may be faced with a subtle paradigm shift which places a
patient's right to be informed at the forefront of medico-legal litigation and de-
emphasises the significance previously attached to medical paternalism. Accordingly,
Brazier and Miola have further suggested:

...deference to the medical profession should be replaced with legal principles
which recognise the imperative to listen to both doctors and patients and which

acknowledge the medical professional is just as much required to justify his or
her practice as the architect or solicitor.">*

2.1.11 Recent Developments in New Zealand
Assessing the New Zealand position in respect of patients' rights is also worthwhile.

Since 1996, New Zealand has developed a Code of Health and Disability Services

B! X and Y v The Netherlands (1986) 8 EHRR 235.
132 Plomer, op cit n 130 at 321.

133 Brazier and Miola, opcitn36at 114,

14 ibid.
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Consumers' Rights. This Code places heavy emphasis on information disclosure and
shows a commitment to an enshrined regulatory system, enforceable under the law,
which seeks to protect patients' rights.'*

The Code of Rights adopts a test of what the reasonable consumer would want
in the consumer's circumstances and is thus similar to the Rogers test for judging
information disclosure. The duty canvassed by the Code of Rights is to provide 'fair
and balanced information' in the circumstances which, of course, extends not only to
risks, but also alternatives to treatment and other possible useful information such as
success rates and levels of aftercare that may be required. This is also supplemented
by a separate duty to answer questions honestly and truthfully. For example, in one
case it was held that a reasonable patient would expect to be advised that the majority
of practitioners in the field would not perform the procedure which that doctor was
offering at that time."*® It has also been suggested that the doctor may b¢ under a duty
to correct unrealistically high expectations of what treatment can achieve.'®’

Moreover, in allowing for an assessment of the individual patient's
circumstances, the Code of Rights recognises the limits and dangers of attaching
statistical probability to the definition of expected risks. Right 6 (1) (b) refers to a
right to an assessment of the expected risks. It has been made clear that this term
attaches no statistical probability. Thus the probability of a risk transpiring must be

weighed against the magnitude of potential harm and the availability of other options.

It follows that where the potential harm of the risk eventuating is very serious the

135 For a very interesting and recent discussion on the Code of Rights see Manning, op cit n 99.

136 Case 01HDC05619 Hepatobiliary Surgeon (31.07.02) - In this case the surgeon overstated risks that
a simple cyst might by cancerous but did not advise that the majority of other surgeons would
recommend another procedure.

137 Manning, op citn 99 at 198.
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reasonable consumer can expect a warning of this regardless of what the statistical
probability of the occurrence rate is.'*®

However, the advance into patients' rights can be seen in the recognition that
where a risk is too unusual to require a warning in the normal course of events, the
provider may still be required to disclose this if it is elevated in the circumstances of

139 Clearly this open-minded approach represents a significant

the individual patient.
departure from the English position in terms of both recognising, and advancing
patients' rights. Manning has suggested that although the ordinary principles of
negligence should be considered in deciding whether a risk is material and hence
disclosure is necessary,'*° these have to be weighed against the wider social factors
and considerations which may affect the individual patient. These should include
such things as the how much the patient needs the operation, whether there are any
reasonably available satisfactory alternatives and the fact that a patient may be more
likely to attach significance to a risk if the procedure is elective rather than life-
saving.

Early indications suggest the Code of Rights is having a positive influence.'*!
Accordingly, problems begin to surface in England because of the way our law may

be perceived. Medical practitioners may well view English law as doing nothing

more than placing a duty on them to 'carpet-bomb' patients with often irrelevant (and

18 Case 01HDC13700 Oral and Maxillofacial Surgeon (29.4.03) A patient would expect advice about
recognised risk of permanent nerve damage during wisdom tooth extraction, even though less than one
per cent, as loss of sensation in the tongue would be a major concern to most patients.

1% Case 98HDC13693 Neurosurgeon/Hospital and Health Service (6.12.00) Failure to advise of
greater risk of post-operative complications and worsening of neurological deficit in circumstances of
particular patient after a second investigatory operation.

10 Manning, op cit n 99 at 200. Manning suggests these should include such things as the magnitude
of the risk and the degree of probability of its occurring; the severity of the potential injury decided in
reference to the patient; and the expense, difficulty and inconvenience of taking alleviating action.

1! Manning, op cit n 99 at 190.
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perhaps sometimes detrimental'*?) information about risks, coupled with a barely
articulated duty to take some superficial steps to ensure the patient has understood
what has been said. Thus, when equated with the New Zealand scheme it becomes
evident that, over time, this may well prove to be a much more successful method of
regulation in terms of raising not only the standards, but also the awareness of the
importance of informed consent in practice. This is because clinicians are perhaps
more likely to be aware of professional regulatory regimes and are more likely to pay

attention to them than legal rules in court cases.

2.1.12 Statistics'*

Since the decision of the House of Lords in Sidaway there have been thirty cases,
reported or unreported, where informed consent was in some form an issue. This
represents two cases a year over a 14-year period. There were only nine cases where
informed consent was the sole basis of the claim. Of the thirty cases that involved
informed consent, the claimant was successful on the informed consent issue on seven
occasions. The seven successful cases comprised four which were solely informed
consent cases, and three of these concerned allegations about failure to warn about the

risks of sterility treatment. In only eleven of the thirty cases did the claimant succeed

12 If these risks are not placed in context by the doctor in explaining the procedure in terms of a
risk/benefit analysis, regimental disclosure may well be harmful to the patient in putting them off
treatment that is necessary and clearly in their best interests.

13 Both sets of statistics provided derive from insightful papers by Professor Jones and Doctor
Maclean. See Jones, op cit n 17 at 122; Maclean, op cit n 33 at 211. Professor Jones's figures are
gathered from an automated search of Lexis, together with a manual search of the Medical Law Reports
and the Butterworths Medical-Legal Reports. Dr. Maclean's figures are generated from manual
searches of Lloyd's Medical Law Reports and Butterworths Medical Law Reports and automated
searches of Casetrack, Lexis, Lawtel and Westlaw. His figures are accurate up to 13" November 2001.
However, both authors concede that drawing conclusions from such limited data is dangerous. This is
because it only looks at cases that have gone to trial and that have been reported or recorded in the
relevant law reports. Clearly many cases will be settled out of court and these are more likely to be the
cases that are favourable to the claimant, and some cases will simply not be picked up by the searching.
Recent findings by Amirthalingam, op cit n 98 at 127, 129-132 suggest the levels of disclosure cases
are markedly higher in Australia. Particularly in high-risk areas, such as cosmetic surgery and
obstetrics. This will be the subject of further discussion later in the thesis with worked case examples
demonstrating the findings of the empirical research.
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on breach of duty. In the remaining nineteen cases, the claimant failed to convince
the court that there had been a breach of the doctor's duty to inform and failed to
establish causation. '**

Maclean's more recent figures suggest that since Bolitho there have been sixty-
four cases of medical negligence which at least one of the issues was the standard of
care. Eighteen of these were in the Court of Appeal and forty-six were in the High
Court or County Court. In the Court of Appeal, four cases involved allegations of
non-&isclosure and the defendant was liable in two of these. In one case, the court
applied the Bolam test and in the other explicit reference was made to neither Bolam
or Bolitho. In courts of first instance, eight cases involved non-disclosure allegations;
the defendant was liable in only one of these and in that case the Bolam test was
applied.'?®

As a result of these figures, Jones has suggested that 'the law of informed
consent does not work'.'*® Although case law may well fill in some areas of doubt it
can never be a comprehensive framework.'*’ Therefore, although conceptually the
purpose of the legal rules governing informed consent may be to redress the balance
of power within the doctor/patient relationship, the practical purpose of the law is to
provide compensatory redress for breaching the rules of disclosure. The above
figures indicate the law is falling short of its objectives in terms of this, as the
majority of patients do not succeed in their claims. It follows from this point that in
order to understand the true meaning of informed consent Jones suggests one must

look at the concept beyond the courts.'*® It is the purpose of this thesis to draw on the

work of Jones by investigating the realties of the consent process in practice. It

14 Jones, M.A. "Informed Consent and Other Fairy Stories" (1999) 7 Med L Rev at 122.
145 MacLean, A. "Beyond Bolam and Bolitho" (2002) 5 Med L Int 205 at 211.

16 Jones, op cit n 144 at 107.

“7 ibid at 106.
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explores both medical practitioners’ and patients' perceptions of what is important to
them in the consent process and relates this to the legal concept of consent in an
attempt to create a better understanding of how things operate in practice. One of the
central themes of the work will be to appraise the statement that:
'...the law is not widely known and probably even less well understood by the
medical profession...It seems probable the few doctors have heard of Sidaway,
and if they have they have probably failed to understand its rather limited
requirements, since they appear to be more afraid of the law, or rather of the
prospect of litigation, than Sidaway realistically warrants."*

The following chapter sets out the major research questions and themes that will be

addressed throughout the project.

18 ibid at 123.
9 ibid at 106.
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3 LITERATURE REVIEW - PART 2

3.1 THE EFFECT OF THE LAW ON INFORMED CONSENT IN
PRACTICE: THE SUBSTANTIVE RESEARCH QUESTIONS

3.1.1 Introduction

One of the aims of this thesis is to explore the effect of the law on consent in practice
and to bridge the gap between legal theory and medical practice. Can an optimum
balance be struck between protecting and enhancing patients' rights without placing
an unworkable duty on medical practitioners, which may have a detrimental effect on
medicine?

The theoretical significance of English law adopting a professional standard of
disclosure cannot be underestimated; the practical effect of this is debatable. Almost
twenty years ago Kennedy highlighted the problem with this. He stated:

'In the context of disclosure of information, the very notion of a professional

standard is something of a nonsense. There is simply no such standard, if only

because the profession has not got together to establish which risks should be

disclosed to which patients in which circumstances."
The extent to which this statement remains a fair reflection on contemporary medical
care is uncertain. However, a problem with Sidaway was its apparent support for a
non-existent professional standard of disclosure. This is compounded by the fact that,
in an occupation where there is such diversity of practice and division of professional
opinion, any suggestion of harmonisation of consent processes is impractical, and
may be unworkable.

As noted, the statement made by Kennedy may only be of importance in a

historical context. Mason, McCall Smith and Laurie suggest there are signs that

consent practices are becoming more standardised. This is evidenced by the fact that

! Kennedy, I. 'The Patient on the Clapham Omnibus' (1984) 47 MLR 454 in Kennedy, 1. 'Treat me
Right - Essays in Medical Law and Ethics' (Oxford: Clarendon Press, 1988) at 189.
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professional standards are developing in a manner which is similar to the prudent
patient standard, and the gap between what is revealed and what should be divulged is
closing.? As Jones has stated:
'...as professional attitudes to the question of information disclosure change
(whether through gentle persuasion or the threat of litigation) patients will
become 'entitled' to more information under the Bolam standard.”
The purpose of this section of the literature review is to identify the major research

questions this study addresses by discussing the implications of the legal rules and the

effect that they have on informed consent in practice.

3.1.2 The Research Areas

This project explores the following issues:
1. Informed consent in medical education.
2. Informed consent in primary care.

3. Types of risks that clinicians disclose.
4. Information provided about alternatives.
5. The inquiring patient.

6. The role of therapeutic privilege.

7. Defensive medicine in respect of consent.
8. Patient understanding.

9. Doctor/patient communication.

10. Professional guidelines and consent.

2 Mason, J.K, McCall Smith, R.A., Laurie, G.T., Law and Medical Ethics. (London: Butterworths,
2002) at 363.
3 Jones, M. "Informed Consent and Other Fairy Stories" (1999) 7 Med L Rev 103 at 125.
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3.1.3 Informed Consent and Medical Education
A major issue, which arises in the consent process, is centred on who actually gains a
patient's consent and where it takes place. Arguably for any consent to be valid and
for the rules to serve their purpose, the consent should be obtained by the most senior
person who is performing the operation i.e. the consultant, or at least somebody who
has the relevant knowledge and experience of the procedure which is proposed.
However, Jones states:
'...Far too often the most inexperienced member of the surgical team is
'consenting' the patient, a term which itself suggests that consent is something
which is done to the patient, usually for the purposes of avoiding liability, not a
process that the patient participates in or indeed controls."
It is also apparent that the medical profession has recognised this is a problem. It has
been suggested that the standards of consent achieved on the wards fall short of what
lawyers would expect. This is because the task of obtaining the consent is often left to
the more junior medical staff, who are themselves ignorant of the adverse effects
treatments may have on patients.” American-based empirical evidence suggests that
the vast majority of surgical residents are ill-equipped to obtain informed consent. °
Jones suggests the reason for delegating consent procedures is directly linked to the
way in which doctor's perceive consent, that is they feel it is sufficient to get the
patient to merely sign a form, when they themselves have little understanding of the
procedure in question.’” It has been suggested by Sedgwick and Hall that in a

profession where the curriculum is concerned primarily with scientific fact and,

coupled with the sheer volume of information students are expected take in under

* ibid.

* Kerrigan, D.D. et al. "Who's Afraid of Informed Consent?" (1993) 306 BMJ 298.

¢ Angelos, P. et al. "Residents Seeking Informed Consent: Are They Adequately Knowledgeable?
(2002) 59 Current Surgery 115.

7 Jones, op citn 3 at 130.
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tight time constraints, issues such as patient communication, in the past, may have be
overlooked or inadequately dealt with. ®

Thus, the current study addresses issues of physician communication in
relation to medical education and training. This research explores how medical
students perceive the concept of informed consent, how they are educated in terms of
it and whether they feel their training has been effective enough to give them
confidence in obtaining informed consent in a clinical setting. Moreover, it
investigates how senior doctors perceive consent, whether they delegate the process

and, if so, why they feel this acceptable.

3.1.4 Informed Consent in Primary Care
Very little, if any, research has been carried out into what consent systems are in place
in primary care. It seems clear that, as any bodily touching requires some form of
consent, both general practitioners and practice nurses will inevitably carry out
procedures which require permission from the patient. For example, administering an
injection is an invasive procedure for which consent should be obtained. However, is
this written consent or implied consent? In a busy surgery, it is most likely to be
implied. Would GPs feel more comfortable if it was written and how would this fit
with the time constraints of a busy general practice? vPerhaps, more importantly, how
do you actually know if a patient is giving implied consent? Just because patients hold
their arm out for an injection does not necessarily mean they have understood the
consequences of what they are agreeing to.

Finally, what is the position with prescription drugs? Much of the informed
consent debate has centred on invasive operations, yet with advances in modern drug

therapies come increase in risks and side-effects that GP's surely must be under an

8 Sedgwick, P. & Hall, A. "Teaching Medical Students and Doctors How to Communicate Risk" (2003)
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obligation to warn about. However, there may be risks that GP's simply do not have
the time or do not actually know enough about them to adequately warn the patient,
thus arguably, there is no informed consent.

One of the aims of this project is to explore GPs’ and practice nurses'
perspectives on informed consent and to investigate what procedures are in place in
practice for obtaining a patient's consent and if this varies according to the procedure

in question.

3.1.5 Types of Risk Disclosable
3.1.5.1 Substantial Risk of Grave Adverse Consequences
It is an unfortunate consequence of the way the law has developed that so much
emphasis is placed on the disclosure of risks. The legal definition of informed
consent perceives medical practitioners mainly as agents of disclosure. However,
perhaps the biggest problem with the consent rules is the law's vagueness about which
types of risk actually have to be disclosed. The decision in Sidaway tells doctors that
although they will be judged primarily by the standard of their peers, they must
diwlge necessary information to‘ patients where there is a substantial risk of grave
adverse consequences.
Brazier identifies the problem:
'The doctor is left to 'second-guess' the courts. In attempting to assess what
level or nature of risk he must disclose in contravention of accepted practice of
non-disclosure of risk, he has to judge the materiality of that risk by reference
not to the patient before him, the patient he knows, but to the unknown judicial
standard.”
A further argument is centred on whether or not the two requirements have to

complement each other for a claim to be successful. As Grubb notes, the test may be

invoked rarely in practice if it means that both the chances of the risk materialising

327 BMJ 694.
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are substantial and the resultant injury grave. '° Indeed, if this were to be followed
the test would be so stringent as to render it very difficult to succeed in establishing a
breach. It seems clear that 'how likely' and 'how grave' depends on the condition of
the particular patient.

This begs the question who decides what constitutes a substantial and grave
risk? Although the most logical suggestion would be the patient, this has been rejected
by the courts for being too subjective. However, surely it cannot be the medical
profession as this takes us no further than conventional Bolam and the resultant
paternalism. The only other option is for the courts to decide, after careful scrutiny of
the medical evidence that is available at the time. However, the evidence has to be
the subject of thorough examination by the courts if Lord Bridge's speech in Sidaway
and Lord Browne-Wilkinson’s speech in Bolitho is to have any effect other than
endorsing medical paternalism.

This project seeks to discover what types of risk the medical profession
perceives to be substantial and how they go about categorising risks. It may also be of
importance to discuss with health care professionals under which circumstances they
would be prepared to give evidence to the effect that a risk was so high that it should
have been disclosed and under which circumstances they would support the non-

disclosure of certain risks.

3.1.5.2 Percentages & Risks
The courts have given some guidance as to what they would classify as a serious risk.
Regrettably, most of this guidance has centred on attaching percentage figures to the

chances of risks occurring. In both Sidaway and Pearce, Lord Bridge and Lord Woolf

® Brazier, M. "Patient Autonomy and Consent to Treatment" (1987) 7 LS 169 at 162.
1 Grubb, A. "Negligence: Causation and Bolam" (1998) Med L Rev 378 at 382.
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MR respectively both give the example of a 10% chance of a risk eventuating as a
example of something a patient should be warned about.

This figure seems arbitrary, although it is a figure that most judicial scrutiny
seems to focus on in terms of what should be disclosed. Yet with developments in
modern medicine, it sets a noticeably high yard-stick for disclosure that may exclude
'most of the risks of serious permanent harm.""'

Kennedy demonstrates the danger of relying too heavily on percentages.
Writing about the Sidaway case he suggests it was an unfortunate consequence of
Lord Bridge's speech that he opted for a probability-based test to determine when a
risk may materialise. This is because firstly, the law should not seek to produce a
standard of care which substitutes mathematics for words such as 'reasonable’ and
'material’ which, by their very nature, allow the law to retain its flexibility and
capacity for development. Secondly, there may well be disagreement as to the precise
number to be assigned to the chance of a particular risk materialising.'?

A practical aspect of this project investigates the willingness of medical

practitioners to attach specific risk figures to certain procedures and to see how high

these figures actually are.

3.1.5.3 'General' and 'Special' Risks

Historically the law has seemed to draw a distinction between general and special
risks, with the suggestion being that the doctor is under an obligation to warn of
the latter, but not the former.'® This is dangerous. The difference between 'general'

and 'special risks' may provide a basis for establishing what can be classed as

! Maclean, A. "Beyond Bolam and Bolitho" (2002) 5 Med L Int 205 at 214.

12 Kennedy, op citn 1 at 200.

1 There is evidence of this in both Lord Templeman's judgment in Sidaway [1985] AC 871 in the
House of Lords, at 903, and Browne-Wilkinson judgment in Sidaway in the Court of Appeal [1984] 1
Al ER 1018 at 1034.
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material risks but they are not conclusive of it. For example, a 'general' risk may
not be material as the patient is presumed to know it. Conversely, a 'special' risk
may be material but does not necessarily have to be."*

What constitutes a 'general' or 'special risk' surely has to be decided with
reference to the particular patient. It will depend on the circumstances of the patient
and what effect any procedure may have on them as individuals. Again, this would
mean that wider social factors involved in the patient's life must be taken into
consideration when deciding which risks to disclose to them.

Lord Scarman recognised this in Sidaway when he suggested:
'With the world-wide development and use of surgical treatment in modern
times the court may well take the view that the reasonable person in the patient's
situation would be unlikely to attach significance to the general risks; but it is
not difficult to foresee circumstances particular to the patient in which even
general risks of surgery should be the subject of a warning by his doctor, eg. A
heart or lung or blood condition. Special risks inherent in a recommended
operational procedure are more likely to be material.'”
Legally speaking, although the distinction between 'general' and 'special' risks may
still exist, it is only of relevance in determining whether the procedure in question
carried with it a significant risk of which the patient should have been warned.'
Nevertheless, what the medical profession classes as general and special risks will
have a bearing on the evidential issues that present themselves before the courts. If
in the opinion of the medical profession the risk is only classed as a general one
inherent in surgery, it will be extremely persuasive in allowing the courts to decide
it was not substantial.

Some examples of general risks might encompass things such as risks

associated with anaesthetic, sepsis, cardiac arrest etc.!” It will be of interest to

' Grubb, op citn 10 at 384,

13 op citn 13 at 889.

' Pearce v United Bristol Healthcare NHS Trust (1998) 48 BMLR 118.
17 op citn 13 at 889 per Lord Scarman.
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discover whether these categories extend to other aspects of treatment such as
géneral pain and bruising, bleeding, grogginess and nausea. Similarly, there may
be some 'grey' areas such as warnings about levels of aftercare, scarring and the
fact that some patients may need extra warnings about these side effects, as they
have not realised the magnitude of them.

Therefore, a question that this project addresses is what medical
practitioners class as ‘general risks’ and ‘special risks’, and indeed whether this
distinction exists at all. Also, in deciding this, whether any thought given to the

particulars of the individual patient?

3.1.5.4 From 'Substantial and Grave' to 'Significant'
It was suggested earlier in this literature review that the decision in Pearce took us
beyond the reasonable doctor test for judging adequacy of disclosure. This is
supported by Brazier and Miola's assertion that:
'Even the cynic must concede that...the reasonable doctor test received a body
blow in Pearce. It survives only if the reasonable doctor understands that he
must offer the patient what the reasonable patient would be likely to need to
exercise his right to make informed decisions about his care."®
However, even though the emphasis is clearly on divulging what the reasonable
patient would want to know in the circumstances, problems begin to surface when
addressing the #ype of information that must be disclosed. Apparently this should
include all significant risks the reasonable patient would want to know in the
circumstances. Thus, the source of legal contention is centred on the definition of
what constitutes a significant risk. The guidance given by Lord Woolf MR is as

follows:

'When one refers to a significant risk, it is not possible to talk in precise
percentages...the doctor...has to take into account all the relevant considerations,

'® Brazier, M. & Miola, J. "Bye-Bye Bolam: A Medical Litigation Revolution?" (2000) 8 Med L Rev
85 at 110.
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which include the ability of the patient to comprehend what he has to say to him

or her and the state of the patient at the particular time, both from the physical

point of view and from the emotional point of view.'"’
There are a number of issues to consider here. Firstly, Lord Woolf MR 1is recognising
what self-determination is actually about. His dictum emphasises the importance of
looking beyond the mere blanket disclosure of risks to considerations such as
comprehension and the ability of the patient to absorb and understand the information
in order to reach a decision. Moreover, he argues that you cannot seek to quantify
significant risks in terms of mere percentages. It is a pleasing facet of his judgment
that 'the law must perforce be uncertain, and not seek to incorporate tests which have
a spurious certainty but could be invoked against the interests of patients.'20
Nevertheless, it is with great caution that one should analyse any theoretical judicial
abstraction without looking at the actual outcome of the case. Judges have often
sought to advance the law on a theoretical plane, but cynics will be mindful of the fact
that on a practical level it is often best to look at what the courts did as opposed to
what they said. This is may be true of Sidaway, is true of Bolitho, and in light of the
fact that Lord Woolf MR seems to concentrate on the figure of 10% as being
demonstrative of a significant risk, is also true of Pearce. In this sense Maclean
suggests Lord Woolf MR's judgment is 'somewhat confused in that he continues to do
exactly that against which he counselled.”’ The real issue at stake is bound up in who
decides what constitutes a significant risk that would affect the judgment of a
reasonable patient. The answer appears to be, subject to the Bolitho logical scrutiny

test’, the medical experts. Is this a recourse back to paternalistic traditions, the

problems of which the courts were striving to avoid in the first place?

1% (1998) 48 BMLR 118 at 124.
2 Ibid.

2! Maclean, op citn 11 at 214.
22 See section 2.1.7.3
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Accordingly Maclean suggests the standard becomes: 'A doctor must disclose
those risks that the reasonable doctor believes the reasonable patient ought to find
significant to a decision.”” When in reality the question in Pearce should have been
'‘whether the reasonable person, pregnant, post term and concerned to deliver a healthy

4 Had this been the case the outcome may have

baby, would find the risk significant.
been very different.

Thus in adopting a Pearce type test for setting the standard of disclosure,
although their views should not be conclusive, clearly the medical practitioners
themselves are going to have a great deal of influence on deciding what counts as a
significant risk. Accordingly, an aim of this study is to discover what risks are
actually disclosed in practice and what types of risks medical practitioners classify as
significant. In reality do medical practitioners rely heavily on percentages and to

what extent, if at all, are the circumstances of the individual patient taken into

consideration when deciding what to divulge in practice?

3.1.6 Information about Alternatives

Kennedy and Grubb suggest that in Sidaway none of their Lordships referred to any
duty to advise patients of alternatives to any suggested treatment.”> With respect, this
is wrong. Lord Scarman stated: 'I use the word advice to cover information as to the
risk and options of alternative treatment.”™® For the patient to be fully informed they
need to be made aware of any possible alternative courses of action, for example non-
interventionist therapies. However, there is a significant lack of legal authority in

England that doctors are obliged to discuss alternatives with patients. In contrast,

2 Maclean, op citn 11 at 214.

24 Maclean, R.A. "The Doctrine of Informed Consent: Does it Exist and Has it Crossed the Atlantic?"
(2004) LS 386 at 409.

» Kennedy, I. & Grubb, A. Medical Law Third Edition (London: Butterworths, 2000) at 680.
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Kennedy and Grubb point us towards Canadian and American authority by way of
example.”” In Haughian v Paine®® the Saskatchewan Court of Appeal held that failure
to advise a patient of a more conservative treatment than was offered by the doctor
constituted a breach of his duty to the patient. Similarly, in Truman v Thomas® the
California Supreme Court found that failure to advise a female patient of the
consequences of refusing a pap smear could constitute a breach of the doctor's duty
when she subsequently died from cancer of the cervix. Kennedy and Grubb offer the
only real English authority on this as the aforementioned case of Pearce. They
submit that this case concerned the failure to disclose the increased risk of stillbirth if
delivery was delayed. However, this may not be strictly accurate. *°

The nature of Mrs. Pearce's risk was that of still-birth. Arguably, had she been
informed about this she would have considered it significant, firstly because there was
evidence adduced she was keen to have a caesarean section.’! This may have served
to tip the balance in favour of her rejecting the doctor's initial advice to proceed
naturally, and resulted in her specifically requesting a caesarean section. In being
given no information about the risks inherent in a natural delivery, she was denied the
opportunity to weigh up the risk/benefit ratio concerned with the differing courses of
action and to compare the two before making an informed choice about which
treatment to opt for. It is with regret that no matter how creatively one reads Lord
Woolf MR's judgment, there is nothing within his judgment to compensate for the

lack consideration given to providing patients with information about alternatives to

% op citn 13 at 876.

2" Kennedy & Grubb, op citn 25 at 711.

%8 (1987) 37 DLR (4™) 624.

2%(1980) 611 P 2d 902.

30 Kennedy & Grubb, op cit n 25 at 712. Only in the sense that this is a creative interpretation at best.
The alternative to a natural delivery, a caesarean section, was discussed with the patient and the
relevant risks were highlighted. Thus, the case rested upon those inherent risks that were not disclosed
in the doctor's preferred course of action i.e. the natural birth.

L op citn 19 at 120.
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treatment. Furthermore, and perhaps more worryingly, there is nothing to suggest the
law should recognise this in the future.

Thus, although this requirement may be overlooked, in order for the objectives
of self-determination to be fulfilled, advice about alternatives remains of central
importance when seeking to enforce autonomy enhancing practices. Seemingly, this
has been recognised in Australia where real in-roads have been made into the legal
duty to advise of alternatives. Addison suggests 'in (non-emergency) situations where
alternatives are available, the law expects 'fuller' disclosure of risks from medical
practitioners.”? The medical profession themselves have started to recognise this as
the standard NHS consent form includes a section which talks about the discussion of
alternatives.>> However, how much attention is paid to this in practice?

Accordingly, it will be an integral aspect of this project to identify how much
information medical practitioners are willing to proffer regarding the availability of
alternatives to the recommended treatment. For example, it may prove to be the case
that once a surgeon has identified the problem, they may be unwilling to recommend
any other course of action than surgery. Likewise there may be issues of professional
pride to consider such as disagreements between physicians and the surgeons. The
former endorsing non-interventionist techniques and hence making all options and
therapies known to the patient, and the latter endorsing surgery at all costs leading to a

reluctance to discuss alternative measures.

32 Addison, T. "Negligent Failure to Inform: Developments in the Law since Rogers v Whitaker"
(2003) 11 TLJ 165 at 177.

3 See for example appendix [5] 'I have also discussed what the procedure is likely to involve, the
benefits and risks of any available alternative treatments (including no treatment). sic. [See appendix
5).
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3.1.7 The Position of the Inquiring Patient

Historically, the law has shown indifference to protecting the rights of the inquiring

patient. Lord Denning set the scene in the early case of Hatcher v Black. ** The

claimant asserted that the doctor was negligent in failing to disclose the risk in the

face of direct questioning. The question, as Lord Denning saw it, was what should the

doctor tell his patient? He stated:
'...[the doctor] admitted that on the evening before the operation he told the
plaintiff that there was no risk to her voice, when he knew that there was some
slight risk, but he did so for her own good because it was of vital importance
that she should not worry. In short, he told a lie, but he did it because he
thought in the circumstances it was justifiable...so far as the law is concerned, it
does not condemn the doctor when he only does that which many a wise and
good doctor so placed would do.”

Thus, according to Lord Denning there may be some circumstances where the doctor

is permitted to tell a 'little white lie' to the patient if they feel it will be for their

benefit, notwithstanding the fact they have been specifically quizzed about the risks.

Clearly this is problematic and as Williams points out:

'If doctors give information which is positively false because they believe the
treatment to be beneficial, the very existence of the duty is threatened."

The position in English law now appears to have changed. In Sidaway Lord Bridge

stated:
"When questioned specifically by a patient of apparently sound mind about risks
involved in a particular treatment proposed, the doctor's duty must, in my
opinion, be to answer both truthfully and as fully as the questioner requires.”’

This was subsequently clarified by Lord Woolf MR in Pearce. Presumably then,

Hatcher v Black must now be treated with caution, and in all probability is no longer

an accurate statement of the lan, if indeed it ever was. Nevertheless, the controversy

3% Hatcher v Black [1954] The Times, 2™ July.

> ibid. ,

3¢ Williams, K. "Pre-operative Consent and Medical Negligence" (1985) 14 Anglo-American LR 169 at
177.

37 op citn 13 at 898.
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may lie in the precise extent to which the doctor is obliged to answer questions and
this may be reflected in the realities of everyday practice. In Sidaway Lord Diplock
commented that the highly trained and experienced judge may well be better placed to
cross-examine their doctor and exercise their autonomous right of self-control as
opposed to other less educated people.*® Brazier observes:

'It would no doubt be made crystal clear to a Harley Street surgeon when a Law

Lord required further and better particulars of proposed treatment. In a busy

NHS clinic doubts and questions may be less articulated.”’
Thus, whilst it may well be understandable and acceptable that a well educated and
intelligent patient may wish to specifically question their doctor about treatment, the
same may not be true of patients who are less confident and perhaps not as well
educated. Moreover, patients may be reluctant to engage with their doctor for a
number of ulterior reasons. For example, they may feel intimidated, embarrassed or
indeed may well not have the capacity to articulate specific questions when faced with
the socially dominant medical practitioner. Nevertheless, this culture of silence
amongst patients does not necessarily mean they do not want further information
about their treatment, and it does not inevitably follow that they do not want to be
involved in their health-care decisions.

In view of the above, the legal contention resides in the doctor's apparent duty
to answer questions 'fully’. Kennedy and Grubb ask, what does this actually mean?
Apparently the distinction may lie between where there is a specific question asked
and when there is a more general inquiry made. In the New Zealand case of Smith v
Auckland Hospital Board®™ it was suggested that if the patient only asks a general
question then the doctor may be permitted to give a range of answers from the wholly

truthful to the partially truthful to the somewhat deceptive. In contrast, the case of

*% ibid at 895.
3 Brazier, op citn 9 at 184.
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Hopp v Lepp* states that if the question is a specific one, the doctor has no discretion
and must answer the question wholly and truthfully. Therefore, it could be said that
the duty to answer the question 'fully’ as per Lord Bridge in Sidaway, might only be
applicable in cases where there is a specific question, a requirement which may be
affected by the relative educational background of the patient.

This has been reflected in the English case of Blyth v Bloomsbury Health
Authority.** Here the Court of Appeal when faced with a chance to develop the law
post Sidaway and enhance patient rights, instead chose to maintain the straightjacket
distinction between a 'general enquiry' and a 'specific enquiry’. Here the claimant
sought further and better particulars about the proposed operation after she expressed
reservations about the treatment and asked for reassurance. It was held this only
constituted a general inquiry. In light of this, it has been suggested by Tickner that
although the Court of Appeal raised the question of what constitutes a specific line of
enquiry, it failed to answer it. ** Indeed, in view of the fact that Mrs. Blyth was a
trained health professional, it makes one wonder what a patient would actually have to
ask for the courts to hold it was a specific question. It may be the case that Ihost
patients' questions would 'rarely qualify."*

Consequently, there is a situation where all parties, in particular patients, are
confused about what constitutes a specific or general question. However, in reality
the medical profession's view as to what counts as a specific inquiry undoubtedly
provides the foundation for the law's perception of it. Thus, in attempting to clarify
the issue, this study explores medical professioﬁals‘ views about different types of

patient inquiries and how they would classify them or respond to them. In turn these

“[1965] NZLR 191 (NZCA).

1(1980) 112 DLR (3d) 67.

#211993] 4 Med LR 151.

* Tickner, K. "Rogers v. Whitaker - Giving Patients a Meaningful Choice" (1995) 15 OJLS 109 at 117.
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views will be compared to patients' beliefs as to what constitutes a specific or general

question and their willingness or otherwise to engage with their doctor.

3.1.8 Therapeutic Privilege

'...it would seem there is now a thin line between sensitivity to a patient's
temperament and unacceptable pa’ternalism.’45

A doctor's duty of disclosure is not an absolute one. In Sidaway Lord Scarman stated:
'Even if the risk be material, the doctor will not be liable if upon a reasonable
assessment of his patient's condition he takes the view that a warning would be
detrimental to the patient's health."*°

Here we are presented with what is commonly referred to as the therapeutic privilege.

Whilst this may be referred to loosely as a 'defence’, it is only a defence in the sense

that it provides a justifcation for non-disclosure. It is not a defence that carries the

same meaning as the general defences in negligence such as volenti non fit iniuria.

Ordinarily, once the requirements for negligence are established, it is then for the

defendant to raise any defences which may be available. The therapeutic privilege

does not work this way; it is not a specific defence but rather a component of the
doctor's overall duty of care. If the doctor feels, on a clinical assessment, that
divulging certain information to the patient may be detrimental to their physical or
mental health, they may withhold that information and in doing so will not breach
their duty of care. As such, the practical worth of the therapeutic privilege only really
kicks in where the prudent patient standard of disclosure is in operation; it provides
justification for non-disclosure where ordinarily the reasonable patient would expect

certain information. This, in all probability, is why Lord Scarman paid specific

attention to it in Sidaway as noted above. If however the standard of disclosure is

44 .y .

ibid.
5 Bidmeade I, "Disclosure of Information in Health Care" (1996) 4 Australian Law Librarian 180 at
181.
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grounded in the Bolam test, reliance on the therapeutic privilege becomes almost
unnecessary. Within this model there is already scope to withhold information and
this can be done without dependence on the therépeutic privilege. Doctors may take
into account the patient's best-interests and decide not to tell the patient certain
information. If this decision in supported by reference to a responsible body of
professional opinion the non-disclosure would be justified in the sense that there is no
breach. Thus, in order to examine the true worth of the therapeutic privilege one must
make as assessment of where English law is presently in relation to the standard of
care. This is explored fully later in the thesis. (See 13.16.2 in the Solicitors' Study).
Williams thinks that accordingly all the doctor is obliged to do is perform his
best assessment of what should be divulged bearing in mind the circumstances of the
particular patient.’ Thus, the operation of this has to be monitored closely since
clearly the defence could be invoked to swallow up the principle if doctors are
allowed too much leeway in what to tell their patients. Regardless of this, the legal
significance of therapeutic privilege is the very fact that is exists only by way of a
defence (only in the sense of a 'defence’ for non-disclosure). Thus, Kennedy suggests
the doctrine clarifies that the presumption is that disclosure is necessary, and this can

® Similarly, the circumstances in which the

only be rebutted on good evidence.’
patient will not wish to be informed are the exception and not the norm.

An example of the therapeutic privilege defence in action can be found in the
Australian case of Battersby v Tottman.* Here a majority of the Full Court of the

Supreme Court of South Australia® held that where a patient suffered from acute

depression and suicidal tendencies, a doctor's decision to withhold information about

%8 op citn 13 at 889 - 890.

T Williams, op cit n 36 at 177.
“8 Kennedy, op citn 1 at 187.
% (1985) 37 SASR 524.
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the risk of serious and permanent eye damage associated with an anti-depressant drug
was justified. In contrast, in Gover v South Australia and Perriam’" the decision to
withhold information about a thyroid-induced eye condition was not sufficient to
trigger the defence of therapeutic privilege despite the apparent nervousness and
volatile temperament of the patient. This was because Cox J was satisfied the patient
had the capacity to judge the matter in a relevant and rational way. Thus it seems the
only situations where this defence may apply are where the patient suffers from
serious pathological anxiety disorders. However, Nagree has described this type of
patient as 'an anomaly rather than the norm in everyday practice."

Moreover, the problem inherent in the use and application of this defence is found
in the definition of what constitutes serious harm. Originally it was suggested the
scope of the defence was limited only to psychological harm, but apparently harm can
now include both psychological and physical damage.”® The question is what counts
as serious physical harm? For example, can harm to the patient encompass that patient
refusing to undergo surgical or medical treatment because of the degree of fright or
distress which information about the possible risks has prompted. If so, Skene
suggests:

'...this provides a slightly different basis for the operation of the defence, for it

may be easier for a doctor to prove that he or she was concerned about the
patient's ability to use the information (so as to undertake treatment in his or

% King CJ and Jacobs J, Zelling J dissenting.

51(1985) 39 SASR 543,

52 Nagree, A. "Consent Forms and the Medical Profession" (1997) 4 JLM 336 at 345.

3 In Meyer Estate v Rogers (1991) 78 DLR (4™) 307, Maloney J suggested that the defence of
therapeutic privilege was originally intended to excuse doctors from upsetting patients whose
psychological, not physical health may be detrimentally affected by receiving this information (at 20).
It is unclear whether Lord Scarman in Sidaway perceived this defence as being exclusively restricted to
psychological harm. At 887 he pays particular attention to 'serious threat of psychological detriment to
the patient. However, at 888 his assertion that the doctor would be excused from failing to disclose a
risk if it would 'be detrimental to the health (including, of course, the mental health) of his patient'
seems to suggest he was considering harm other than the purely psychological.
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hers best interests) than that the doctor believed that providing the information
would seriously harm the patient's health.”™*

Once again, if the defence were allowed to operate on this footing the courts would
have to proceed with caution and establish exactly why the doctor has withheld the
necessary information. If it became evident that the information was withheld to
prevent the patient being frightened about the proposed treatment, and the doctor
failed to tell them about it as he was afraid it would deter them from undergoing any
recommended operation, to justify this on the grounds of therapeutic privilege would
effectively empty the duty of disclosure of much meaningful content.

Mulheron has opined that 'the probability of successful reliance upon the defence
as a complete exculpation against any failure to warn of material risks or of some

1.°° Despite this recent assertion, according

other failure is now almost completely ni
to a US Presidential Commission in 1982 '...there is much to suggest that a
therapeutic privilege has been vastly overused as an excuse for not informing patients

%% The basis of the problems associated with the

of facts they are entitled to know.'
therapeutic privilege defence stem from the failure of the courts to define what is
actually meant by the term itself. Mulheron has further suggested:
'The failure of the courts...to better articulate the therapeutic privilege's content
and scope leaves the law in an unsatisfactory state for medical practitioners who
are concerned not to exacerbate their patients' anxieties or disclose risk
information that would be likely to cause harm to their patients health.”’
Thus, the very fact that doctors themselves are confused, or even ignorant of the

defence, may be having an unrecognised detrimental effect on medical practice.

Despite this it has been said that doctors, however well intentioned, are capable of

> Skene,L. Law and Medical Practice: Rights, Duties, Claims and Defences (Sydney: Butterworths,
1998) at [6.97].

55 Mulheron, R. "The Defence of Therapeutic Privilege in Australia" (2003) 11 JLM 201 at 202.

56 Dworkin, "Autonomy and Informed Consent" in Making Health Care Decisions, President's
Commission for the Study of Ethical Problems in Medicine [1982] vol.3 at 96.

57 Mulheron, op citn 55 at 211.
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'disguising complex moral judgements as medical decisions._'58 Thus, it is a purpose
of this study to investigate medical practitioners' knowledge and awareness of the
defence of therapeutic privilege. It also explores under which circumstances, if any,
medical practitioners feel justified in withholding information from different patients
and will address what #ype of information this may be. Finally it investigates how

often, if ever, this defence is relied upon in practice.

3.1.9 The Spectre of Defensive Medicine and Informed Consent

'...a doctor examining a patient, or a surgeon operating at a table, instead of

getting on with his work, would be forever looking over his shoulder to see if

someone was coming up with a dagger - for an action for negligence against a

doctor is for him unto like a dagger.”™
Defensive medicine is often forwarded as an argument for protecting the doctor from
the threat of litigation. A constant threat of legal action may impair their clinical
judgment and place patients at disadvantages by doctors opting for the 'safer'
techniques as opposed to more 'effective’' ones. However, defensive medicine in
terms of disclosure has not been given the same attention as its counterparts, diagnosis
and treatment. For example, the perceived threat of litigation may lead to over
cautious practices in terms of extra diagnostic testing, which of course takes time and
costs money. Moreover, defensive practices in terms of treatment may hinder the
development of modern medicine, as doctors are reluctant to take unnecessary risks
and may prefer to opt for the most conservative option.*’

On a cursory inspection one may be forgiven for assurhing these factors do not

carry over to disclosure issues in the same manner as it can hardly be described as

defensive practice to engage the patient in a dialogue regarding the risks, benefits and

%% Buchanan, T. "Medical Paternalism" (1978) 7 Philosophy and Public Affairs 370 at 390.
% Per Lord Denning in Hatcher v Black [1954] The Times, 2™ July (QBD).
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alternatives to proposed treatments.' With respect this may be inaccurate.®> If the
medical profession perceive the law as placing an obligation on them to bombard
patients with risks, this can surely be described as defensive practice, particularly if
the risks are slight. Demanding disclosure of these may unnecessarily deter the
patient from undergoing relatively safe and necessary procedures, and perhaps more
importantly, it may become clear the patient does not want to hear the risks. This
being the case, if the doctor then feels compelled to inform them anyway, once again
this could be classified as 'over-cautious' defensive medicine that is ultimately
injurious to the patient.

However, there is much to suggest that defensive medicine is a myth, and as
Kennedy notes, one person's defensive medicine could be anther's good practice.
One of the aims of this work is to investigate doctors' perceptions of the law and to
discover whether indeed they feel threatened by it, and if so, how they feel this effects
their work. Also, patients were asked about their thoughts on the law, disclosure and

whether providing them with too much information can sometimes be detrimental to

good medical practice.

3.1.10 Patient Understanding as an Element of Consent
Beauchamp and Childress remind us that although the term informed consent was
born in a 'legal context, from a moral viewpoint, it has less to do with liability of

professionals as agents of disclosure and more to do with the autonomous choices of

% For discussion see Tribe, D. & Korgaonkar, G. "The Impact of Litigation on Patient Care: An
Enquiry into Defensive Medical Practices” (1991) PN 2; Jones, M.A. & Morris, A.E. "Defensive
Medicine: Myths and Facts" (1989) 5 Journal of the Medical Defence Union 40.

¢! Kennedy, op citn 1 at 190.

62 See Lamb, RM. et al. "Hospital Disclosure Practices: Results of a National Survey" (2003) 22
Health Affairs 73 at 80.

% Kennedy, op citn 1 at 190.
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'*4 Thus, for any consent to be truly informed, not only must the

patients and subjects.
patient be given the necessary information before they can make a decision, they must
also understand that information. This is problematic when it comes to dealing with
medicine, as obviously there is an imbalance in knowledge and understanding within
the doctor/patient relationship. It is both impractical and unworkable to place a duty
on the physician to ensure complete understanding, as short of educating the patient to
their standards, this is never going to happen.

Empirical evidence has been produced which suggests patients commonly do
not understand or misinterpret what they are told. Ley suggests two reasons for this.
Firstly, clinicians often present information in a manner that is confusing and,
secondly, patients often have their own theories about illnesses and diseases. ® Here
the law is faced with a dilemma. As Williams reminds us, any legal inquiry is made in
functional terms i.e. what was said and done rather than focusing on the true meaning
of self-determination which is the ability of the patient to make a considered choice. ®°
Moreover, this inquiry is predominantly concerned with the disclosure of risks. Thus
the significance of patient understanding is often overlooked in terms of legal analysis
and has the potential to be underestimated. However, no doctor can ever ensure
complete comprehension which is by its nature subjective and difficult to assess.

How then does the law compensate for this and what is the standard to be expected of

a doctor?

 Beauchamp, T.L. & Childress, J.F. Principles of Biomedical Ethics Fifth Edition (Oxford: Oxford
University Press, 2001) at 81.
% Ley, P. Communicating With Patients: Improving Communication, Satisfaction and Compliance
gLondon: Chapman & Hall, 1995) at 14,

$ Williams, K. "Comprehending Disclosure: Must Patient's Understand The Risks They Run?" (2000)
4 Med Law Int 97 at 99.
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In Smith v Tunbridge Wells Health Authority®’, Morland J framed the defendant's
duty to the patient in the following manner:
"When recommending a particular type of surgery or treatment, the doctor, when
wamning of the risks, must take reasonable care to ensure that his explanation of
the risks is intelligible to his particular patient. The doctor should use
language, simple but not misleading, which the doctor perceives from what
knowledge and acquaintanceship that he may have of the patient (which might
be slight), will be understood by the patient so that the patient can make an
informed decision as to whether or not to consent to the recommended surgery
or treatment.'® [Author's emphasis].
Whilst Grubb suggests this does not represent the law as it places too onerous a duty
on the doctor and goes beyond the reasonableness standards of negligence,® it is
submitted that this is the only decision from a judge at any level which seeks to
address this major issue which is at the very heart of the informed consent debate.
Irrespective of this there have been encouraging signs that judges, are of late,
beginning to perceive the importance of understanding in the consent process. For
example in Lybert v Warrington Health Authority "° it was held that a gynaecologist
must take reasonable steps to ensure the patient has some comprehension of the
information that has been imparted. In a similar case, Smith v Salford Health
Authority "', it was held that a warning of a risk of paralysis was inadequate as it was
given to a patient who was unable to take it in because she was suffering from the
after-effects of a myelogram. In addition to this, and more recently, it is a pleasing

facet of Lord Woolf MR's speech in Pearce that he pays attention to the

comprehension element of informed consent.’?

€711994] 5 Med LR 334.

% ibid at 339.

¢ See Grubb, A. "Medical Negligence: Information and Bolam" Case note Smith v Tunbridge Wells
HA. (1995) 3 Med L Rev 198 at 201. He suggests that Morland J's dictum should be interpreted as
being a requirement from a doctor to exercise reasonable care in making information intelligible and
understandable.

0(1995) 25 BMLR 91.

1 [1994] 5 Med LR 321.

21 ..in determining what to tell a patient [a doctor] has to take into account all the relevant
considerations, which will include the ability of the patient to comprehend what he has to say to him or
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Williams suggests the only possible legal duty to place on doctors would be to
take reasonable steps to enable the patient to understand.”” However, what is needed
is some consideration from the courts about what these reasonable steps should be.
Undoubtedly, in order to develop these the courts will need guidance from the
medical profession themselves as to what they consider to be reasonable steps in the
circumstances. Therefore, this thesis explores the steps doctors can and do take to
ensure some level of understanding and explores a number of tests for assessing levels
of understanding. For example, it has been suggested that analogies’* are often an
effective method for conveying risks. Also, the use of written information may be
advantageous for the patient coupled with dissemination of information via the

electronic medium. ”°

3.1.11 Doctor/Patient Communication and Personality Factors Affecting
Communication in the Consent Process

Clearly it is impossible to train patients to fully understand medical procedures unless
we put them through medical school. Of course we cannot do that and that is not the
purpose of a consent process anyway. Patients can meaningfully agree to a procedure
without knowing how it works. However, in order for them to do this, there needs to
be effective communication on the part of both the doctor and patient, yet as much as
a shared-decision making process is a desirable concept, both ethically and legally, it
is fraught with difficulties. Ley asserts that the level of understanding is shrouded by
lack of communication by both parties in the relationship.”® For example, Korsch and

Negrete found that complex medical terms such as 'labia' 'sphincter' and 'lumber

her and the state of the patient at the particular time.' Per Lord Woolf MR in Pearce. op cit n 19 at
124,

 Williams, op cit n 66 at 101.

7 Edwards, A. "Communicating Risks Through Analogies" (2003) 327 BMJ 749.

7 Woloshin, S. "Making Sense of Risk Information on the Web" (2003) 327 BMJ 695.

™ Ley, op citn 65 at 23.
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puncture' were being used in a paediatric unit. These terms were often
misunderstood. For instance, many thought that lumber puncture was a procedure to
drain the lung. ”’

The particular manner in which the information is phrased may have a bearing
on the outcome of any decisions. For example, in a recent article Edwards has
suggested that implementing and designing patient-friendly charts and diagrams to
illustrate the success rates of certain treatments is one method to encourage
communication and participation on the part of the patient.”® Similarly, it has been
suggested elsewhere that not enough attention is paid to identifying patient objectives
in the communication process. Thus, the onus should be on clinicians to explore
patient's aims rather than merely discussing risks and benefits associated with
procedures.” Patient's who want to share decisions often find it easier to do so if the
process begins with an exploration of their objectives. In a sense, what may be
needed to improve the communication and informed consent process is for medical
practitioners to suspend their professional judgments and assumptions about the
management of any illness, and to allow themselves to be led by what patients want.
However, a knock-on effect of the above, is that in the context of risk communication,
patients must also learn to deal with uncertainty. This is often difficult to accept, as
they are only concerned with one identifiable outcome, that is getting better.

Accordingly, problems with communication do not lie solely with doctors. In
the context of the doctor patient relationship it is often the patient who is reluctant to
communicate. Firstly, many patients are reluctant to ask questibns. Ley points out

that this could be due to over-deferential attitudes towards doctors. Also, patients

7 Korsch, B.M. and Negrete, V. "Doctor-Patient Communication" (1972) Scientific American at 66-73.
78 Edwards, A. "The Key to Sharing Decisions" (2003) Doctor, 13® November.

” Charles, C. et al. "What Do We Mean About Partnership in Making Decisions About Treatment?"
(1999) 319 BMJ 766-9.
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may be scared to ask about the nature of any illness for fear of bad news. This leads
to an incorrect assumption on the part of the doctor that the patient does not want
further information and means that patients are less informed about their condition
than they would like. This problem is further compounded by the fact that patients
have their own misconceptions about diseases and, in the absence of their hopes/fears
being clarified, this may lead to a state of confusion. *°

Ley, Skilbeck, and Tulips discovered that although 27% of patients wanted
more information when they visited their doctor they never asked questions.
Likewise, a number of patients interviewed after their latest consultations were asked
if they had sought further information in different areas where they had wanted it.
The percentage of patients that had wanted information in those areas but had not
asked for it were diagnosis 42%, treatment 41% and for other advice 75%.%!

This apparent reluctance to communicate could be for a number of reasons
which are connected to the patient's individual personality. For example, at a very
basic level, a patient may be 'grumpy' and may not want to engage in an extensive
dialogue with the doctor. Similarly, they may be upset or annoyed with the doctor
due to unexpected treatment results. There is evidence to suggest that some patients
are more willing than others to ask questions and become involved in their treatment
depending on their personality type. Rotter introduced the distinction between
internal and external health locus of control with internals believing that events are a
consequence of their own actions and externals believing that events are unrelated to

their actions and thereby beyond their personal control.®> Thus, according to the

%1 ey, op citn 65 at 23.

8! Ley, P. et al. (1975) Satisfaction, Understanding and Compliance in a General Practice Sample.
Unpublished Manuscript. In Ley, op cit n 65.

82 See for example, Hobbis, I.C.A. et al. "Abnormal Illness Behaviour and Locus of Control in Patients
with Functional Bowel Disorders" (2003) 8 British Journal of Health Psychology 993-408; Gopinath,
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health locus of control theory, patients with strong internal HLOC beliefs will be
more likely to engage in health promotional behaviours such as seeking out more
information from doctors, co-operating with them and seeking advice about how best
to promote their health. Conversely, patients with strong external HLOC beliefs feel
their health is beyond their control and is due to chance or fate. Hence, they will be
less likely to engage with practitioners at all levels and will not want to become
actively involved in their treatment or take part in health promotional activities,
instead preferring to leave everything for the doctor to decide. Clearly this may have
a significant effect on the consent process and the difficulties faced by medical
practitioners surface in recognising which particular patient has which particular
personality and identifying those which want to become involved in their treatment
decisions and those which do not.

It is a purpose of this research to develop an understanding of some of the
problems doctors face when communicating with patients. It attempts to discover
what they find difficult in the communication process, how they try to remedy this
and how they deal with patients who are reluctant to ask questions. It also asks
doctors how they deal with pre-conceived ideas about illness. These issues are also
addressed from the patient's point of view by interviewing them to find out why the
are reluctant to communicate and what can be done to encourage communication.
Moreover, the research focuses on exploring the health locus of control theory by
investigating the difficulties encountered by doctors when dealing with the

idiosyncrasies of individual patients with differing personality types.

B. et al. "A Questionnaire Survey about Doctor-Patient Communication, Compliance and Locus of
Control Among South Indian People with Epilepsy" (2000) 39 Epilepsy Research 73-82.
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3.1.12 Professional Guidelines and Consent
Professor Jones was quoted earlier in this literature review as suggesting that the legal
rules governing informed consent may be an inappropriate tool to employ as a method
of safeguarding patients' rights.*> Mainly because the law is reactionary and only
seeks to provide redress for the patient once the damage has already been done. Thus,
its effectiveness as a tool for enhancing informed consent in a clinical setting is
limited. This coupled with the fact that many doctors may be ignorant of the law and
its requirements governing information disclosure may serve to abate any efforts to
improve the consent process.** Thus, although the common law can provide some
guidance to doctors, this guidance is relatively unhelpful and somewhat hazy when
compared to the modern guidelines concerning the consent process as drafted by the
medical profession.

The modern guidelines are clearly deﬁhed, detailed and specific. They have
the potential to play a key role in elevating the patient's right to be informed as a
paramount consideration in any consultation process, more so than the law itself could
ever provide. This may be demonstrative of a paradigm shift within the medical
profession itself where the underlying theme is that patients should be given enough
information in order that they can make an informed decision about any proposed
treatment.

For example in the most recent circular distributed by the Department of
Health on behalf of the medical profession stresses the importance of self-
determination as both a legal and ethical right.®® It places emphasis on consent as a

Yjoint decision making process' based on the 'patient's values and preferences and the

% See S. 2.1.12 in part one of the Literature Review of this thesis.

% Jones, op citn 3 at 106.

% "Good Practice in Consent Implementation Guide: Consent to Examination or Treatment" (London:
Department of Health Circular, 2001) at 9.
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health professional's clinical knowledge. # When dealing with the provision of
information the guidelines stipulate the 'presumption must be that the patient wishes
to be well informed about the risks and benefits of operations.™ Although there will
always be an element of clinical judgement involved in this, patients need to be
provided with sufficient information pertaining to risks and benefits of treatments
(including the risks and benefits of doing nothing).*® Furthermore, when looking
beyond the mere requirements of disclosure, the guidance from the profession
suggests that although the role of obtaining of consent should lie with the person who
is ultimately performing the procedure, consent is very much a team-based activity.
Emphasis is placed on the role of specialist nurses and providing the patient with the
opportunity to contact medical staff outside clinical consultations when they have had
time to reflect and articulate further questions.*® All in all, the needs of the patient are
given central importance in the modern consent process. This is perhaps best summed
up in a statement given by the GMC's recent guidelines that suggest:
"When providing information you must do your best to find out about patients'
individual needs and priorities...You should not make assumptions about
patients' views, but discuss the matters with them, and ask them about the
treatment or the risks it may involve. You should provide patients with
appropriate information, which should include an explanation of any risks to
which they may attach particular significance. Ask patients whether they have
understood the information and whether they would like more before making a
decision."””
As a result of this, there is evidence to suggest that many hospitals now have

disclosure policies in operation®’ and that 'the leaders of the medical profession have

begun to respond to the demands for greater openness and accountability, and are now

% ibid at 10.

¥ ibid at 17.

%% jbid.

* ibid at 18-20.

% nSeeking Patient's Consent: The Ethical Considerations" (London: GMC, 1998) at para 6.
*! See Lamb et al, op citn 62.
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issuing much more detailed guidance to the profession about information
disclosure."

Clearly, these guidelines are advantageous to all parties. Medical practitioners
now have clearer frameworks to work within when deciding what to tell the patient.
Moreover the benefit for the patient is that they profit from being entitled to more
information. However, the legal effect of these guidelines is also in need of
explanation. As Jones has stated:

'...as professional attitudes to the question of information disclosure change

(whether through gentle persuasion or the threat of litigation) patients will

become 'entitled' to more information under the Bolam standard."

The legal significance of this statement becomes telling when considered through the
prism of the professional standard of care and information disclosure. If the courts
interpret these guidelines as being determinative of a responsible body of medical
opinion it may prove far easier to establish a breach of duty if these guidelines are not
followed. The flip side to the coin is that if followed, the guidelines may render any
legal challenge a near impossibility.**

There are a number of points to consider here. Firstly, and as Maclean has
pointed out, it is by no means certain the courts will insist that the guidelines dictate
the legal standard as there is some disparity between the legal standard of
reasonableness and the ethically commendable standards of the new guidelines.”
Secondly, disclosure and consent obligations are subject to prevailing healthcare
policy which will depend in part on resource implications and political objectives of

the profession themselves. In short, the guidelines remain predominantly a

professional issue and as Maclean has further opined 'so long as the standard remains

%2 Jones, op citn 3 at 130 - 131.

% ibid at 125.

% This of course does not alter the issue of causation which has the ability to defeat even the most
stalwart of claims.
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governed by professional practice, it is a castle built on shifting sands.®® This
indicates that the guidelines are flexible and have the capacity to develop over time to
reflect developments on contemporary medical care.

Finally, and perhaps most importantly, if the guidelines are to have any
substantial effect they must be followed by the profession in order to set the wheels in
motion and enforce this newly commendable standard. The education of medical
practitioners at all levels must encourage them to adhere to these guidelines wherever
possible. However, there is little research which identifies doctors’ awareness of, and
indeed willingness to adopt these standards and how easy or otherwise they may be to
implement in practice.

Thus, the project investigates, through various interview and observational
techniques, whether in practice doctors are affected by the new guidelines. Have their
disclosure practices changed due to the implementation of these protocols? Are they
aware of them and how, if at all, does this effect what they say? Similarly, the project
aims to discover how easy doctors feel the guidelines are to follow in the busy day-to-
day activities of an NHS hospital and if they are aware of the consequences both
legally and professionally if they do not adhere them.

The following chapter discusses the various methodologies employed in the

empirical components of this study.

% Maclean, op citn 24 at 411.
% ibid.
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4 METHODOLOGY

4.1 INFORMED CONSENT: A JUSTIFICATION FOR
EMPIRICAL RESEARCH

The deliberation surrounding informed consent and its short-comings as a legal
doctrine were elevated to the forefront of contemporary legal literature in the mid to
late eighties. Academic legal scholars such as Kennedy', Grubb?, Jones®, Brazier* and
Teff® were instrumental in their critical analysis of the doctrine and the inadequacies
of it as a vehicle for enhancing self-determination and patient-rights.® This
culminated in the definitive thesis in this area, which was written by McLean in 1987’
and subsequently published as a monograph in 1989.® This remains the authoritative
doctoral thesis on informed consent, at least as far as the theoretical legal concepts
and underlying themes are concerned.’

Undeniably the most common way for academic scholars to ’research topical
legal areas is to provide a systematic analysis of the relevant case law. Cases act as
primary sources which allow for a generation of critical analysis, subsequently this is
supplemented by cross-referencing to secondary sources such as journal articles,

textbooks, etc. Seminal cases such as Bolam'?, Sidaway”, Bolitho'?, Blythl3 s Rogers14

! Kennedy, I. "The Patient on the Clapham Omnibus" (1984) 47 MLR 454 in Kennedy, I. Treat me
Right - Essays in Medical Law and Ethics. (Oxford: Clarendon Paperbacks, 1988) at 175.

? Kennedy, I. & Grubb, A. Medical Law. Third edition (London: Butterworths, 2000).

? Jones, M.A. "Informed Consent and Other Fairy Stories" (1999) 7 Med L Rev 103.

4 Brazier, M. "Patient Autonomy and Consent to Treatment: The Role of the Law?" (1987) 7 LS 169.

5 Teff, H. "Consent to Medical Procedures: Paternalism, Self-determination or Therapeutic Alliance
(1985) 101 LQR 432 at 436.

® All these papers have been subject to review in the Literature Review of this thesis.

7 McLean, S, A, M. "Information Disclosure, Consent to Medical Treatment and the Law" Thesis
(Ph.D.) - University of Glasgow, 1987. Thesis no. 7828 available on Microfilm.

¥ McLean, S.A.M. 4 Patient's Right to Know (London: Dartmouth Publishing, 1989).

® Recent publications from Maclean, Dr. A.R. (lecturer in law at Glasgow University) and also the
Glasgow University staff web-site suggest that his doctoral thesis concerns informed consent.
However, as of yet, the author has been unable to track this document down. See Maclean, A.R. "The
Doctrine of Informed Consent: Does it Exist and Has it Crossed the Atlantic" (2004) LS 386.

1 Bolam v Friern Hospital Management Committee [1957] 1 WLR 582.

! Sidaway v Board of Governors of the Bethlem Royal Hospital and others [1985] AC 871.

12 Bolitho v City and Hackney Health Authority [1998] AC 232.
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and perhaps more recently Pearce'” and Chester'® have all provided the basis for
excellent academic papers and have all contributed something towards the informed
consent discussion.'” Yet, although the assertions made by the various academic
lawyers in this area are valuable in the sense that they are expressing original and
insightful opinions concerning the consent process, in the absence of any empirical
evidence, they remain untested hypotheses and the views are therefore mainly
speculative in nature. Academic lawyers in this field have carried out Very little
empirical work.'®

This project arises out of a need for some in-depth qualitative data,
supplemented by quantitative material, which aims to develop a clearer understanding
of the dynamics of informed consent in practice to provide a basis for further critical
and contextual legal analysis. The core objective of the research is to investigate the
dynamics of the consent process in order to develop a clearer understanding of what
happens in practice by reflecting on the views of those people who are actively
involved in the process. This cannot be found by merely fuelling an already over-
substantial review of the current case law. What is needed is a study of informed
consent beyond the courts.® This will assist in recognising what is important to the
different parties involved in the consent process. It will encompass their opinions,
values and objectives in relation to the doctrine, identify the problems they are faced

with in reality, which are directly linked to their experiences, and provide for an

3 Blyth v.Bloomsbury Health Authority [1993] 4 Med LR 151.

' Rogers v Whitaker (1992) 109 ALR 625.

5 Pearce v United Bristol Healthcare NHS Trust (1998) 48 BMLR 118.

16 Chester v Afshar [2004] UKHL 41; [2005] 1 AC 134.

17 All these cases have been reviewed in the Literature Review of this thesis.

'® See recently Maclean, A. "Giving the Reasonable Patient a Voice: Information Disclosure and the
Relevance of Empirical Evidence" (2005) 7 Med L Int 1.

' See Jones op cit n 3 at 123-133. There are two sections in this paper entitled 'informed consent
beyond the courts' and 'the future' with connotations that suggest when dealing with informed consent it
is now necessary to look at the bigger picture and go beyond the courts. It has already been ventured to
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overall assessment of consent which reflects on current legal thinking. In this sense,
the study will aim to develop a clearer understanding of previously unidentified issues
and answer the questions which the courts have failed to address.

A mixture of both quantitative and qualitative methodologies were used to
complement the critical overview of the relevant legal principles which were provided

in the literature review of this thesis.?’

suggest that this paper provided the inspiration and basis for the investigation being undertaken in this
project.

% A decision was made to combine quantitative and qualitative methods to enhance the validity of the
research. It has been suggested that it is important not to over-emphasise the distinction between the
two research methods. Bryman suggests 'the distinction between qualitative and quantitative research is
a technical matter whereby the choice between them is to do with their suitability in answering
particular research questions.' See Bryman, A. Quantity and Quality in Social Research. (London:
Hyman, 1998). Indeed Henwood and Pidgeon suggest 'A more immediate concern is to avoid viewing
qualitative and quantitative methods as deriving from incommensurable paradigms. In practical terms
this would deny the possibility of strengthening research through the use of a principled mixture of
methods." See Henwood, K. & Pidgeon, N. "Qualitative Research and Psychological Theorising"
(1992) 83 British Journal of Health Psychology 97 at 97-111. For further discussion see Brannen, J.
Mixing Methods: Qualitative and Quantitative Research (Hants: Ashgate Publishing, 1992);
Hammersley, M. Social Research: Philosophy, Politics and Practice (London: Sage, 1999) at 9-33.
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4.2 AIMS OF THE STUDY

To investigate how final year medical students are trained to deal with informed
consent issues and to analyse how confident they feel in dealing with consent and

how effective they feel their training has been.

To examine both doctors and practice nurse's perspectives on informed consent in

order to generate a clearer understanding of the consent process in primary care.

To examine the operation of informed consent in secondary care and in clinical

settings. This will be achieved by eliciting the views and opinions held by various

levels of medical practitioners in secondary care, which in turn will be compared
to the views held by patients. The aim of this is to negotiate a clearer
understanding of what happens in practice and to identify the difficulties and

concems held by both parties. In turn this will be reflected upon and related to the

law in order to identify any problematic areas that may have been overlooked.

To observe a number of consultations in secondary care to assess how consent is

obtained in practice and to relate this to the legal requirements of consent.

To investigate how practising solicitors' view and deal with informed consent
cases and to see if there is any difference in opinion between those that represent

claimants and those who represent clients.

4.3 DISCUSSION OF METHODOLOGIES

There are four component parts to this thesis. These can be broken down into:

Assessing how medical students are educated in terms of consent.

Studying informed consent in primary care.
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e Studying informed ;:onsent in secondary care (encompassing medical
practitioners' views, patients' views and observational studies).

e Investigating the views and opinions held by practising solicitors.

Accordingly, a number of appropriate methodologies were considered ;cmd the ones

that were most suitable in addressing the initial aims of the study were implemented.

These will be discussed below.
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4.4 QUESTIONNAIRES

4.4.1 Applicability

In relation to the component of the study dealing with medical students' perceptions of

how they have been educated and how confident they feel in terms of informed

consent, a questionnaire was considered as the most appropriate methodology to

employ. The reasons for this are discussed in detail below.

4.4.2 Advantages

Questionnaires boast a number of advantages over more intricate and complex

qualitative data collection techniques such as semi-structured interviews and

observational techniques.

1.

3.

This aspect of the research required data to be collected from a large sample of
students. The development of a questionnaire allowed this to happen in the sense
that it could take a number of formats.?!

A questionnaire is a quick, efficient and inexpensive way of gathering large
amounts of data. This was essential for this component of the study.
Questionnaires can adopt a range of different ways to measure data. One of these
ways is attitude scaling. Attitude scales are designed to 'divide people roughly
into a number of broad groups with respect to a particular attitude, and to allow us
to study the ways in which such an attitude relates to other issues in the survey.'22
One of the most effective ways of measuring participants attitudes is via the

medium of a Likert scale.”® Likert scales are advantageous in the sense that they

claim enhanced reliability. One reason for this is because of the greater range of

2! For example, Black has suggested the range of questionnaire can range from employing free-
response questions, checklists, or rating scales. See Black, T.R. Doing Quantitative Research in the
Social Sciences (London: Sage, 1999) at 225.

22 Oppenheim, A.N. Questionnaire Design, Interviewing and Attitude Measurement (London: Pinter,
1992) at 187.
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answers permitted by the respondents. They tend to perform well when it comes
to reliable ordering of people with regard to a particular attitude and the ease of
construction lends itself towards projects of this kind. Moreover, this type of scale
was thought to be appropriate when dealing with students' attitudes towards
informed consent because, as Oppenheim suggests, they provide more precise
information about the respondents' levels of agreement or disagreement, and
participants usually prefer tﬁis to a simple agree/disagree response. >* In addition,
the Likert approach is flexible in the sense that the scale can be adapted to fit the
particular type of research. For example it may or may not be appropriate to
include a neutral point on a scale. In some situations respondents may be inclined
to always chose the neutral mid-point, whilst in others it may not be unreasonable

for participants to have a neutral view on some components of the construct.?

4.4.3 Combining Quantitative and Qualitative

1. Whilst the majority of questionnaires work from the quantitative philosophy, there
remains scope for combining the use of predominantly quantitative data with
some qualitative material.

2. It was thought that a questionnaire was particularly useful for this element of the
project because of the wide range of issues that could be addressed in a concise
and easily decipherable manner. For example, it was considered that it was
appropriate to include some open-ended questions that permitted the respondents
to elaborate on the issue in hand, and which would allow them to generate a wider
range of response by not restricting their answers to a pre-defined set of responses.

The implementation of a questionnaire facilitated this effectively.

2 Oppenheim, op citn22 at 195.
* ibid.
¥ Black, op citn 21 at 229.
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4.4.4 Planning and Origins of Questions

The design of attitude surveys is not a trivial task and entire books have been written
on this topic.? It has already been identified that the format of questionnaires can
vary widely and the design of the written instruments 'in this study required extensive
planning.

The first task was to establish exactly what the questionnaire wanted to
discover. Clearly there were some attitudes that would be potentially difficult to
measure. This issue was compounded by the fact that any questionnaire needs to
ensure that the actual questions asked are understood by the participants.?’ Difficulties
were encountered as originally it was envisaged the survey would investigate
students’ knowledge of the law concerning informed consent. However, this
overlooked the fact that understandably the students would have a very limited
knowledge of the law. Thus, it was decided the questionnaire would be designed to
approach the issue from a slightly different perspective.

This was concluded after a number of meetings with The Director of Teaching
at the Medical School. He suggested the line of inquiry should focus more on how
effective students' education has been in terms of informed consent and how much
confidence they feel they had gained and whether (if at all) this will carry over into
practice. Accordingly the origins of the questions were shaped and guided by the
Director of Teaching and this was supplemented by focus groups with the researcher
and the supervisory team. >The initial topics and themes were agreed at this point.
These encompassed questions suggested by the Director of Teaching, ideas by the

researcher and supervisors, and questions which were devised as a result of

%6 Black, op citn 21 at 225.
% ibid at 226.
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researching the literature on this topic.28 These initial topics and themes were then
developed into specific questions. The majority of these were more elaborate than
mere binary questions and required more than just a 'yes' or 'no' answer. Indeed
additional information was sought by asking the participants to rate the level of
importance they attached to certain statements in the form of a Likert scale, the
advantages of which are discussed in the section above.

The study also incorporated a qualitative element that took the form of an
open response question. This asked the students to give their definition of informed
consent and served as an evaluation of perceived knowledge measure against a 'gold-

standard' definition of informed consent.

4.4.5 Disadvantages

1. The disadvantages of adopting questionnaires are that the type of data generated is
limited in the sense that, whilst it may be the most appropriate for this section of
the study, the philosophy underpinning questionnaires is still very much grounded
in the positivist paradigm. Questionnaires often follow the experimental
quantitative methods of the natural sciences. Within this model a great deal of
emphasis is placed on characteristics such has identifying an 'objective truth',
logic and validity. In essence questionnaires look to explain things objectively and
quantifiably, but do no more than that.

2. Also attitude scales of this type are still somewhat limited. Oppenheim has
suggested: 'Attitude scales are relatively overt measuring instruments designed to
be used in surveys, and we must not expect too much of them. They are not

designed to yield subtle insights in individual cases.'”

28 See section in Literature Review for discussion.
¥ Oppenheim, op citn 22 at 187.
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However, the aim of this component of the study was purely to assess students'
knowledge of informed consent and to collect this data from a relatively large group;

as such a questionnaire was ideal.
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4.5 DISCUSSION AND APPLICABLITY OF QUALTIATIVE
METOHODOLIGES

4.5.1 Applicability: The Main Methodology in the Study

The qualitative work in this study represents the main methodology. It was felt that a
more in-depth exploration of informed consent was appropriate when working with
participants who had direct experience of dealing with consent issues in practice.
Thus, a number of qualitative methodologies were considered for the various
components of the study which dealt with informed consent issues in primary care,
informed consent issues in secondary care and informed consent issues in legal

practice. These methodologies are considered below.

4.5.2 A Qualitative Approach: Understanding Informed Consent from
the Different Parties and the Researcher's Perspectives

'Qualitative research takes an interpretive, naturalistic approach to its subject
matter; qualitative researchers study things in their natural settings, attempting
to make sense of, or interpret, phenomena in terms of the meanings that people
bring to them.”°
Although strictly speaking qualitative methodologies are not directly connected with
the law or indeed legal research, Lord Denning neatly demonstrates how many of the
key characteristics of the law run parallel to the qualitative philosophy. He stated:
'Words are the lawyer's tools of trade...The reason why words are so important
is because words are the vehicle of thought. When you are working out a
problem on your own - at your desk or walking home - you think in words, not
in symbols or numbers. When you are advising...in writing or by word of
mouth - you must use words. There is no other means available.”!
Denzin and Lincoln suggest qualitative inquiry 'is a situated activity that locates the

observer in the world. It consists of a set of interpretive, material practices that make

the world visible. These [turn the world] into a series of representations, including

*® Denzin, N.K. & Lincoln, Y.S. "Introduction: The Discipline and Practice of Qualitative Research" in
Denzin, N.K. & Lincoln, Y.S. eds. The Landscape of Qualitative Research: Theories and Issues.
Second Edition. (London: Sage, 2003) at 5.

3! Denning, A.T. Lord Denning: The Discipline of Law (London: Butterworths, 1979) at 5.
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field notes and conversations.”? The golden thread from which all of this becomes
possible is via the medium of words. Qualitative research concerns words and the
context in which people use them. It is about accepting the notion that there is no one
definite and set way of doing things, it is simply about justifying the approach you
have taken using the appropriate arguments.>

The primary aim of an interpretive methodology is one of understanding, that
is a break away from the natural science approach, which is one of explanations of
social, behavioural or physical phenomena.

Of course justifying one's own position does not necessarily mean pointing to
weaknesses in others. Defending a position as a researcher often boils down to
individual preferences in adopting what is deemed to be the most 'appropriate’
methodological stance for the topic under investigation. Whilst principles of
subject/object dichotomy, neutrality and impartiality are suitable in many natural and
human science research, in a project of this kind they miss the complexity of the
dynamics of consent in the real word. This being the case, an interpretive and
naturalistic approach was adopted, with an emphasis on understanding.

Indeed, Pope and Mays suggest qualitative methods are particularly useful in
terms of health research because:

...qualitative work can reach aspects of complex behaviours, attitudes, and
interactions which quantitative methods cannot. As a result it has been
extremely useful for examining clinical decision making by probing and
exploring both the declared and the implicit or tacit routines and rules which
doctors use.”*

Thus, these particular methods are best suited to the current research question as the

aim is to develop a deeper understanding of informed consent by discussing what is

*2 Denzin & Lincoln, op citn 30 at 4.
%3 Somekh, B & Lewin, C. Research Methods in the Social Sciences (London: Sage, 2005) at 128.
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important and meaningful to the parties actively involved in the process. This enables
a deeper investigation into values, opinions and objectives that the differing parties
attach to the concept of informed consent and to examine why they feel, and why they
act as they do.

Likewise, when talking about improving consent systems arguably there can
never be one identifiable solution to a problem that hinges on the balancing of
competing professional interests against human rights. Thus, a more appropriate way
of looking at things may be to suggest ways of creating a more effective consent
system, one which takes into account the interests of all parties involved. In order
that things can be improved and if solutions are ever to be reached, there needs to be a
higher level of understanding developed about what happens in practice and the
problems that the different parties are faced with. This research attempts, via the
medium of semi-structured interviews and observations, to proffer a more complete
understanding of consent issues by looking at how active participants behave and
what they actually mean when they describe their experiences, attitudes, and

behaviours.*

3 Pope, C. & Mays, N. "Qualitative Research: Reaching Parts other Methods Cannot Reach" (1995)
311 BMJ at 42-45; See also, Silverman, D. Communication and Medical Practice. (London: Sage,
1987); Strong, P. The Ceremonial Order of the Clinic. (London: Routledge, 1979).

35 Pope & Mays, ibid at 44.
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4.5.3 Phenomenology: Clarifying the 'Lived-World' and the Experiences
of Those Who Live It

'"Phenomenology is the study of phenomena, of things or events, in the everyday
world. Phenomenologists study situations in the everyday world from the
viewpoint of the experiencing person. This experiential view helps
phenomenologists understand people and human life so that they can work
effectively with them."®
The term phenomenology derived from the early German philosophy Edmund Husserl
(1859-1938). His fundamental concern was an epistemological one, that is to provide
a foundation for knowledge.”” Husserl believed that experience of life events in the
everyday world, with theoretical understandings suspended, was an invaluable source
of knowledge® Thus, the life-world, which is neither originally 'mental' nor
'physical', refers to experiential 'happenings' or 'occurrences' that we live before we
know. Such happenings cannot merely be described behaviourally from an external
perspective as they irreducibly include understandings, feelings and relationships.®® It
follows that the life-world is always more complex than anything we can say about it:
the lived is greater than the known.

Phenomenology attempts to describe experience, without any considerations
about the origin or cause of experience.** In other words, it is possible to understand
the subjective meaning of action (grasping the actor's beliefs, desires and so on) yet
do so in an objective manner. This methodology requires researchers to step outside

their historical frame of reference’! and, as Schutz** suggests, take on the role of the

disinterested observer. The concept of taking a step back safeguards against mis-

3 Becker, C.S. Living and Relating: An Introduction to Phenomenology (London: Sage Publications,
1992) at 7.

3 Todres, L. and Wheeler, S. "The Complementarity of Phenomenology, Hermeneutics and
Existentialism as a Philosophical Perspective for Nursing Research" (2001) 38 International Journal of
Nursing Studies 1 at 3.

38 Becker, op citn 43 at 10.

¥ Todres and Wheeler, op citn 44,

“ Kvale, S. Interviews: An Introduction to Qualitative Research Interviewing (London: Sage
Publications, 1996) at 53.

! Schwandt, T.A. "Three Epistemological Stances for Qualitative Inquiry" in Denzin & Lincoln, op cit
n 30 at 298.
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interpretation. Consequently, the meaning the researcher reconstructs is considered
the original meaning of the action.*’ A further key element to the phenomenological
methodology is that the researcher suspends any pre-conceptions or judgments about
the topic under investigation. This is known as phenomenological reduction and can
be pictured as the bracketing of the researcher's own backgrounds and opinions in
order to arrive at an unprejudiced description.** In this sense, phenomenological
reduction does not involve the absolute absence of presuppositions, but rather a
critical analysis of the researcher's own pre-understandings.*’

It seeks to elicit rich and thick descriptions about everyday meanings and
events, and aims to identify and understand what is important to the subjects living
the events by bringing to the forefront some linguistic meaning to these lived
complexities. The philosophical underpinnings of phenomenology are relevant in
relation to certain elements of this study and in particular are of importance in
describing the consent process in practice, and in identifying what is important to the
parties actively involved in the process. This is because, as Kvale suggests,
'[Phenomenology is]...understanding social phenomena from the actors' own
perspectives, describing the world as experienced by the subjects, and with the crucial

assumption that the important reality is what people perceive it to be."®

“2 Schutz, A. Collected Papers Vol. 1; M. Natanson. ed. (The Hague: Martinus Nijhoff, 1962).
* Schwandt, op citn 41 at 298.

# Kvale, op citn 40 at 54.

* ibid.

% Kvale, op citn 40 at 52,
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4.5.4 The Phenomenology of Medical Practice in Respect of Consent

'Phenomenologists investigate people's experiences of life events and the
meanings these events have to them."’

The phenomenological position is linked to the development of some areas of this
project. One component of the study investigates the different parties experiences of
the consent process. This will assist in developing a clearer description of informed
consent in practice by eliciting what is meaningful to all the parties involved in the
process, whether it be medical practitioners, patients, students or practising soliéitors.
In employing qualitative interviews, the project seeks privileged access to the
basic experiences of the lived world*® of medical practitioners, patients and solicitors.
Thus, it is expected that participants will, to a certain extent, rely on their own
personal experiences. If this happens these examples clearly need to be interpreted in
accordance with the respondents' perspective. This calls for a bracketing of any pre-
conceptions with a view to analysing just the basic face-value description of events in

respect of consent by the interviewee.

4.5.5 Hermeneutical Considerations

"'While Phenomenology focuses on describing the human experiences of 'what'

and "how", hermeneutics focuses on interpreting "why".'"*’

Hermeneutics is defined as the art and science of understanding and interpretation. >
It seeks to address the most important, and often the most unanswerable of all
questions in any discipline. Why has this happened? Leonard suggests that:

'Interpretive inquiry never seeks to simply describe a phenomenon but is always

T Becker, op citn 36 at 8.

8 Rvale, op cit n 40 at 54.

“ Mak, Y. & Elwyn, G. "Use of Hermeneutic Research in Understanding the Meaning of Desire for
Euthanasia" (2003) 17 Palliative Medicine 395 at 396.

%0 Broin, V. The Act of Understanding and the Possibility of a Critical Hermeneutics (Department of
Philosophy: University of Colorado, 1998) at 267.
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concerned with some breakdown of human affairs.”’ Therefore, it is pertinent to
healthcare research as it seeks to understand why subjects act as they do. Leonard has
opined: The goal of a hermeneutic, or interpretive, account is to understand everyday
skills, practices, and experiences; to find commonalties in meanings, skills, practices,
and embodied experiences.” Benner further elaborates on this by suggesting the
researcher looks to find paradigm cases that embody the meanings of everyday
practices...in such a way that they are not destroyed, distorted, decontextualized,
trivialized, or sentimentalized.”  Accordingly, hermeneutics offers healthcare
researchers the opportunity to understand the meaningfully rich and complex lived
world of those human beings they are both researching and caring for. Similarly, it
provides a theoretical basis for conducting research projects that does not reduce
issues of human beings' concerns to mere characteristics, absolute properties or brute
data.>

In addition to the previously discussed phenomenological approach, certain
characteristics of the hermeneutic philosophy are incorporated into the qualitative
studies. Firstly, hermeneutics allows for an exploration why doctors act in the way
they do as opposed to exploring merely what happens on the wards and kow this
comes about in practice. For example, it explores why doctors withhold information
under certain circumstances. Secondly, it delves into issues such as why patients do
not ask questions, why are they reluctant to communicate and why certain issues are of
greater importance to some parties and not to others. In adopting certain traits of the

hermeneutical methodology and asking the ‘why' questions of consent instead of just

3! Leonard, V. W. "The Heideggerian Phenomenological Perspective of the Concept of Person" in
Benner, P. Interpretive Phenomenology: Embodiment, Caring, and Ethics in Health and Illness
(London: Sage Publications, 1994) at 56.

52 Benner, P. "Quality of life: A Phenomenological Perspective on Explanation, Prediction and
Understanding in Nursing Science" (1985) 8 Advances in Nursing Science 1 at 1-14.
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the ‘what’ and 'how’, the project provides a critical, contextual and legal analysis of
the wider issues in the terms of consent. As Plager suggests, it will serve to: '...fill in
the gaps in understanding that are often left by empirical science research
approaches.”*

Indeed, Todres and Wheeler suggest that both phenomenology and
hermeneutics can complement each other as a philosophical perspective for healthcare

5

research by adopting certain characteristics from the two. > They suggest,

'hermeneutics without phenomenology can become excessively relativistic.
Phenomenology without hermeneutics can become shallow.'*®

It is now appropriate to advance the concept of classical phenomenology
beyond its conventional format to consider the philosophical underpinnings of both

interpretive phenomenology and philosophical hermeneutics in an attempt to justify

the researcher's position.

4.5.6 Interpretive Phenomenology / Philosophical Hermeneutics

4.5.6.1 The Philosophy of Heidegger

As a result of the various criticisms of pure objective phenomenology, Heidegger
sought to develop his own version of an interpretive or hermeneutical phenomenology
which rejected this subject / object dichotomy. Heidegger, in his work entitled ‘Being
and Time' (originally published in 1927), shifted from an epistemological to an
ontological project. > As Mak and Elwyn suggest, he rejects the notion of

subject/object duality, and believes the person exists as 'being in the world', whereby

% Taylor, C. "Interpretation and the Sciences of Man" in Rainbow, P. & Sullivan, W.M. eds.
Interpretive Social Sciences: A Second Look (Berkeley: University of California Press,1987) at 33-81.
% Plager, K. A. "Hermeneutic Phenomenology: A Methodology for Family Health and Health
Promotion Study in Nursing" in Benner, P. Inferpretive Phenomenology: Embodiment, Caring, and
Ethics in Health and Iliness (London: Sage Publications, 1994) at 66.

55 Todres & Wheeler, op citn 37.

%6 ibid at 6.
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the persons' historical and traditional contexts are already integrated into their
experience and become part of their existence, without separation of subject-object. >
The key thing to remember here is that Heidegger rejects the notion that pre-
conceptions can be bracketed. Fleming, Gaidys and Robb intimate that he was
interested in the possibilities of being, in which existence knows itself only in relation
with others and other objects. > In an attempt to raise ‘understanding' to a fundamental
category of existence,” Heidegger suggested that interpretation and understanding is
not something that a human being has, but what she/he is.' Hence, we are always in
a position of understanding and interpreting as a result of our everyday life
experiences. We always take something as something because we have a background

of shared human experiences.*

4.5.6.2 Heidegger's Critique of 'Pure' Phenomenology

According to Heidegger (1889-1976) the routes of classical phenomenology, that is
taking descriptions at face value, are burdened with the categories of natural science
in seeking certainty and absolute clarity. In this sense he believed that the subjective
pre-understandings can be of some value in the understanding and interpretation
process and are useful attributes that should be used to guide and shape research. For
this reason Mak and Elwyn suggest: 'Heideggerian phenomenology is hermeneutic

and focuses on how to use this preconception to interpret meaning of a phenomena.’' 63

7 Heidegger, M. Being and Time. J. Macquarrie & E. Robinson. trans. (New York: Harper & Row,
1962).

%8 Mak and Elwyn, op cit n 49 at 396.

% Fleming, V., Gaidys, U. & Robb, Y. "Hermeneutic Research in Nursing: Developing a Gadamerian-
Based Research Method" (2003) 10 Nursing Inquiry at 114,

% Prasad, A "The Contest Over Meaning: Hermeneutics as an Interpretive Methodology for
Understanding Texts" (2002) 5 Organisational Research Methods at 16,

¢! Todres and Wheeler, op citn 37 at 2.

82 Plager, op cit n 54 at 72; Schwandt, T.A. op citn 41 at 301.

8 Mak and Elwyn, op cit n 49 at 396.
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4.5.6.3 A Critique of 'Pure’' Phenomenology in Relation to the Present Study:
Paving the way for Gadamer.

Lord Denning sets the scene in highlighting the potential problems in taking things at
face value, and thus provides the justification for the interpretive/hermeneutical
position as a natural concomitant to the law, accounting for its esoteric nature.
Denning suggested 'obscurity in thought inexorably leads to obscurity in language.'™
Words may mean one thing in one context and another thing in another context, or
something in one situation and something else in another. 'Difference is not settled by
authority, but by individual choice. Constantly you will find ordinary people giving
different meanings to the same word.'® To expect clarity in the current research,
which deals with complex competing issues of moral values and human rights, would
be foolish. To take everything at face value in this project would be naive in what it
pre-supposes. Values and issues often depend on the meaning the researcher gives to
them. Accordingly, within any research project the subjective views of the researcher
must be accounted for. Indeed, as Maggs-Rapport identifies, the inherent difference
between interpretive (hermeneutical) and descriptive phenomenology is that in the
latter, the interpreter is justified in going beyond the immediate and offers an
interpretation of the data to attempt to make sense of disparate or ambiguous
meanings. This requires a departure from the maxim 'let the data speak for itself, and
is in contrast to the pure phenomenological position. In this sense the research does
not try to reduce the data, but to describe the meanings in their ambiguous, complex

and multiple forms.5

% Denning, op citn31at 5.

% ibid at 6.

% Maggs-Rapport, F. "Best Research Practice: In Pursuit of Methodological Rigour" (2001) 35 Journal
of Advanced Nursing 373 at 380.
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4.5.6.4 The Philosophy of Gadamer: Subjectivity in Qualitative Research,
Reflections and The Fusion of Horizons

As a student of Heidegger, Gadamer expanded on his philosophy by asking the
question: How is understanding possible?®’” In his seminal work entitled 'Truth and
Method®® he used this question to develop philosophical hermeneutics, which rejected
the possibility of interpretation needing an awareness of rules, and emphasised the
need to identify one's pre-conceptions before any understanding or research can
begin. This is in contrast to earlier classic hermeneutical insights as forwarded by
Dilthey (1833-1911), who sought to develop a system of rules to guide the correct
practice of interpretation and understanding. As Fleming et al imply, for Gadamer,
and indeed Heidegger, this was cumbersome in the sense that it had the same
limitations of validity and truth as contained in the Cartesian paradigm. 69

Gadamer uses Heidegger's re-conceptualisation of understanding to develop a
systematic philosophy of hermeneutics which, as Plager suggests, works from the
following assumptions. ' Firstly, that human beings are social and dialogical beings.
Secondly, that understanding is always before us in the shared background practices,
it is in the human community of societies and cultures, in the language, in our skills
and activities, and in our intersubjective and common meanings. Thirdly, we are
always in a hermeneutical circle of understanding.  Fourthly, interpretation
presupposes a shared understanding and, finally, understanding involves the
interpreter and the interpreted in a dialogical relationship. Evidently the key themes

here, as Prasad suggests, are the rejection of the subject/object division and the

%7 1t should be noted here that earlier versions of hermeneutics and indeed phenomenology made a
distinction between interpretation and understanding. As a result of Gadamer's development of
philosophical hermeneutics, the boundaries are refined. In view of this, in the following sections the
terms may be used interchangeably.

%8 Gadamer, H, G. Truth and Method. Barden, G. & Cumming, J. trans. (New York: Seabury, 1975).

% Fleming, Gaidys & Robb, op citn 59 at 115.

7 Plager, op citn 54 at 71.
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abandonment of the idea that understanding is concerned with grasping the authors
intended meaning. Instead emphasis is placed on the productive role of tradition and
prejudice in the act of understanding, the nature of understanding between the text and

the interpreter, and understanding as non-author intentional. ”*

4.5.6.5 Application to Present Study: Using Preconceptions
It has been suggested previously that the phenomenological observer and the
linguistic analyst claim the role of the uninvolved observer, which calls for a
bracketing of pre-understandings. The philosophy of Heidegger and Gadamer rejects
this notion. They suggest that everyone comes to a research project with some level
of understanding. These pre-conceptions are not something we should strive to get rid
of, rather they should be used in order to shape, refine and negotiate understandings of
the topic under investigation. Thus, although it is the key aim of many objectivist
researchers is to remove prejudices, as Fleming ef al suggest, Gadamer claims it is
impossible to do so because of the researchers own historical, cultural and
professional awareness. "> He argues we are all part of history and it is not possible to
step outside of history to look at the past objectively. Accordingly, the conscious act
of understanding is never independent of the researchers own background and
awareness and is therefore subject to certain prejudices that cannot be removed. Any
attempt to remove these serve as a negative effect on research.

It is worthy of note that the notion of prejudice should not hold the negative
connotations that are often associated with it. As Mak and Elywyn suggest 'rather
than considering pre-understandings as potential bias, it is a pre-condition to the

truth.'”® Gadamer advances this by stating it is our prejudices that signal participation

" Prasad, op citn 60 at 16.
72 Fleming, Giadys, & Robb, op citn 59 at 115,
 Mak & Elwyn, op cit n 49 at 396.
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in our own historico-cultural tradition, and that defines the limits and potentialities of
our horizon of understandings. ™ Instead of being viewed as obstacles to
understanding, prejudices are a necessary pre-requisite to understanding; they serve as
an initial horizon of comprehension. Bringing the pre-understandings to the forefront
of any research essentially serves two purposes. It identifies legitimate and
productive prejudices that make understanding possible, and then filters out the
unproductive prejudices that may hinder the research. These pre-understandings are
always in operation behind researchers’ backs and will often go undetected in their
sub-conscious thinking, therefore the only way to combat them is to bring them into
the research. Thus, the researcher becomes aware of his or her prejudices when they
encounter something which challenges the truth of their ideas. As Gadamer states:

It is impossible to make ourselves aware of...[one of our prejudices] while it is
constantly operating unnoticed, but only when it is, so to speak, stimulated. The
encounter with an [interview] text can provide this stimulus.” Researchers need to
be aware of their prejudices. ° Awareness takes place when the meaning of an
interview text challenges the researchers own pre-understandings; the researcher can
then use this to filter out the prejudices that may assist in understanding, from those
that may hinder the work. Thus, in the qualitative studies, the researcher’s own
academic values serve as an 'initial' horizon of understanding that can be reflected

upon and refined when the views of the various parties are collated.

™ Gadamer, op cit n 68 at 269; Gadamer, H.G. Truth and Method. Second Revised Edition. (J.
Weinsheimer & D.G. Marshall, trans.) (New York: Continuum, 1989) at 302,

75 Gadamer, op cit n 74 at 266.

76 Prasad, op citn 60 at 19.
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4.5.6.6 Application to Present Study: The Circle of Understanding & the
'Fusion of Horizons'

There is a wealth of different values in existence in the real world about what is
important in respect of informed consent and about what does and what should
happen in practice. All these views are of equal importance and have, over time, been
brought to the forefront of medico-legal literature. Yet no attempt has ever been
made to explore these views in detail by synthesising and correlating them into a
definitive research proj éct. Understandably these views may conflict with each other,
and in particular with that of the researcher himself. However, to try and remove the
academic legal values and opinions from the study in an attempt to achieve objectivity
would serve as more of a hindrance than an advantage. This is because when
discussing the various issues with the different parties, legal values will undoubtedly
be in operation subconsciously and may have aﬁ adverse effect on the research. Here
issues may be dismissed inadvertently if they do not correlate with the researcher’s
legal opinions. Instead of merely dismissing these as being legally incorrect, the
researcher reflects on these findings. Accordingly, whilst an initial suggestion may be
made that something is not strictly correct as per the legal understanding; there is
scope to look beyond that preliminary assessment. This allows for an exploration of
perhaps why this is happening or why that particular party holds that view which is in
conflict with the law. This will assist in answering the question, is the law correct in
its attitude towards consent, and if not why not?

Mak and Elwyn demonstrate how the researchers pre -understandings which
are made up of past experiences, perspective and anticipation, serve as an initial
horizon of understanding.”” During the data analysis, the researchers own perspective

intersects with that of the participants transcribed interview and a renewed
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understanding emerges from an blending of these two horizons. Gadamer describes
this as the 'fusion of horizons'.”® This involves continuing questioning, reflection and
validation within the dialogue between the researcher and the text, endorsing the
hermeneutic circle of understanding. As such, Leonard suggests the understanding
process is necessarily circular moving back and forth between the parts and the whole
and between the initial horizon of understanding and what is being revealed in the
data of the inquiry. ” Through systematic analysis of the whole, a new perspective of
depth and understanding is gained. This is used to examine the parts of the whole,
and then to re-examine the whole again in light of what has been discovered from the
parts. We use this understanding to examine the parts of the whole, and then re-
examine the whole in light of what we have gained from the parts. This process
continues until the researcher is satisfied with the depth of the understanding. In this
manner understanding is ‘negotiated' between the researcher and participant as
opposed to ‘created.’ The diagram below illustrates how the fusion of horizons and

circle of understanding operates in respect of the qualitative studies.

-

* Practitioners in

g .. /' Secondary Care
./ Practitioners ; o4

! in Prlmary :. H
Care '

........

........

Researcher

7 Mak and Elwyn, op cit n 49 at 396.
® Gadamer, op citn 74.
7 Leonard, op citn 51 at 57.
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4.5.6.7 Dispelling the Criticism of Gadamer
Gadamer's philosophy has been criticised by some as being too subjectivist and

O Yet, subjectivity forms the basis of the majority of qualitative

relativistic.®
methodologies. Gadamer's defence of his philosophy against objectivist criticisms
stems from his rejection of the subject-object dichotomy. He argues that failure to
recognise personal biases can lead to misinterpretation and obscurity in
understanding. This is a valid claim. Fleming ef al explain: 'Gadamer's explanation
of pre-understanding is directed against Husserl's opinion of reduction and is one of

the main differences between philosophical hermeneutic and Husserl's

phenomenology.”®!

4.5.6.8 Combining Methodologies

The project adopts a methodology drawing on both phenomenology and
hermeneutics. Todres and Wheeler explain how this is possible by suggesting the two
are 'natural bed-fellows' and that neither boundary is to rigid nor permeable in terms
of a research methodology. ** In pointing to the life-world, phenomenology grounds
our research inquires, turning us to concrete happenings of living situations, and the
what of our reflections. For example, complex medico-legal research of this kind is
best defined by reference to concrete experience which gives it substance. Without
this, 'over-generality and theoretical abstraction' may compromise any exploration of
informed consent.® Similarly, in acknowledging the positionality of knowledge,

hermeneutics adds reflexivity to the research turning to the meaningful questions and

% For example Prasad, op cit n 60 cites Betti, E. "Hermeneutics as the General Methodology of the
Geisteswissenschaften" in Ormiston, G. & Schrift, A. eds. The Hermeneutic Tradition (New York,
Suny Press, 1990) at 159-197. Betti Upholds the notion that the text must be regarded as an
autonomous object independent of the subjectivity of the interpreter, and maintains the aim of
interpretation must be to uncover the original intention of the texts author.

®! Fleming, Gaidys, & Robb, op citn 59 at 115.

82 Todres and Wheeler, op cit n 37 at 6.

8 Todres & Wheeler, ibid.
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concerns that are relevant. The nature of this research draws on the academic
background of the researcher. This may unconsciously colour interpretations relating
to consent and therefore demands a reflection of the researcher’s own personal,
cultural and professional background, which in turn sensitise any issues that may have

been neglected.
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4.6 FROM METHODOLOGY TO METHODS

4.7 DATA COLLECTION

Atkinson suggests that 'in itself [phenomenology] does not constitute a method of data
collection and analysis; it does not uniquely specify particular research techniques.'*
However, there is something that both theories seem to agree on, all understanding
takes place through the medium of language. This is particularly important to
Gadamer,® who suggested that the lived world 'gets constituted in and through our
language.' *® Hermeneutical phenomenology methods of data collection can be multi-
dimensional spanning across a range of techniques. Understanding is viewed as
participative, conversational, and dialogical. The epistemological basis for this study
is transactional and dialogical and supports Bernstein, Grondin and Taylor's view that
understanding is always bound up in language and is achieved only through the logic
of question and answer.®” As a result, it was decided that the most effective way to
generate appropriate data was to adopt semi-structured interview techniques, to be

supplemented with an observational component which focuses on doctor/patient

consultations.

8 Atkinson, P. "Some Perils of Paradigms"(1995) 5 Qualitative Health Research 117.

8 Gadamer, H.G. Philosophical Hermeneutics. Linge, D.E. ed./trans. (Berkeley: University of
California Press, 1976) at 62.

% Prasad, op cit n 60 at 20.

87 Bernstein, R.J. Beyond Objectivism and Relativism: Science, Hermeneutics, and Praxis
(Philadelphia: University of Pennsylvania Press, 1983); Grondin, J. Introduction to Philosophical
Hermeneutics. Weinsheimer, J. trans. (New Haven: Yale University Press, 1994); Taylor, C. "The
Dialogical Self" in Hiley, D.R., Boham, J.F. & Shusterman, R. eds. The Interpretive Turn (Ithaca:
Cornell University Press, 1991) at 304-314.
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4.8 SEMI-STRUCTURED INTERVIEWS

4.8.1 Advantages
'If you want to know how people understand their world and their life, why not
talk with them? In an interview conversation, the researcher listens to what
people themselves tell about their lived world, hears them express their views
and opinions in their own word and learns about their views on their work
situation."®
The qualitative research interview attempts to understand the world from the subjects'
point of view, to unfold the meaning of peoples' experiences and to uncover
qualitative descriptions of their lived world with respect to interpretation of their
meaning.®® The research interview is a conversation about the human life world.
Therefore hermeneutics is pertinent to interview research because, as Kvale suggests,
it initiates the dialogue producing interview texts to be interpreted, and subsequently
clarifies the process of interpretation of the interview texts, which may be conceived
as a dialogue or conversation with the text. *

The advantages of employing interview methods are mainly directed at
engaging in a dialogue and guided conversation with all the parties that are actively
involved in the consent process.

The most appropriate way of doing this is to adopt a semi-structured
paradigm. In this approach the interviews have a number of themes to be covered as
well as suggested questions. The themes and topics are introduced allowing the
respondent to elaborate further on any major issues. Specific questions only act as a
guide that can be prompted from if the interview dries up. The advantage of this

model of interview is that it is flexible. There is openness to changes in sequence and

the forms of questions in order to follow up the answers given and the stories told.

% Kvale, op citn40 at 1.
% Kvale, op cit n 40 at 124,
% Kvale, op cit n 40 at 47.
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Kvale suggests: 'The research interview is an interpersonal situation, a conversation
between two partners about a theme of mutual interest. It is a specific form of human

“l The interviewer has

interaction in which knowledge evolves through a dialogue.
immediate access to the world and experiences of the participant. Meanings may be
articulated by voice, expressions, gestures that arise out of natural conversations and,
in a sense, the interviewer may also be used as a research instrument.”?  Another
significant advantage of the semi-structured model is the way in which emphasis
between description and interpretation is easily interchangeable. For example, in
some situations the interviewer may only seek descriptions of a phenomenological

nature. However, it is with relative ease that the focus can switch to clarifying and

interpreting what the subject means by working together with them.”

4.8.2 Origin and Planning of Questions
A number of interview schedules were devised with very broad interview themes;
certain key words were also used to 'jog' the researcher's memory.

The content of the schedules derived mainly from the problematic legal areas
as identified and discussed in the literature review. However, other issues were
brought in to compensate for an examination of issues beyond the mere legal context.
These particular themes were often revised as the study progressed.

The themes and topics were also discussed in focus groups with the researcher
and the supervisory team. It was decided the questions should address what happens
in practice, what are the views and opinions of the various parties, what they
perceived as being important in consent, and what are the difficulties inherent in the

process that are in need of improvement. It was also suggested that the questions be

! Kvale, op cit n 40 at 125.
*2 ibid.
% Kvale, op citn 40 at 127.
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