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1
The Australian Law Reform Commission was established in 1975 with the
support of all parties in the Federal Parliament. It works only wpon tasks that are assigned

to it by the Federal Attorney-General. It i 2 permanent body set up in Sydney. There are

" 11 Commissioners, four only of whom are full-time. The staff number 20, of whom half
are professional. The Law Reform Commission i therefore a small body working upon

projects to help Parliament and the Govemment with the reform, modernisation and

simplification of our laws. )
!

A number of the most distfnguished lbwyers in Australia have been
Commissioners. Sir Zelman Cowen, before he became Governor-General, was a2 part-time
Member. He has for maﬂy years interested himself in medico-legal ssues and written and
spoken on these themes in law journals. Sir Gerard B'rennan, now & -Justice df the High
Court of Australia, was a part-time Member when the Commission Was first established.
Interestingly encugh, the new Premier of Victoria, Mr. John Cain, was also a part-time
Commissioner. The Commission divides into teams to work on particular references given
to it. These teams are supported by research staff and alsI by & number of consultants
who are sppointed by me with the approvel of the Attorney-General. In every project we
assemble around ourselves consultants, all but a felw of them honorary,' who work with the'{
Commissioners towards the improvement of the legdl system. ‘

I A number of the reports of the Commission have been adop ted into Jaw both at
& Federal and State level. The work Is therefore not purely scholarly. or academie, It is a ‘

practical conftribution to helping the -lawmaking process cope with a time of
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dramatic change, including technological change. Later in your program Professer Carl
Wood will be addressing you on'ethicalil aspects of in vitro fertilisation. This remarkable
technology brings in its train impgrtant ethical and legal considerations. I could happily
tak to you about-these. But I have been assigned the topic of 1nfor med Consent'. '

Lest anv of you be under any doubt as to the basis on which T am speaking, 1
should perhaps tell you of my ‘informed consent' in accepting this task of addressing you.
Although the Law Refarm Commission has had a number of projects relevant to medicine,
none of them i specifically addressed.to the subject of my talk to you, at least as =
discrete topie. When we pr;epared our Eep'ort on human tissue {ransplantation, we had to
look at various aspects of patients' rights, the rights of the dead and dying, of their
relatives, of young domors, of coroners, h'ospitf_tl and medical staff and s on.l When we
reported on the law goveming alechol, drugs and driving, we had to consider the rights and
duties of medical staff in hospitals compulsorily to take blocd and other body samples in
order to determine the possible involveinent of intoxicating drugs in Ead driving.2 In our
project on eriminal investigation, now theisource of the Criminal Investigation Bill 1981
currently before Parliament, we had to consider the sue of intrusive bodily searchers by
law enforcement officers and whether these should be perfarmed only by medical
practitioners.3 In our report on child welfare law reform, we had to consider aspects of
child abuse and other problems of children in need of care, of interest to the medical

t

profession.

The project of the Law Reform Commission which comes closest to the topic of
my talk today is our inquiry intoc Federal laws on pri';racy protection. In large measure,
that inguiry has been direcled at Bsues such as the nights and duties of Federa! officials
intruding into property and the laws on data protec.tion and data security that should
govern the automated manipulation of personal_information. Mereasing computersation of
personal information adds a new dimension to the prc;blems of medical confidentinlity. I
say this inquiry comes closest to the kssue of informed consent because at the heart of the
endeavour of the law to provide new protections for privecy i the effort of the law, in a
time of great technologicsal change, to wphold the ultimate control of the individual, in
mast circumsfances, over his infarmetion penumbra. It is this control of the individual
over hs own information (and thereby his own life and destiny) which & at the kemel of
the debate sbout informed consent to medical procedures. In our privacy inquiry, issues
have arise as to the rights of patients to have access to their own medical records or
haspital data. As you would probably know, Federal legislation in the United States has
greatly enhanced the right of patients to have aceess to thi information. In large measure
this has been based wpon the fact that it is the patient’s health or life which is in issue
and, ultimately, the patient should have the right of aceess so that infor med dec kions can
be made by him affecting his health end life.
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Some hospitals in Australia have already adopted the open aceess principle. It is a
principle not without some difficulties. Health records until now have been prepared for
the doctors' own use and wpon an expectation that even the patient will not have access.
Studies have shown that many health records contsin extraneous material which can be
hurtful to a patient though of possible use in gaining an overall profile. Some health
records, particu_]arly in the area of psychology, are prepared jointly with. members of a
group or members of a family. Rights-of access may have to respect the confidentiality of
others. Facilities in hospitals and elsewhere for right§ of aceess which do not endanger the
security or retention of health records is another problem, as is the issue of costs at a
time of increasing pressure on the medical doltar. All of these are pro!glems that are being
- addressed by the Law Reform Commission. We hope to deliver our report on Federal
privacy laws by the end of the year. The Commissioner in charge of the report & my
colleague Professar Robert Hayes. '

Before 1 embark upon my coniribution to the wordy debate about infor med
consent, 1 should add & note of caution. Because the Law Reform Commission has not
examined the ksue specifically and as a special topie, what I have to contribute to the
debate is necessarily circumseribed. Furthermere, I have been out of the luwemtive
business of offering legal advice these past seven years and more. What I have to say & -
not an anthaitative judiecial pronouneement. It has no special autheeity in law, Medical
practitioners and other health care workers must seek their own legal advice and not rely
wpon extra-curial observations by people such as -myself. However, I hope I can provide a
framework within which we can all consider the isue of patient consent to medical care.
The wealth of literature on the subject attests to its imp ortance. It also points to the
controversies gnd diffieulties that surround’ the topic and the anxiety of health care
professionals to get right the basis of their relationship with those who come to them for
medical aid. '

DEFIITIONS

The principle of informed consent requires that health professionals, before any
diagnostie or therapeutic procedure i carried ocut which may have any. reasonable
possibility. of harm to the patient, will explain to the patient what is involved in order to
secure the understanding consent of the -patient to proceed,d An informed consent Is
that consent which is obtained after the patient has been adequately instructed about the
ratio of risk and benefit invoilved in the précedure as compared to altemative procedures
or no treatment at all.® There has been relatively little discussion of the topie in courts
of Austral_ia.7 But in the United States, about half of the States already have statutes
which seek to specify the legal requiréments of infarmed consent, often to protect the
medical profession against  deckions of the ccourts. thought to be too .onerous.
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. In the case of Williams v, Menehan8 the Slpremé Court of Kansas stated the prineiple

" well:

It & the duty of the doctor to maKe a reasonable disclosure to his patient of the
nature and probable consequences of the suggested or recommended treatment
and to make a knowledzeable disclosure of the dangers witiiin his knowledge

which are ineident or possible in the freatment he proposes to edminister,

In that case, & patient had a bilateral mastectomy for cancer of the breast and several
_ burns followed subsequent radiation therapy. The ccurt held that if the patient knew of
the rik, no disclosure would be necessary and that the doe tor might not have to dkcuss

risks if to do so would alarm the patient. I shall come back to these exceptions.

Various sources are quoted for the doc{rine of informed consent, including
Biblical passages and philosophical writings. The Nuremberg Code adopted in 1947,
supplemented by the World Medical Association's Declaration of Helsinki, now provide
international statements of the duties of doctors, particularly in experimental or
innovative freatment where special difficulties can arike. The Declaration of Helsinki
sta tes: )

Clinical research on & humian being cannot be undertaken without his free
consent after he has been fully infcrmed; if he is legally incompetent, the
consent of the legal guardian should be procured.9

The same Declaration put it this way:

if at all possible, consistent with the patients psychology, the doctor should
obtain the patient's freely given consent after the patient has been given a full
explanation. ... Consent should, as a rule, be obtained in writing. However, the
responsioility for clinical research always remains with the research worker; it
never falls on the subject even after consent s obtained.10.

The efforts at definition at Nuremberg, Helsinki and in the enarmous bulk of medical and
legal literature on this topic, have been criticised as veague, too general and unhelpful to
the health care worker on the gpot. It seems to be agreed that it is hard to define the
expression 'informed consent' in a way that will accommodate all of the ra mifications of
interpersonal relationship that can arbe in the dependent environment of health care.ll
Various formulations which are offered by courts or legklators are themselves assailed as
simply playing with words. Mr. Justice Frankfurter, in the United States Supreme Court,
said of an expression similar to ‘infarmed consent’ that it was 'an excel.lent illustration of
the extent to which uneritical use of words



hedevils the law'. He clhimed that:

A phrase begins life as a literary expression; its felicity leads to its lazy,
repetition; and repetition soon establishes it as a 'l"ég&l“"fq-mula,
indiseriminatingly used 1o express different and sometimes contradictory
ideas, 12

" Playing with the words 'informed consent' will not cut muech ice with health care

professionals working in the often stressful, emergency and highly complex and technical

world of modermn medicine.

PRINCIPLE AND RATIONALE

This having been said, it & important for us to go to the heart of the problem
and to understand what it & that is behind the notion of infarmed consent'. What is it that
theologians, moral philosophers and lawyers are getting &t in talking about this patient

consent?

Originally, the notion was explained in the legal casebooks as based upon the
need for the patient to be able to 'take cournge’ s he faced wp to the dire predicament of
pre-anaesthetic medicine, In 1767 it was put thus:

It 5 reasonable that a patient should be told what is about 1o be done to him,
that he may take courage and put himself in such a situation as to enable him to
undergo-the operation.13

Although medicine has come a long way since 1767, the need for patients to take courage

and to prepare themselves for medical treatment is still & reality today.

Nowadays, a broader comncépt is taken as the rationale for informed consent. It
is the right of self-détermination, to which I was referring in the context of privacy
protection. A recurrent feature of our eivilisation & said to be respect for the autonomy
of the individual human being, 'with inhérent dignity and value.l4 Each of us is said

" ultimately {with rare exceptions) to have the right to contrel our lives and aections by our

own choices, at least to the greatest extent compatble with the rights of others.1% The
fundamental principle underlying consent is said to be a right of se)f-determination : the
principle or value chojce of autonomy of the person.16 This fairly general notion is
articulated in different ways. It is said to be based on inherent natural rights. It s said to
be grounded in a political notion of the importance of the individual. It is claimed to be
based wpon the right of the patient to 'chart his own destiny' with such information as the
health care professional ean provide in order that he, the patient, can do so inteligently
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and with dignity.17 The principle s not just a legal rule devised by one profession to
harass another. It is an ethjeal principle which is simply reflected in legal rules because
our Inw has been developed by judges sensitive to the practical application of generally -
" hele community ethicalprinciples.

A modern interpretation of the prineiple of informed consent & offered by Mr.
Colin Thomson of the Australign National University Law School:

The legal deeirine of informed consent elearly rests upon ethical principles of
autonomy and self -determination. ... The ethieal need for infamed consent in
medical prectice was a salutory reminder to doctors that their patients were
people and not cases and that the patient/doctor relationship needed to be open
and honest in recognition of and respect for each patient's autonomy. 8

EXTENT OF THE RULE

The rule comes into the law and s supported by causes of action which have
been developed to provide remedies to people who feel themselves wronged. These
remedies Tie in the criminal and civil law but I shall concentrate on the civil remedies.
The most usual way in which the notion s explained is by reference to the law of trespass
to the person end .battery. The whole basis upon which a health care professional &
exempted from the eivil (and criminal) wrongs of intentionally and injuriously touching the
person of a patient is the latters consent. If that consent Is absent or if it & not truly
present, then, touching being proved, the lack of consent gives rise to the legal cause of
action. All the necessary elements are present, if consent is absent.

An alternative way in which the ceuse of action can be framed lies in
negligence. A health care worker will not incur ]iability in negligence unless it be
established that he owed arlegal duty of care to the patient, that he was in breach of that
duty and that the patient suffered damage in consequence. In cases framed in negligence,
the issues revolve around whether the amount of infarmation a doctor has disclosed to the
patient was adeguate 1o comply with the established standard of care that & expected of
him. A medical worker will not be liable in negligence simply because he has failed to
comply with the required stzndard of care. There must be proof of damage. In these cases,
the patient must establish that if he had received the information that should have been
given to him, he would not have given consent to the procedure that led to the
damage.l? These are the alternative ways in which the claim can be mounted in law.
Usually, of course, claims arise only when something fms gone wrong, resulting either in
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injury. to or death of the patient. Indeed, usually, unless something seriously wrong has
occurred, the costs, delays and other inconveniences of litigation dissuade patients and
their families from suing, certainly in this country, where  cost rules are different to those
of the United States.

The obligation of securing patient consent thérefore arises botﬁ to meet the
appropriate standards of care (negligence) and to avoid liability in battéry {trespass to the
person). The question remains as to what. the health care professional must tell the
patient. Various formulations have been offered. The Law Reform Commission of Canada

recently suggested in a study paper the following as a 'desirable approach':

(1} Al material or relevant facts must be disclosed as well as other factors related
to the treatment which could influence the patient's decision to participate,
that is the disclosure must be complete, aceurate and not too complicated;

{2) The test of materiality of information should be objective vis-a-vis &
'reasonable patient’, with the proviso that this test becomes subjective to the
extent that the physician knew, or ought to have known, that additional
information which would not have been relevant to the 'reasconable patient' was
in fact material to this particular patient. ...;

(3} The test of required comprehension of the disclosure should be ‘'spparent
subjective', that is the doctor must take reasonable steps in relation.to the
particular patient to ensure that he hes understood and that objectively, or
apparently, he did;

{4} Care should be taken that the informing process is not coercive; and possibly in

' some éircumsténces an estimation should be made by a 'disinterested outside
party in this respect. ...;

(5} In non-therapeutic experimentatior; _there can be no mitigation of these
standards and no waiver of the right to be informed is allowed; and

(6) In the therapeutic situation waiver, "therapeutic privilege', end a duty not to
inform may all apply depending on the ecircumstances but génerally thére should
be a presumption that they sre inapplicable, with the burden of proof. to the
contrary on the person a]léging this and with the rebuttal of the presumption

only being upheld when the circumstances ¢learly indicate it.?‘0

Some of these statements may be‘at'guable. Some may state the desit-'able rther than the

current legal position at least in Australia. Other formulations have suggested that the

duty of the health care p'rofessit.mal 1s to describe the proposed treatment, to indicate the
alternatives, to outline the inherent risks of death or serious bodily injury, to refer to any
problems of recuperation that may be anticipated and any additional information which

would normally be disclosed in the cimum's"u':tncv.es;21 The duty is clearly not a
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‘once-and-for-all' duty. It is & continuing one, lasting during the whole course of the
" medieal treatment, so that if circumstances or the pattern of treatment change, fresh and

'continuing consent should be obtained.??

EXCEPTIONS

Various exceptions have been suggested to -the obiigations that T have just
outlined. They include:

. Emergeney, The case of the genuine emergency, where the health care must be
giveﬁ immediately. But even in these circumstances, the law implies the scope of
authority [rom the patient. Where -a patient is rendered unconscious in an accident
or has a heart attack or is otherwise incapable of consenting and no other person is
available eapable of giving consent on his behalf, the medical practitioner, facing
the predicament of the need of immediate medical care, will be protected by the
law if his performance of medicel procedures are reascnable in the circumstances.

. Patient Knowledge. It has been suggested that it is not necessary to secure specific

consent where the patient has full knowledge, either by reason of ‘previous
discussions, his own expertise or otherwise of the procedure, its risks and
possibilities. Certainly, the medical practitioner is not under an obligation to
deseribe in detail all of the remotely possible consequences of treatment.23

. Only One Course. I{ has also been suggested that, akin to the emergency case,

there is no obligation to secure informed consent where there is only one possible
ecourse open to the mediesl practitioner. However, 1 think this is a dubious
-exception as, even in such a case, the patient might wish to secure an alternative
opinion, consultation with his family or the ultimate right to refuse treatment : &
right that has lately been upheld even in ‘terminal cases before United States courts.
. No Chance of .Harm. It has been sugges.ted that another excéption arises where

there is no danger in the proposed procedure. or where the danger is so remote
because the procedure is so simple, commonly appreciatéd or known to the
particular patient that it would be tireso.me and pointless to explain the procedure
to the patient.z‘1 Again, I question this exception. If there is no chanee of harm,
itisa simple' matter to say this to the patient,leaving the ultimate decision to the
patient himself.
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Not Against Wishes. Sometimes a patient does rot went to be informed. This

situation may arie either because of the resignation of the patient to any
treatment the doctor may think necessary, the fear that full revelation of the risks
will be too distressing or because of the impatience of the patient with what is
seen 10 be defensive medical practice. If the patient does net wish to be infarmed
and makes this quite cle.r, a doctor need not force information won the patient.
Especiﬁlly in terminal conditions, kindness and gentleness in dealing with patients
remain an essentinl aspect of medical practice. But so does personal autonomy. It
has been said that it is sufficient for the doctor in such a case to take the patient
o the brink of frank revelation : to sugpest that it would be well to put one’s
affairs in order o to propose discussion with a member of the family. In cases of
this kind, particularly where detailed discussion of the risks are likely to ‘2larm the
patient' courts have relieved the health care professional from any duty to labour
the point. The guiding star of the medical practitioner remains doing what s best
for the patient. The heclth care professional may accordingly modify the extent of
his disclosure to a particular patient to aveid ecausing unnecessary a'nxiety,
apprehension or distress on the part of the patient in the course of treatment. 25
General Terms. As 5 implied above, it is sufficient for the information to be
supplied to the patient in genera] terms. There & no obligation to go over with the
patient anything more than 'the inherent implications® of the particular procedure
proposed for treatment.28 A '

Patient's Best Interests, Apart from cases of alarm and distress, there may rarely

be cases where it is the medical practitioner's judgment that it is contrary to the
best interests of the patient to know. In North America this concept has given rie
to the so-ealled doctrine of 'therapeutical privilege' under which, in a particular
case, telling the patient some or all of the information required o be given under
‘the general rule would in itself harm him_physically o!r mentally. This is a rare case
indeed. It ‘is not sufficient that disclosure woild affeet the patient’s
decision-making. Far the rigﬁt to make the decision is &n important and inherent
aspect of the patients autonomy. Nor i a paternalistic assessment 'dector knows
best' appropriate in today's warld. However, there may be' exceptional cases; to be
narrowly confined and & heavy burden being upon the medical practitioner to
justify them, where no infoarmation, no hint, no suggestion is appropriate because of
the dsproportionate harm it would do the patient. In such cases, at the very least,
it would be wise, if not se¥f-protective, for the doctar and the hospital involved to
secure dicussions with members of the family or close friends and relatives of the
patient, so that no suggestion can be made that the medical practitioner has simply
substituted in a serious medical decition his own assessment of the patients good
for the patient's assessment.
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SPECIALLY VULNERABLEGROUPS

Much of the literature on informed consent deals with the special problems of
particuldrly vulnerable groups from whom it is difficult to secure a full, free, infarmed

and knowing consent. The classes normally referred to include:

childrenZ?

mental incompetents28
prisonersZ?

terminal patients30
the foetusdl

pregnant women32

it s not possible for me to dbkcuss these specially vulnerable groups. 1 imagine the
problem of securing consent from young persons is the one that most frequently arises. It
&5 inapproprizte for the law to impose an arbitrary temporal age before which parents only
can consent and after which the child has full autonomy and control over medical
treatment, The Law Reform Commission itself ran into some of these problems when it
proposed such an arbitrary approach in its discussion paper which dealt with_access by
children to health and Hke records.33 This proposal B now being reconsidered. The
inability of a child, or for that matter & mentally ill or retarded person, to give a truly
voluntary and properly informed consent, at least in the case of a child during early
childhood, creates the problem. So far as children are concerned, there is always someone
in loco parentis —- the natural parent, the adoptive parent, a guardian, legal gpuardian or
the Minister. As recently as last week we saw the way in which the courts will reviaw the
judgment of a legal guardian, in that casel the Minkter, concerning the childs best
interests in medical treatment. The Swreme Court ordered that 2 15-year-old State ward
in a home for emotionally disturbed children should undergo an gbortion contrary to the
earlier decision of her legal guardian, the Minister for Youth and Community Services.
The court in that case made & judgment on medical evidence es to the child's best
interests, augmenting in that case the wishes of the child, her natural mother and medical
advisers. As the child grows older, whether still in the legal custody of parents or others,
the sufficiency of a purely proxy consent may be called into question both under common
law and by statute. Even more acute problems can arke where non-themapeutie
experimentation on young people is proposed. Campbell has suggested that in such cases
permission from the parents coupled with proper external assurances of the integrity of
the investigator are the child's best protection. Guidelines for non-therapeutic research
are suggested to balance the protection of the young patient on the one hand and the need
for investigaters to have a degree of freedom to prosecute worthy research, vital to

continued improvements in child care. 34
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As the child emerges to an age at which rational deckions can be made, respect for the
principle of individual autonomy will require that information be given to the ehild about

treatment and, even more so, sbout non-therapeutic experiments,

SOME PROBLEMS

The dicussion I have so far offered indicates a pumber of problem areas in

defining the meaning and scope of the obligations to secure informed consent.

In the first place, from & lawyer's point of view, it must be stressed that the
cases that come to courts and to lawyers tend to be exceptional. They tend to be serious.
They represent only the tip of the iceberg of the problem of consent and informed
decision-making by patients in their health eare. Furthermore, most of them revolve
around factual disputes about what was said or not said. Each tends to depend upon its
own particular facts and-therefore few general principles can be drawn, other than those
of the level of generality I have already mentioned.3%

Secondly, it must be frankly recognised that to some extent at least the notion
of finformed consent’ is simply an ideal to which daily pmectice must struggle. Some
commentators havé suggested that it is an ideal in the nature of a myth. This is said
because it i impossible for the health cere professional to ‘impart to the patient evéry
facet of his knowledge and expertise invelved in the decision. A lifetime or at least many
years of experience and judgment may go behind the decision. This cannot he imparted,- in
the real werld, in the space of a 30-minute consultation. Patients vary encrmously both in
their interest in and cepacity to sbsorb information about medical procedures. It is the
very expertise of the health care professionel that brought the patient to him. To this
extent conmsent 'is that by a less knowledgesble person to’' one who is more
knowledgeable'.36 Research by Cassileth and others sbout the operation of informed
consent in practice reveals why the goals of this ideal are imper{ectly realised: ’

Within one day of signing consent forms for chemotherapy, radiation therapy or
surgery, 200 cancer patients completed a test of their recall of the material in
the consent explanation and filled out a questionnaire regarding their opinions
of its purpose, content and implications. Only 60% understood the purpose and
rature of the procedure, and only 55% correctly listed even one major rik or
complication. We found that three fmetars were related to ina.deduate reeall
education, medical status and the care with which patients thought they had
read. * their consent farms before signing.
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Only 40% of the patients had read the form ‘earefully’. Most believed that
consent forms were meant to ‘protect the physician’s rights'.37

To some extent the very notion of informed consent implies & sophistication on the part of
the patient. In at least procedures of any complexity, relatively few patients will
approach this sophistication and the law must take this reality into account.

’I‘hirdl}}, there § the practical ksue of how the content of consent is to be
assessed. From the point of view of the medical practitioner, he may contend that the
best he can do 5 to accord with normal medical practice, offering the degree of detail
and infermation offered by his colleagues in lice cases. However, courts, rejecting &
paternalistic approach to the assessment of what has to be told to a patient have made it
plain that it & not appropriate to surrender the degree of detail to the sole judgment of
the medical profession itself.38 The question of how much information a doctor should
. disclose conceming a proposed procedure is one on which the courts should not consider
themselves bound by evidence of current medical practice and opinién, otherwise it will
be that standard rather than the patient’s. need to know end respect for the patient's
autonomy that would determine the information to be given.39 The view now seems to
be adopted that the measure of diselosure is to be determined by the pétient%l need to
know. Although this also imports judgment on the part of the health care professional, it
emphasises the social value that is at stake, namely not so much meeting the standards of
ones peers and colleagues or receiving. their epprobation for a b properly done, but
dealing with the patient as a whole person and in a way that respects the patient's claim
to ultimate control over his destiny, including his medical destiny.

_ A fourth problem that can be lightly touched wpon and passed by is the misuse
of consent for wrongful purposes. Cases have arien where informed consent & given for a
perticular medical procedure but then :nisus-ed either for another procedure or f’or
improper motives. Many of these ceses involve people who are not doctors holding
themselves out as medical practitioners, therety securing a consent which is vitiated
because given on an incorrect footing.40 Just the same, these cases do emphasise the
need for econtinuing consent during a course of treatment and the need to ensure that the
freatment being given is still that for which the consent was initially accorded.

A fifth area of difficulty relates to experiments for non-therapeutic purposes.
The preblem has already been mentioned in the case of children where it 5 at its most
acute. There -appears to be no doubt that a higher duty exists of frankness and informed
consent where the health care professionsl B not treating or not solely treating the
patient, but is engaging in a course of research.
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It is here that particularly careful explanation must be given to the patient so that
informed consent can be secured. The rule i clearly stated iv the Declaration of
Helsinki.41 By the same token, critics of the rule have pointed out that too striet an -
observance of this criterion may mean important restrictions on research. Excessive
caution, it is said, could cost lives.4Z In some cases, involving the use of a placebo,
experiments would be rendered worthless by complete frarkness with the patient.43
Just the same, notions that any farm of experimentation may be thought justified because
a patient was going to die, are completely out of accord with our laws, our ethieal
practices and moral principles.‘So-me authors have suggested the use of the test 'would I
do this to Einstein or Picasso? or even more- cogently 'to one of my own family'.44
However, such a test does not appear to me to be very helpful. It is eircular in the sense
that if the standards of the practitioner, carried eway with the enthusiasm of research,
are lowered, he might indeed earry out the experiments without the knowledge of his
family. Thi may simply underline his lack of respect for the autonomy of those with
whom he is experimenting. Where non-therspeutic procedures are involved, the duty of
seeuring informed consent & high. Of course, many -of such cases do not get to notice of
the law or the courts. But were they to do, [ am sure the law would, resorting to general
principle, stress the importance of a frank statement to the patient that he & part of an
experimental regime. Most patients, with confidence in their imedical professional, will
agree. But they should have the right to dsagree or to seek treatment elsewhere.

CONCLUSIONS

What conclusions are to be drawn from this discussion? One eould wash one’s
hards of the issue by simply saying ‘that the topie is already overburdened with discussion,
that coneepts and reality of informed consent do not'coincide and that we must simply put
our faith in the members of ‘the medieal profession and in the procedures for selecting,
testing and training them as well as in peer preséure within the profession-against
improper conduet. ' .

1 doubt if this will be encugh, certainly for the better educated and better
informed patieﬁt of the 21st Century. The days of paternalistic medicine are numbered.
The days of unquestioning ftrust of the patient also appear ‘numbered. .The days of
complete and general consent to anything a doctor - cared to do appear numbered.
Nowadays, doctors out of respect for themselves and for their patients (to say nothiﬁg for
deference to the law) must increésingly face the obligation of seeuring infarmed consent
from the patient for the kind of therapeutic treatment proposad.
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I have indicaled my lack of confidence in the so—called golden rule : would I de
this procedure to my own child® to a famous personi6 or to my own family.47
Although such a reference to the golden rule may be helpful as a rule of thumb, it is not
very specific because different people will apply it in different woys 'é.ccord'_ing to thefF
personal moral standards and enthusinsms.

There seems to be ne alternative to a clear understanding of the rationale that
is behind the principle of informed consent. It is this ethieal principle which inderpins the
law's insistence on it. An understandihg of this rationale will lead to a perception of the
need for oral discussion and where necessary detailed consultgtion with the patient, to
explain the teatment, the risks, the ealternatives, the dangers and any additional
information that is appropriate. The need for oral discuAssion in addition to the {requently
used consent forms i emphasised by many writers?® who heve examined the serious
lack of reeall of people rushed through the procedure of consent foems at the hospital
" door or surgery office. From the mediesal professional's own point of view the desirability
of making notes conceming the consultation and the detail of information giveh has also
been stressed, not simply out of self-defence but as a program to discipline the
professional in the procedures of providing the key information to the patient.49 As
treatment progresses and as further consent may be required, progress notes should also
bekept,

Forms are, | suppose, indispensable in the nature of modern medieal practice. It
should be said that they are not imperative for a nod or a gesture could in some cases
imply an appropriate consent.”0 However, especially if treatment i to be of a serious
or radieal kind, some form of written consent should .be obtained both out of
self-protection and as a symbol of the importance of securing consent.3! Obviously,
securin;g signatures to forms’is not enough as the experimental evidence referred to above
will show. People simply do not absorb the information and many, in current practice in
Australia, are not really giveﬁ an opportunity to do s0. A roneed farm is placed in front of
them, their signature is required. They are often not in & very good position to question,
negotiate or bargain. Often, the forms are in a legalistic language which would fail &
rudimentary readability test.52 Suggestions have been made that reasdability tests
should be used wpon at least major hospital forms. We should not scoff at this idea. The
Law Reform Commission is examining the suggestion in respect of insurance contracts
which represent another area where ordinary folk come into contact with detailed
documentation that can profoundly affect their welfare but which may be expressed in
language which is obscure or requires a comprehension or education far beyond the
average.
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In America there is an increasing tendency for medical professionals to use tape
recording of conversations about critical medical consent decisions,® I would certainly
not consider this to be necessary in Australia. Our cost rules especially have prevented
the development here of the flourishing industry of medical malpractice that exists in the
United States. Defensive tape recording would appesr to be an unnecessary deviation from
a basically accepted relationship of dependence and trust, at least at this stage. However,
we should not put out of our mind the possibility of the development, in areas of specialty,
of a tape record'ing or even video cassetie which a patient can take home and play and
- which explains in accurate detail the basic issues to which the patient (and his family)
must address themselves. If the research is right and people simply do not understand the
forms and explanations that are now being used, the goals of informed consent will only be
reglised if we pay more attention to communication with patients. The medical and legal
professions should give more thought to the way they can better do this, using the modern
instruments of electronic communication. I realise that cases differ and that necessarily
infermation for particular patients will differ too. But the notion at least in serious,
complex and risky procedures of providing patients with oral information which they ean
take away and consider at leizure and with time to reflect and discuss the issue, would be
a desirable goal that should be given care ful thought.

Various suthors suggest other means of taekling the problem of informed
consent. It is said that we can do more in the medical schools to promote an understanding
of the ethical and legal obligations that are involved.4 It is said that we can introduce
peer pressure, particularly in experimental and non—th'.=:rap.éuti(:'Wor'k.55 It is said that
editors of medical journals can keep control over the publication of material which plainly
evidences a lack of respect for the -autonomy of the patients the subject of

experimentation.?6

None of these suggestions, whether the golden rule, revision of forms, use of
oral communiecations, better medieal training or peer pressure represent a complete
-answer to the dilemmas of informed consent. This is because there 5 no complete answer.
The most, 8s it seems to me, that ethical rules and the law can do is to emphasise, lest it
ever be forgotten, the integrity and autonomy of the patient. Most medical professionals
do not forget. Most are faithful to the trust put in them by patients dependent because of
need. An American writer, both a Doctor of Medicine ancj 8 Doctor of Leffws, put it thus:

The physician need have no fear of a legitimate malpractice suit if he deals
with ... pati_ents as he himself would wish to be deait with ... that is, by
adhering to the state of the art in his standard of care, by never losing patience’
or giving up hope, by never telling a patient-his condition i hopeless, and by
always invoiving the patient in his own therapy.
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in this way, the physician adheres to the principal objective of the medieal
profession, which is to render service to humanity with full respeet for the
dignity of man, meriting the confidence of patients entrusted to his care,
rendering to each a full measure of service and devotion, and protecting his
patients from worthless and possibly harmful remedies for which the
charsmatic but unscrupuious make miraculous claims. The fact that the patient
gave an infamed consent usually will not prevent him {rom suing; a warm

relationship with a competent and caring physician usually will.®7
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