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Abstract

on streamlining the process.

Obtaining the informed consent of a patient before undertaking chiropractic or osteopathic treatment is a common law
requirement in Australia. This paper outlinesthe essential elements of informed consent and provides some practicetips

What is informed consent?

If ahealth professional treats a patient without the patient’s
consent, or without the consent of someone lawfully
authorised to consent on behalf of the patient, such asaparent
or aguardian, or without other lawful justification, such as
an emergency, then the patient may sue the practitioner?.

Thissectionwill discussnot just  consent’ but what ‘ informed
consent’” means.

Informed consent is the process by which afully informed
patient can participatein choicesabout hisor her health care.
It originatesfrom thelegal and ethical right the patient hasto
direct what happensto their body, and from the ethical duty
of the practitioner to involve the patient in his or her health
care. In Australia, to consent or refuse treatment is a
fundamental common law right of the patient?®.

* Author for correspondence:
Dr. Bruce Walker
Adjunct Senior Lecturer,
School of Medicine,
James Cook University Queensland.

All correspondence:
Shop 16, Hyde Park Ctr.
Woolcock St, Townsville 4812 Queensland.

t Senior Lecturer, School of Health Science,
Victoria University.
Monash

f Australasian Cochrane

University.

Centre,

§ Senior Lecturer, Macquarie University.

|l Private practice chiropractic.

What are the essential elements of

full informed consent?

The most important goal of informed consent is that the
patient has an opportunity to be an informed participant in
hisor her health care decisions. It isgenerally accepted that
complete informed consent includes a discussion of the
following elements:

The symptoms being treated;

The nature of the decision/procedure;

Reasonabl e alternatives to the proposed intervention;
That the treatment may not be successful;

Therelevant risks, benefits, and uncertaintiesrelated to
the treatment offered and each alternative;

Assessment of patient understanding;

The acceptance of the intervention by the patient.
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In order for the patient’s consent to be valid, he or she must
be considered competent to make the decision at hand and
his or her consent must be voluntary. It iseasy for coercive
situations to arise in health care. Patients may often feel
powerlessand vulnerable®. Laypeopleawaysstand in danger
of being disempowered by expert professionals, to the extent
that the professionals claim to expertise is through their
ownership of technical skills and expert knowledge which
are seen as superior (aswell asdifferent from) the skillsand
knowledge of the layperson®®. To encourage the voluntary
nature of the transaction, the practitioner should make clear
to the patient that he or sheis participating in adecision, not
merely signing aform or giving verbal agreement. Offering
the patient relevant alternativesto the proposed intervention
facilitates the participation of decision making.

With thisunderstanding, theinformed consent process should
be seen as an invitation to the patient to participate in their
health care decisions. The practitioner is also generally
obligated to provide a recommendation and share their
reasoning process with the patient. Comprehension on the
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part of the patient is equally asimportant astheinformation
provided. Conseguently, the discussion should be carried on
in layperson’s terms and the patient’s understanding should
be assessed aong the way.

Basic consent entail sl etting the patient know what you would
like to do, and asking them if that will be all right. Basic
consent is appropriate, for example, when performing an
examination. Decisionsthat merit thissort of basicinformed
consent process require a low level of patient involvement
because thereisahigh level of community consensus.

In the modern field of health law and bioethics, the doctrine
of informed consent isabout as classic adoctrine aswe have.
Essentially, it means that a practitioner must present the
patient with aternatives, along with balanced and factual
information about the pros and cons of the alternatives, and
then proceed with the option that the patient selects. Intheory,
thereisawaysan alternative: Even wherethereisonly one
recognised treatment or approach, the patient may chooseto
do nothing.

How much information is

considered ‘adequate’?

How do you know when you have said enough about acertain
decision? Most of theliterature and law in this area suggest
one of three approaches:

1. Reasonable practitioner standard: what would a
typical practitioner say about this intervention? This
standard allows the practitioner to determine what
information is appropriate to disclose. However, it is
probably not enough, since most research in this area
shows that the typical practitioner tells the patient very
little®*2, This standard is also generally considered
inconsistent with the goals of informed consent, as the
focusisonwhat the practitioner thinksthe patient needs
to know, rather than on what the patient actually needs
to know.

2. Reasonablepatient standard: what would the average
patient need to know in order to be an informed
participant in the decision? This standard focuses on
considering al that apatient would need to know in order
to understand the decision at hand.

3. Subjective standard: what would this patient need to
know and understand in order to make an informed
decision? This standard is the most challenging to
incorporate into practice, since it requires tailoring
information to each patient.

What sorts of interventions require

informed consent?

Most tertiary health care institutions have policiesthat state
which health interventions require a signed consent form.
For example, surgery, anaesthesia, and other invasive
proceduresare usually inthiscategory. When used well such
signed forms are the culmination of a dialogue required to
foster the patient’s informed participation in the clinical
decision.

For a wide range of decisions, written consent is neither
required nor necessary, but some meaningful discussion is
needed. For instance, a patient contemplating having an x-
ray should know the relevant arguments for and against this
test, discussed in lay terms.

Inachiropractic or osteopathic setting, proceduresthat have
potential to cause harm other than temporary nuisance pain
should be included in the consent process. For example,
mild pain after a soft tissue technique does not usually
congtitute a significant adverse event, however pain and
disability after lumbar spine manipulation does. Another
examplethat requiresinformed consent isthe application of
any physical therapy apparatus using electricity. Modalities
such asultrasound, interferential, high voltage galvanismand
thelike can potentially cause burns and even electrocution.

When is it appropriate to question
a patient’s ability to participate in
decision making?

In most cases, it isclear whether or not patients are competent
to maketheir own decisions. Occasionally, itisnot so clear.
Patients are under an unusual amount of stressduring apainful
illness and can experience anxiety, fear and depression. The
stress associated with illness should not necessarily preclude
one from participating in one’s own care. However,
precautions should be taken to ensure the patient does have
the capacity to make good decisions. For instance, has a
patient ever said to you ‘| don’'t care what you do, just fix it!
This sort of statement is ared flag or danger sign to future
litigation.

There are several different standards of decision making
capacity. Generally you should assess the patient’s ability
to:

1. Understand hisor her situation;

2. Understand therisks associated with the decision at hand
and;

3. Communicate a decision based on that understanding.



When thisis unclear, or apatient refuses atreatment, it does
not in itself mean the patient is incompetent. Competent
patients have the right to refuse treatment, even if those
treatments seem simple procedureswith low risk. Treatment
refusal may, however, be aflag to pursue further the patient’s
beliefs and understanding about the decision, aswell asyour
own. Thisexploration of patient valuesisan essentia element
of modern evidence-based practice®®.

What should occur if the patient

can not give informed consent?

If the patient is determined to be incapacitated/incompetent
to make health care decisions, a surrogate decision maker
must speak for them. There is a specific hierarchy of
appropriate decision makers defined by law, eg aparent of a
minor under the age of 18. If apatient isunder 18 alegal
guardian should sign.

What you need to know about the
current state of law in Australia
regarding informed consent.

Rogers -v- Whitaker* was decided by the High Court of
Australia on the 19th November 1992. The case concerned
a patient who undertook el ective ophthalmic surgery to the
right eye. The patient was blind in the right eye and the
elective surgery was largely cosmetic in nature to that eye.
When considering whether to have the surgery, the patient
guestioned her doctor closely about possible complications,
including possibledamageto her left eye. Therewasaremote
risk, of which shewasnot told, that the operation to theright
eye could affect her left eye. Therisk eventuated. Shewas
left totally blind. She brought an action for negligence on
the basis of afailureto warn. She succeeded at trial, and in
the Court of Appeal of New South Wales, and in the High
Court. None of the judges who considered the matter found
in favour of the doctor. The principal issue waswhether the
doctor should have informed the patient of the risk. The
surgery was elective. The outcome was catastrophic.

In Rogers-v- Whitaker , the High Court was sympathetic to
the need for patientsto be properly informed in order to make
their own medical decisions. The Court’s decision was
virtually unanimous with five judges delivering a joint
judgment (only six heard the case). They were determined
that the patient’s desire for information should be the
determinant in deciding what risks were material.

The state of the law after Rogers -v- Whitaker is:
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Thelaw recognisesthat adoctor hasalegal duty toinform
and warn a patient of a material risk inherent in the
proposed treatment before the patient consentsto undergo
amedical procedure.

Arisk ismaterial if -

(@) inthecircumstancesof aparticular case, areasonable
[or ordinary] person in the patient’s position, if
warned of the risk, would be likely to attach
significanceto it (‘the objectivelimb’); or

(b) themedical practitioner is, or should be, reasonably
aware that the particular patient, if warned of the
risk, would belikely to attach significancetoit (‘the
subjectivelimb’).

It isimportant to note that under both limbs of the test, the
words “likely to attach significance to it”, occur and in
assessing those matters the extent or severity of potential
injury andthelikelihood of it coming to pass, areinter-related
and considered together. A slight risk of serious harm might
satisfy the test, while a greater risk of a small harm might
not. Or, to put it another way, there will be duty to warn of a
slight risk of catastrophic harm, but there may not be a duty
to warn of a moderate risk of negligible harm (unless, of
course, the patient communicated to the practitioner the
patient’s concerns about the negligible harm)®.

By way of example, a chiropractor or osteopath wishes to
carry out cervical manipulation in a patient with neck pain.
It may not be necessary to warn the patient that they may
have some short term minor discomfort in an area treated,
but it is necessary to warn of disc damage, stroke, death,
quadriplegiaand sequel ae of this nature even though therisk
is low. The same would go for possible complications of
thoracic and lumbar mani pulation such asimpotence, loss of
bowel and bladder function and broken ribs.

As time has passed since Rogers -v- Whitaker, the Courts
have become more skeptical, especially when assessing
causation. If informed of the risk, would the patient have
refused the procedure and therefore not suffered the injury?
The test for causation is subjective in Australia, that is,
determined by reference to what the actual patient would
have done- not a‘reasonable’ patient?.

In Rosenberg v Percivel’® Chief Justice Gleeson observed
that:
‘Intheway in which litigation proceeds, the conduct of
the parties is seen through the prism of hindsight. A
foreseeable risk has eventuated, and harm has resulted.
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The particular risk has become the focus of attention.
But at the time of the allegedly tortious conduct, there
may have been no reason to single it out from anumber
of adverse contingencies, or to attach to it the significance
it later assumed.’

Since Rogers -v- Whitaker, the Courts have expressed
changing expectations for the behaviour of patients and
doctors. Whilethe pendulum may be swinging back towards
the health professions, the message is that the patient needs
to be informed of all material risks prior to undergoing
treatment.

Is it necessary to have patients

sign a consent form?

Itisnot strictly necessary to have awritten consent form, but
informed consent must still be obtained. From a practical
point of view, if apatient sues, you the defendant professional
will have little or no independent recollection of giving any
particular warning to apatient, whereas a patient will almost
inevitably claim to haveaclear recollection®. For thisreason,
it is necessary for a health professional who does not use
informed consent form(s) to keep comprehensive and clear
notes about what was said®. This is likely to be time-
consuming and fraught with errors. In addition, this process
islikely to takelonger than using some specia purposeforms.
Itisnot enough to just record in the notes* Patient advised of
risks’ or “informed consent given”, or indeed even aform
that issigned by the patient that saysthey have been advised
of the risks and have accepted them.

Therefore, the use of specia and comprehensive forms is
recommended. It should be noted that it is virtually
impossible to cover al pertinent and material risks in one
form for al body areas.

The practitioner should complete the form during the
consultation and before the decision to undergo the procedure
ismade. While the patient can read the form in the waiting
room, the practitioner who will undertake the intervention
procedure must witness it. If there is atria arising from
litigation, the practitioner will have actual knowledge of the
consent being obtained and will be able to give evidence of
it. Also, having the practitioner witnessthe consent removes
the problem of finding the witness to the document at some
later timewhen the witness might have left the practitioner’s
employ and moved elsewhere.

Inthe case of written consent, after complying with all of the
elements of informed consent listed above and before the
patient signs, the practitioner should ask the patient; a) Did

you read the consent form? b) Do you understand it? c) Do
you have any questions?

If the practitioner has any doubt whatsoever about the
informed consent processthey should seek independent legal
advice. Inaddition the Chiropractic & Osteopathic College
of Australasia provides a risk management module on
informed consent, which provides model consent forms for
use by practitioners’.

Conclusion

In summary, obtaining informed consent is a common law
requirement in Australia before undertaking chiropractic or
osteopathic manual therapy, or indeed any other treatment
with potential risk. Chiropractors and osteopaths cannot
continueto ignorethat written informed consent isan essentia
part of modern day practice and are encouraged to review
this process.
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