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Introduction

Consent is a legal concept and a factual reality. It has many
areas of operation and many purposes, but in the medical situation it
has the primary functions of regulating risk-taking and controlling
invasion of privacy. The way in which this regulation and control is
effectuated in any particular medical circumstances, will be deter-
mined firstly by which principles of the legal concept of consent are
applicable and by their substantive content, and secondly by the
reality of the factual presence of consent. This paper seeks to analyze
the legal and factual basis on which consent rests, for the purpose of
establishing a comprehensive picture of the doctrine’s operation in
the medical relationship.

Consent is a fundamental concept in both criminal and private
law, and in Common Law and Civil Law legal systems. Thus it is
necessary to explore each of these dimensions to assess accurately its
sphere of influence in Canadian Law. This means that it 1s impossible
to conduct a comprehensive analysis of the doctrine and, at the same
time, respect the traditional division of legislative powers under the
British North America Act." In other words some matters which are
purely of provincial jurisdiction must be considered if the total
concept of consent is to be developed as an analytical tool. That this
development is necessary at a Federal level, for instance for criminal
law purposes, can be demonstrated by a fundamental example:
without consent, except in a justified sitvation of emergency, every
medical operation would be an assault. Thus consent is an essential
part of the criminal law. Although, from a Federal jurisdictional
point of view, it would be desirable to approach an analysis of
consent through the criminal law, most of the dccirine and case-law
relevant to the doctrine’s application in the medical relationship is
found in the private law sphere. For this reason the plan of this study
is to first examine consent as part of the private law medical
relationship, and then to assess the role of the criminal law in
controlling this relationship particularly the part that the doctrine of
consent plays in such control.



As well as crossing federal-provincial jurisdictionat barriers, the
concept of consent may be treated comparatively in the more
traditional comparative law sense of this term. This is a particularly
fruitful exercise as consent is a concept subject to recent and still
developing evolution, especially in the medical relationship, in
Canada and in other jurisdictions which are comparable with Canada.

Consequently, the materials which will be used in this study are
comparative in more than one sense and are gathered in Civil Law
from Quebec and France, and in Common Law from Common Law
Canada, England, the United States of America and Australia.



CHAPTER 1

Fundamental Principles Underlying
Consent

A. RIGHT OF SELF-DETERMINATION

The right of self-determination expresses the principle, or value
choice, of autonomy of the person. Mill* espoused this principle
when he reasoned that one is only justified in intervening with the
liberty of another for self-protection as did Devlin® to the extent that
he claimed each must be allowed to pursue his or her own way. Other
authors® put forward sclf-determination as one of the basic principles
of a democratic society and this is expressed in the belief that the
values of democracy are individualism, freedom and personal
dignity® Freund® sees the individual as having a qualified right of free
choice and self assertion” and Capron® regards a competent person as
needing the law’s protection of his interest in being able to choose.
Fried envisages as the *‘ideal good’’, a social union of ‘*autonomous
personls|’” in which *‘each person’s individual self-respect and sense
of integrity are fostered and reinforced by the conditions of mutual
cooperation in which the value and integrity of others is simultane-
ously affirmed’".” Applied to the medical relationship between doctor
and patient, this postulates a complex balance between personal
autonomy and the limits of this right in respect to one’s own, or the
use of, another’s body.

Some sociologists have suggested'” that the reason that au-
tonomy has heavy value-weight in a society, for instance the
American one, is cultural. American society has high regard for an
active, rationally based, mastery of life, and for any achievement that
blends individualism with a humanitarian sense of social responsibil-
ity. Hence, in American society, it is an accepted and acceptable
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notion that one may exercise one’s autonomy to become, for
example, a volunteer subject of medical research.

The commentators referred to so far, are all from Common Law
jurisdictions. One finds, on examining the writings of Civil Law
jurists, that the principle of self-determination is also present, but not
so much at the apex of the pyramid of values. Decocq'' expresses
respect of autonomy as an influencing, but not overriding, value in
any decision. Kornprobst'? sees the value as even more subordinate
to other principles.

In a book on socialist law relating to the person, Nizalovsky'
compares the approach of the Civil and Common Law systems to the
principle of autonomy. He finds a wider prohibition on self-
mutitation in Civil Law and, to some extent, a contrast in Common
Law as expressed by the latter’s belief that each man is master of his
own body. The former view may be seen as an expression of
paternalism, which is the opposite of self-determination. In a
paternalistic approach the motive is to do good to the individual,
which, negatively stated, is also to prevent harm to him. The motive
behind self-determination is the right per se and, outside of seeing the
right itself as a benefit, encompasses neither motives of good nor
harm regarding the individual. The motive behind any limitation to
the latter principle may be seen, consistently with the principle itself,
as that of preventing harm to society, not to the individual as such.

This right to self determination may, to some extent, depend for
its existence on whether one has an open or closed legal system. In an
open legal system all that which is not prohibited, is permitted, which
accords with a principle of self-determination, subject to some
limitations. In a closed legal system all that which is not permitted, is
prohibited and, thus, the right of autonomy is not sui generis, but
given by law, and, at least to that extent loses some of its own
internal, autonomous characteristics.'® It is also, at least theoretical-
Iy, more limited in its external operation, as any novel situation will
cause prohibitions rather than permissions to arise.

Although differing in theory in their approach to the autonomy
value, it is more difficult to assess how far apart the Civil and
Common Law are in practice regarding this principle. The right to
self-determination has been reaffirmed in many cases at Common
Law. Perhaps the most famous and often quoted rendition, is that of
Mr. J. Cardozo in Schloendorff v. N.Y. Hospital "> that: **Every
human being of adult years and sound mind has a right to determine
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what shall be done with his own body.’” Prosser supports this view:
‘It is a fundamental principle of the common law that volenti non fit
injuriu—to one who is willing no wrong is done. The attitude of the
Courts has not, in general, been one of paternalism. Where no public
interest is contravened, they have left the individual to work out his
own destiny and are not concerned with protecting him from his own
folly in permitting others to do him harm’.'" So do such
commentators as Skegg,!” who concludes that the Common Law
places great importance on the individual’s interest in deciding for
himself what is done to his own body.

There may, however, be reason to question the true extent of the
principle, as it is only probable, and not certain, that the Common
Law will uphold the right of a fully competent adult to refuse
treatment.'® Spece'? states that human autonomy is the value which is
presumed to exist in establishing a right against treatment and in the
fact that this can be waived to allow treatment.?® But the operation of
this right is not absolute according to Fleming,*' who initially
justified a doctor acting in an emergency without the consent of the
patient, or his relatives where applicable, on the basis that *‘the law
placels] a higher value on the preservation of life than on the
inviolability of the human body’’.?* Interestingly, Fleming has
altered this justification in a very recent edition of his work, to one
based on ‘‘the humanitarian duty of the medical profession’’.>* This
is not inconsistent with the previous justification, but probably some
inference of doubt as to the validity of the former must be drawn from
its omission.

The previous discussion raises the question, what is the
relationship between autonomy and inviolability? Autonomy allows
the will of the person to dominate, and the factual result arising from
the application of this principle coincides with that of inviolability
when the expression of will is to protect self-integrity. Inviolability,
on the other hand, may have two contents of meaning. It may connote
that one is not justified in treating another without his consent, but is
justified in doing so with it, in which case it is merely a particular
application of the autonomy principle; or it may indicate a principle
that protects a person’s physical and mental integrity against
non-beneficial acts by the person himself, or others, when it is a
preservation of life value.

Consequently, under a principle of autonomy, which includes
inviolability in the first sense discussed, one could properly allow a
personally non-beneficial act which would be prohibited under a
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ruling doctrine of inviolability in the second sense. Fleming, in the
earlier statement quoted, is using the principle of inviolability in the
first sense, and therefore sees a conflict between touching without
consent, which this principle prohibits, and saving life when the
unconsented to touching is necessary to this end. It is preferable, T
submit, to define the principle of inviolability in the second way,
which is how many Civil Law jurists see it,>* and as having the
purpose of preserving life, health and well-being. The first sense of
the principle of inviolability is not lost, but would still be, and
perhaps even more effectively implemented under the doctrine of
autonomy. Such an approach leads to a clearer analysis especially in
arcas where values conflict and thus must be hierarchized, as it
separates the preservation of life value from the autonomy one. In
using the terms as defined, Fleming is in reality saying that the
Common Law ranks preservation of life above autonomy and one
could add, that one of the values supporting this preservation is
inviolability.

This proposition needs further investigation however, as Flem-
ing makes it clear that both the earlier and later justifications he has
proposed for medical interventions without the consent of the person
involved, refer to a conflict of the values of automomy and
preservation of life in a situation where the person is factually unable
to consent, that is, when there is no possibility of exercising personal
autonomy. In this case, no matter how it is justified, preservation of
life overrides a strict application of the doctrine of autonomy** and
this result also coincides with the aim of the principle of inviolability.
But what is the position if the patient refuses necessary treaiment? In
the previous edition of his text, Fleming had replied that the policy of
life preservation ‘‘may be so strong as to justify medical treatment

. even against the wishes of the patient in order to save his life

. '*.2% This has been amended in the latest edition to read that “*[ijt
is extremely doubtful . . . whether our law would permit such an
intervention, even to save life, against the declared wishes of a
mentally competent adult or guardian of a minor’’.*” Thus when a
person is capable of consenting and refuses to do so, the conflict
between the values of self-determination and preservation of life
becomes overt, and the most accurate statement one can make with
respect to the law is that it is far from clear which value a Common
Law Court will support as prevailing.

Kornprobst?? states the Civil Law approach when he argues that
onc can treat without consent, on the basis that the health of the
individual is a social good and it is a crime against society to refuse
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such treatment. Further (he argues), the doctor’s *‘right to cure”
gives him the right to act without consent. These statements bring
into focus the relationship between self-determination and consent.
The latter of these two concepts will be analyzed later in this paper,®®
This relationship exists because consent is the legal mechanism by
which the principle of autonomy is implemented and respected and,
to the extent that consent is not required, autonomy is not the
dominant value, The question which arises with regard to autonomy
is, are there any limits to the type of procedures to which one may
consent or which one may refuse. This is to be distinguished from the
question of how, having established the limits if any, one effectively
consents.

It is in the area of determining to what procedures one may
consent, rather than which one may refuse, that limitations to the
principle of autonomy appear most obviously to be recognized at
Common Law. It can be argued that any such limitation is not an
exception to the rule of self-determination. Rather the limitatton on
the right falls within the autonomy principle itself, as formulated by
Mill,*! if it is justified on the basis that it is necessary for the
“‘self-protection’” of society. Here one can see that the difference
between the Civil and Common Law is one of degree, rather than
kind as the same justification is being used. Kornprobst®* for example
supports imposing necessary but refused treatment on the basis of
social good. The Common Law will arguably not impose treatment,
but, one step removed and like the Civil Law, refuses to allow
consent to procedures it sees as harmful to the collectivity.® The
strongest example of this principle is the rule that one cannot consent
to a criminal offence.

In Civil Law jurisdictions, apart from specific legislative
provision, the breadth of the right to consent to bodily interference is,
prima facie, limited to personally therapeutic interventions,* al-
though justifications may arise under the doctrine of necessity. For
example, until recently, when legislation on living-donor, organ
transplants was introduced by the French Parliament,** operations on
such donors were justified on the basis of *‘I’¢tat de nécessité™” of the
recipient.”® The right to consent is broader at Common Law in that
non-therapeutic medical intervention is not per se illegal, and is
consented to and carried out regularly, but the legal limits are
unclear.?’

In summary all relevant jurisdictions recognize a principle of
autonomy or self-determination, the limits of which depend on public
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policy, and which are most strongly expressed in the criminal law.
Traditionally these limits are wider at Common than Civil Law but in
practice, except for the prohibition of non-therapeutic medical
experimentation in France, the actual limits may not be very
different. Further, one must recognize that what those limits are, at
any time, is a reflection, basically, of the culture in which they exist™
and hence they are not static.

Finally one should note a value which may be confused with
self-determination, and which is highlighted by Bereano,*® who
makes the point that ‘‘participation in decision-making’’ is a value in
itself. However this is a different value from self-determination if it
envisages shared, rather than sole decision-making authority regard-
ing oneself. The difference arises if one intends by the words
‘*decision-making’’ to mean decision result in the sense that some
form of majority will prevail, rather than the decision-making
process which is consistent with a policy of self-determination,
which requires information input from other sources.

B. RIGHT TO INVIOLABILITY

As already discussed®® this is a principle related to autonomy,
and in the Civil Law to some extent governs aspects seen under the
doctrine of autonomy in Common Law. But most importantly,
regardless of jurisdiction, this is one of the most fundamental
principles underlying the criminal law.

From the discussion on autonomy I suggest one may conclude
that the Common Law envisages this right as having schizophrenic
attributes. It is possible to either employ it as a positive, self-
protective institution or to use it in a negative, self-destructive
way. Further it appears that the Common Law generaily assumes that
a person will act in his own ‘ ‘best interests’’ and that this will usually
be self-protective viewed subjectively, and ideally objectively as
well. Consequently the right to inviolability of the body should be
seen as falling within the positive aspect of astonomy and as limited
to the extent that the negative ‘‘anti-life-preserving’” aspects of
autonomy are validly exercised and take precedence.

The Civil Law is less inclined to leave to chance the decision to

act in a self-protective way and has a well developed doctrine of
inviolability of the human body, which arises from a basic moral
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presupposition of respect for human life. Laget*' refers to this as the
“‘most fundamental rule’” and Jonas* as the *‘primary rule”” needing
no justification but rather exceptions to which must be justified.
Mayrand™ takes a similar approach when he says that the principle is
not absolute, but can be deregated from in the interest of higher
values—for example for reasons of love or altruism and, naturatly,
in recognized self-interest such as therapeutic surgery. Decocq
regards “‘le caractére sacré de la vie humaine’" as giving rise to this
right and duty of inviolability, which he describes as ““le respect de la
personne humaine’’.** It is worth noting that Decocq recognizes *‘le
respect de la volonté humaine™’,* that is the right to autonomy, but
only in so far as it applies to support life.

The same view is expressed by Mayrand when he says: *‘C’est
précisément dans le principe de I'inviolabilité de la personne que
puise la justification d'une intervention imposée. L’inviolabilité de la
personne a pour but sa protection; or, les droits doivent étres exercés
dans le sens de leur finalité. Ce serait fausser le droit a I'intégrité
corporelle d’un malade que de lui permettre de 1'invoquer pour faire
échec a ce qui peut conserver sa vie et, par la méme, son intégrité
essentielle’”. " In order to complete the picture, one must acknowl-
edge that the matter is not fully settled in Civil Law. For instance
Savatier et gl seem to consider the person’s will as dominant and that
the inviolability principle supports this when they say ‘‘le premier
attribut juridique de chaque personne est I'intangibilité de son
intégrité corporelle et des principes de sa vie, Il n'y peut étre touché,
méme par le médecin, qu'avec son consentement’” .4

Thus one may debate whether the purpose of the inviolability
principle is to preserve autonomy, in which case it parallels the
common law sclf-determination value, or to preserve life and health
when this aim will justify overriding a patient’s will which is to the
contrary. In the former case the principle, consistently with the aim it
is designated as serving, will be absolute; on the same reasoning, in
the latter case, it will be only relative. This distinction allows one to
support the view that the principle of inviolability does apply at
Common Law but under an autonomy preserving rationale, whereas
at Civil Law it applies in its life and health preserving capacity.

Nerson®® approaches these principles of autonomy and inviola-
bility from a slightly different and instructive aspect. He sees the
“‘valorisation’” of the body as arising from an ‘‘inspiration indi-
vidualiste’” and underlining '‘la necessité de protégé l'intégrité
physique de I'individu™.* In classical Civil Law the body was
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peglected, but modern Civil Law has developed obligations of
security, ‘‘dans une jurisprudence enfin consciente de la nécessité de
protéger les personnes’”.”® Now the problem is how far one can
derogate from this principle for such purposes as non-therapeutic
experimentation, living-donor organ transplantation, or euthanasia,
for, as Nerson says, "'le principe d’inviolabilité n’assume pas
seulement la défense du corps contre les atteintes des tiers, mais aussi
contre le pouvoir de disposition de Uindividu lui-méme; des
restrictions sont apportées A 1'autonomie de la volonté: P'inviolabilité
a pour conséquence 1’indisponibilité du corps humain’’.*' In order to
assess the current situation one must balance this statement against
the fact that there has been ‘‘[un| recul du principe de I'indis-
ponibilité du corps’”.%? The problem that now faces each jurisdiction
is to work out the limits to which this recoil ought to be allowed to
extend, which is regulated through the doctrine of consent and its
operation in criminal and private law.



CHAPTER I

The Doctrine of ‘‘Informed’” Consent

““Informed’” consent is a private law doctrine which has become
so significant to any discussion of consent that it must be investigated
first.

The content of the doctrine of “‘informed’’ consent can be seen
within three main overlapping areas: capacity or competence,
information or knowledge, and voluntariness. In the first part of this
section capacity will not be in issue, as I will deal initially only with
the “‘normal, capable, adult subject’” with respect to whom a
presumption of both legal and factual capacity operates. Information
and voluntariness, on the other hand, are both relevant considerations
with respect to such persons and will be examined.

““Informed’” consent is probably the single most discussed topic
in medical law, to such an extent that at times, it seems to
overshadow everything else. This is dangerous, as it engenders a
feeling that, provided one ensures that ‘‘informed’” consent is
obtained, the situation is [egally and ethically acceptable. Such may
not be the case and I prefer to see "‘informed™™ consent as a
necessary, but insufficient protection of the normal adult subject,
operating within a framework of protections.

The two platforms from which one often views ““‘informed”’
consent are informing and consenting, and 1 will look at these first.
Then one must study the effects of mistake, deception, coercion, or
duress, on the validity of the consent. Such a comprchensive enquiry
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covers all the positive and negative aspects of the requirements of
information and voluntariness. Additionally, under the duty to
inform the patient, [ will examine the duty to hand over medical
records, which is a duty to inform, but not for the purposes of
“‘informed’” consent. Then, in the following section, [ will examine
the relationship between consent and the increasingly recognized
right to privacy.

A. INFORMING THE PATIENT

1. The duty to inform the patient or research subject
for the purpose of obtaining ‘informed’’ consent®**

This duty is related to assessment of risk. This is so because
assessment of risk defines some of the factual content of the
information which must be imparted and, in the therapeutic situation,
may affect the extent of the duty to inform. The duty to inform the
patient is also part of the fiduciary duty of a doctor, that is, part of the
doctor’s special duty of care and trustworthiness.” Outside a
fiduciary relationship, although there are obligations not to misrepre-
sent or deceive, there may be no positive obligation to disclose, and a
person’s consent to an act is usually valid when he knows the nature
of the act, although he may be ignorant as to its consequences.> The
fiduciary relationship changes this situation through its uberrimae
fidei effect, which imposes a duty on the doctor to ensure that the
patient is informed to a much wider extent than just with respect to
information relating to the nature of the act, in default of which any
consent given is inoperative .

There are two major points to be taken into account In
formulating the duty to inform the patient. Firstly the conduct which
is legally required to fulfill the duty to inform must always be
assessed in relation to the circumstances in which it is applicable
and, therefore, according to whether the situation is non-therapeutic
or therapeutic. In the laticr case, the degree of need of the patient for
the treatment, the probable effect of the information on the patient’s
state of health, the magnitude of the harm threatened by the medical
intervention, and the chance of the harm occurring, are all relevant
factors affecting the standard applicable to the duty to disclose. These
variables are related, so that the greater the paticnt’s medical need,
the more the chance the information will harm his health, the less the
magnitude and likelihood of occumrence of the risk, the more
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justification the doctor has in not fulfilling his duty to otherwise fully
disclose the nature and possible consequences of the intervention.?®

Secondly, T suggest, that in order to decide the content of the

duty to obtain ““informed’” consent in any particular situation, 1t is
relevant to ascertain ihe purposc one seeks to achieve by requiring it.

Onc may explain the purpose of ““informed’’ consent from many
viewpoints which are discussed in detail later. But from the aspect
of disclosure, there is a need for information in consent in order to
respect non-physical aspects of persons—their thought-process and
therefore their humanness.” Generally authors™ describe the right
being protected by consent, which is but one aspect of the total
purpose consent may serve, as the right of the patient to decide for
himsell what should happen to him, that is the protection of his
integrity or inviolability, and autonomy.®™ As proposed before.®'
these aims arc not always mutually compatible, and in defining the
duty to inform, one may as in other areas have to choose between
them. Although autonomy mandates full disclosure and undcrstand-
ing before consent is given, this could in fact be harmful to a patient’s
statc of health. Disclosure could threaten the physical or menial
well-being of the patient, that is it may, arguably, not respect his
right to inviolability whereas non-disclosure could be construed as a
threat to his autonomy. In these circumstances both the Civil and
Common Law allow an ¢xception to the duty to inform, often called a
“therapeutic privilege'™.% It is obvious when one understands the
justification for this exception that it could only apply to an
intervention for the therapeutic benefit of the patient, and not for
instance to non-therapeutic medical experimentation. This is undis-
puted in the literature %3

This is a specific example, but in general biomedical research on
persons is one of the medical situations in which the consent issue is
brought most sharply into focus. Therefore it is fruitful to examine
biomedical research in relation to the duty to inform the patient.

Slater v. Baker, the earliest recorded Common Law case
which makes mention of experimentation in medicine, actually
proposed as the purpose of requiring disclosure to the patient, *‘so the
patient can take courage’”. It is interesting to ponder how applicable
today such a reason for requiring the patient to be informed might be.
After all, in knowing more we know that we know less of the total
that could be known, and although the increase in knowledge means
less risk from disease, at the same time it creates iatrogenic risk.
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Paradoxically, it also means that it may be harder for a patient to
*take courage'” in the face of what he knows, or is told, is unknown.

On examining codes and guidelines as well as some subordinate
legislation relevant to human medical experimentation, onc finds
frequent and consistent reference to a duty to inform the patient. The
Nuremberg Code requires **full knowledge'" ;% the United Kingdom
Medical Research Council insists on ‘‘adequate explanation™;* the
United Kingdom Royal College of Physicians calls for a *‘full
explanation’”;% the American Medical Association requires “‘disclo-
sure . . . a reasonable explanation . . . and an offer to answer any
inquiries’ ;% the Declaration of Helsinki says that the subject must be
“‘adequately informed . . . *7;% the Medical Research Council of
Canada states that “‘accurate and complete information’ should be
given;®® the United States F.D.A. regulations require that the
researcher “‘inform"" the patient;” that country’s D.H.E.W. regula-
tions specify that the resecarch subject’s “‘informed consent’ be

obtained, which is defincd inter alig as **a fair explanation . . . a
description . . . a disclosure . . . an offer to answer any enquiries
and an instruction . .. ;7' and “*La Charte du Malade

Hospitalisé”’ of France, statcs patients must be given ‘‘les informa-
tion sur leur état qui leur sont accessibles™ . ™

The documents cited here are relatively modern and demonstrate
that in all jurisdictions, even the ones that show carly recognition of
this duty to inform a patient, there has been recent evolution of either
the duty itsetf where it was not previousty acknowledged, or its
content where it was. This reflects a change in attitude which can be
gauged by realizing that the Hippocratic Oath, the most universal
medical ethical guide until recently, had no such requircment.™ As
late as 1957, a Quebec commentator wrote that a doctor could
presume consent to ordinary medical treatments and there was no
need for him to give information to the patient unless asked for it.”
Boucher ef af,”™ also speaking of the situation in Québec in this
respect, cite a casc, Brunelle v. Sirois,™ which states that in this
jurisdiction a tendency to give more information to the patient can be
traced during the 1960s. Similarly, Boyer Chammard and Monzein,
writing of France., note that the necessity for a clear consent,
including a duty to inform, only developed in the 1950s in that
country.’’

It seems that the duty to inform a patient was recognized earlier
and developed more strongly in Common Law.™ Although this
phenomenom is undoubtedly just one expression of a complex of
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sociological factors, which includes the community's perception of
the role of a physician, it is possibly related to the dominance of the
autonomy principle in those jurisdictions in combination with a less
forceful approach to the inviolability of the body rule with respect to
non-therapeutic interventions. This approach was premised on a
philosophy that the person was his own best protector and clearly, in
order to be this, he needed to be properly and adequately informed,
especially in the medical situation where there is a knowledge and
competence gap creating incquality.

The question now is what is the extcnt or scope and depth or
content of the duty to inform or, asked another way, what is the
standard applied to determine whether a doctor has fulfilled this
duty?

Firstly there is a fundamental choice which must be made
between seeing the obligation as honoured by giving the required
information to the patient, and on the other hand requiring that the
informant ensure either objective or subjective comprehension by the
patient.™ The latter is obviously the most demanding and difficult
criterion, but it alone fully maintains the concept that consent
involves understanding. That the patient is understanding of the
information required to be given to him under the doctrine of
*“tnformed’’” consent is necessary for a legally valid consent, appears
to be more and more accepted,®™ and is strongly recognized
throughout two recent Canadian cases, Kelly v. Hazletr™ and Reibl v.
Hughes ™ In the former case the patient’s apparent consent was held
to be vitiated specifically because the plaintift did not understand the
risks and the doctor knew this.* Tn the latter case the doctor was held
liable in battery and in negligence, the Court stating, with respect to
liability in battery, that “*a physician [has] a strict duty to explain to
his patient, in language which the patient can understand, the
essential nature and quality of the treatment he is to undergo’”:®* and,
in relation to negligence liability, that the doctor must ‘‘take
sufficient care to convey to the plaintiff and assure that the plaintiff
understood the gravity, nature and extent of risks specifically
attendant on the Iprocedure]’”.%

The most frequent argument against a requirement of under-
standing by the patient is that it is impossible to attain with
non-medical persons. In this respect Garnham®* makes a worthwhile
distinction when he says that there is a difference between requiring
understanding of technical details and comprehension of possible
medical and soctal consequences. The latter should be required in
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relation to all medical interventions, but in certain cases it may be
crucial to legal and ethical validity. The point is that if, for instance
in a non-therapeutic research intervention, a person does not
understand the possible risks of what he is undertaking, he is not a
volunteer. As a consequence, unless there is some other justification
applicable to the intervention, one has moved outside any altruistic
rationale and moral justification based on this, for allowing
experimentation to take place. Thus it seems comprehension should
normally be required as an clement of the duty to inform and be
mandatory when the situation is non-therapeutic, which is to propose
a poverning coneept of *informed and understanding™” consent.®’

It is, however, legally difficult to monitor a totally subjective
requirement of comprehension by the patient. An intermediate
position has been suggested by Capron, that **the physician could be
held responsibie for taking reasonable steps to ascertain whether the
information presented has been understood . . . 77,%" that is a test of
‘‘apparent subjective understanding™ by the patient of the informa-
tion required to be given to him.

Thus in setting a standard to which the physician must adhere in
relation to understanding by the patient of the information he is
given, one has the choice between requiring: actual subjective
understanding; apparent subjective understanding; and objective
understanding, that is, the ‘‘reasonable patient’”” would have
understood, whether or not the particual patient did.

If one chooses “‘apparent subjective understanding’™ as the
standard, a similar standard should cqually be applied to govern
which information should be withheld. When in other words it may
be a breach of duty to give the patient certain information. This
occurs if the doctor knew, or ought to have known if he had taken
reasonable steps to find out, that disclosure of the information would
harm that patient . Further, it is worth considering here whether
there is at least a difference in nuance between a doctor’s duty to
withhold information and his doing so pursuant to a claim of
“*therapeutic privilege'’. ‘‘Therapeutic privilege’™ is not a wide
doctrine and probably only applies when to disclose the information
would cause recognized physical or mental harm to the patient.”® Yet
it possibly applies as a justification for nom-disclosure more
extensively than only when the doctor would have breached his duty
of care, or committed fault, by making a disclosure. Clearly,
however, there is a central core where both concepts are coexistant.
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The 1mportant points to underline are that the doctrine of
“therapcutic privilege’ applies where its conditions precedent are
tulfilled, within the “*pure’’ therapy situation, that it never applies in
non-therapeutic interventions,”" and only rarely, if ever, docs it apply
in therapeutic rescarch;™ nor could a doctor breach his duty of
non-disclosure €0 the patient or research subject by-informing him of
a risk or consequence of a medical experiment.

One must now cxamine the extent of the duty to inform. that is
the range of factors which must be disclosed, and how in any
particular situation this is to be assessed. The most frequently
formulated general tests are described in terms of materiality or
relevancy: that is either the factors must be disclosed which are
subjectively material®™ or relevant™ to that patient in deciding
whether to participate in that procedure:™ or objectively, the doctor
must disclosc what a reasonable patient in those circumstances would
want to know." This upproach, whether the subjective or objective
standard is uscd, marks a change from the extent of the necessary
disclosure being determincd by the medical profession, or according
to medical custom, to assessment by lay standards. In the United
States of America, the most noteworthy casc demonstrating this
change is Camterbury v. Speace ™ Such a development, if it has
occurred in other Common Law jurisdictions, is not documented as
yet in their reported cases and this is clearly an unsettled area of law
in all jurisdictions.

It 1s necessary to consider, however, whether this last statement
needs modification in relation to the jurisdiction of Ontario, in view
of the two recent cases on consent to medical interventions mentioned
previously. These are interesting but complicated with regard to who
sets the standard for the content of the disclosure. In the earlier one,
Kelly v. Hazlert " Mr. J. Morden, in specifying tests (o determine
what information must be disclosed by a doctor to avoid liability,
firstly in assult and battery, or secondly in negligence, says that the
former requires disclosure of ‘“the basic nature and character of the
operation””? and the latter of *‘collateral risks™,'"™ with only the
latter being “‘determined with the assistance of expert medical
evidence on what would be the proper scope of disclosure’™ ' In
regard to setting the standard of disclosurc for this latter class of
risks, any analogy to the American case-law, which hoids that the
content of ‘‘the duty is based upon the notion of what a reasonable
patient might be expected to wish to hear in order to make up his
mind””, " was expressly rejected. It seems, however, that a *‘lay’”
standard would apply to disclosure of risks in the former class, as a
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necessary implication from the fact that expert evidence is not needed
with respect to these.

The difficulty thus becomes one of characterizing any particular
risk within the suggested division, in advance, in order to determine
whosc standard applies, the patient’s or the reasonable patient’s'™ on
the one hand, or the doctor’s on the other. This proposed division
may cause problems in prospective interpretation of the conduct
required by law of the medical profession with respect to disclo-
sure;' it could also, rather arbitrarily, alter liability through its
effect, which the Judge recognizes, on ‘‘matters [such] as the
incidence of the onus of proof, causation, the importance of expert
medical evidence, the significance of medical judgement, proof of
damage and, most important of course, the substantive basis upon
which liability may be found’’,'™ which are “‘morc than
matter|s] of mere academic interest’”.'%%

Likewise there is controversy in the Civil Law as to what must
be disclosed to a patient!"?. The generally accepted formula in France
appears to be that the information must be “‘simple, approximative,
intelligible et loyale’.!" Vidal and Carlotti'® say this means the
patient must be told the essential elements which are determinative of
his choice. Mazeaud and Tunc!'" note that **il suffit de lui donner une
idée raisonnable de la situation et de lui permettre de porter un
jugement raisonnable.”’ These statements are consistent with, and
expositive or determinative of, the general attitude of French
jurisprudence towards the duty of the doctor to inform the patient.
This appears to be less stringent in scope, content and application
than in either Quebec or Common Law North America.''"' This
assessment of the French law must be balanced, however, against the
emphasis in Civil Law on the patient understanding the information
which is given''? which, within the scope of the disclosure required,
is a more demanding standard than that often applied at Common
Law. This approach may indicate a preference for subjective
standards, which is gencrally true in Civil Law jurisdictions
including Quebec, and consequently that the test of relevancy or
materiality of what must be disclosed is subjective, rather than
objective. This really means fulfillment of the duty is assessed from
that particular patient’s standpoint and not from that of a reasonable
patient, nor from that of his doctor, nor of a reasonable doctor.

Although such a standard is the ideal, it may place an unfair
burden on physicians, as well as giving any injured patient the
advantage of ‘*hind-sight’” in claiming that an undisclosed risk was
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material to him, and { suggest the test of disclosure should be based
on the standard of what a reasonable patient in those circumstances
would consider to be relevant information, with an additional
subjective test that if the doctor knew, or ought to have known, that
certain cother information was considered relevant by a particular
patieat, than this as well must be disclosed.

These are rather general formulations of the duty to disclose,
which are neccssary if only to indicate that there are several possible
approaches to filling in the content of this duty, which content is
continually changing and, further, must be adapted to each set of
circumstances. It is possible, however, to formulate a general but not
exhaustive substantive standard and to name some more particular
instances of the type of information which should be given to a
patient. The general rule is that the disclosure must at least include a
fair and reasonable explanation of the nature of the procedure and of
its risks.

With respect to explaining the nature of the procedure this will
usually be accomplished by describing, in general terms comprehen-
sible to the patient, the procedures to be carried out and their
inevitable consequences as compared with their risks.

In regard to risks, obviously if these are not known they cannot be
disclosed, but vsually the very fact that there are unknown risks
should be. This is probably the same duty as that formulated by the
Court in Fiorentino v. Wenger''™™ when it held the doctor was in
breach in not disclosing specifically that the proposed procedure was
novel and unorthodox. Waltz and Scheuneman''* acknowledge such
a duty to reveal that there may be unknown risks, but go even further
than this and postualte a duty of "‘risk discovery’ in innovative
therapy, which amounts to applying, and complying with, the
ethical-scientific principles such as prior animal experimentation,
bio-statistical assessment, and ‘‘herald”’ or cooperative trials. In
other words disclosure that all risks are not known does not exempt a
physician from liability for not disclosing risks which should have
been known. It may even be that a certain degree of lack of
medical-scientific knowledge of risks may make “‘informed’™” con-
sent impossible, although all prior ethical-scientific requirements
have been complied with and disclosure made of the fact there arc
unknown risks. Such was a holding, inter alia, of the Court in the
Kaimowitz Case,” in prohibiting a particular experimental
psychosurgical procedure.
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The most comprehensive statements ol the categories of risk that
must be disclosed prior to a medical intervention are set out in
relation to human medical cxperimentation in the Regulations of the
Department of Health Education und Welfare (D.H.E.W.)''" and the
Food and Drug Administration (F.D.A)"7 of the United States of
America.''7? But, even these [ submit, are still incomplete, at least
for the non-therapeutic situation. For example the D.H.E.W.
definition, which is the more generally applicable of the two, states
that **|t]he basic elements of information . . . include:

(1} a fair explanation of the procedures to be followed, and their
purposes including identification of any procedures which arc cxperimental;

(2) a description of any attendant discomforts and risks reasonably to be
expected:;

(3) adescription of any benefits reasonably to be expected:

{4) a disclosure of any appropriate alterpative procedures that might be
advantageous for the subject;™®

{5) un offer to answer any enguirics concerning the procedures; and

{6) an insiruction that the person is free to withdraw his consent and to
discontinue participation in the project or activity at any time without
prejudice to the subject.””

The F.D.A. Regulations,'" which govern only experiments
with *“investigational drug{s|”’, cxpressly require a patient or subject
to be informed that he may be used as a control, if this is, in fact, the
case. Such a disclosure requirement, as well as the more specific ones
relating to “‘the nature, expected duration, and prupose of the
administration of [the] . . . drug land] the method and means by
which it is to be administered . . . *7,'** are, presumably, included
within the requirement of “‘a fair explanation of the proccdures to be
followed™’ of the D.H.E.W. regulations.

Extensions to the D.H.E.W. definition which have been
suggested, include a duty to disclose the overall purpose of the
rescarch,’?’ which would be particularly important if medical
rescarch were not restricted to medical purposes.'®* It is possible that
some patients or subjects would agree to participate in rescarch
having one general purpose but not another, even if both of thesc are
medical: for example a pregnant woman may agree to be a subject of
research aimed at improving the well-being of foetuses, but not to the
same research if it was designed to advance abortion techniques. It is
surely for subjects to decide what purposes they choose to promote by
their participation.

Connected with this duty to disclose the general purpose of a
medical research undertaking, is a subsidiary one of disclosing the
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source of the research funding. This is a safeguard which would be
effective in some circumstances, in pufting subjects on notice of
questions thcy may want answered before agreeing to participate.
Another valuable disclosure for similar reasons of **giving notice’",
is that suggested by the World Health Organization'** in relation to
the conduct of drug trials, which is that additional renumeration of
investigators for conducting research be disclosed to subjects.

1 would suggest that it 1s not sufficient to disclose that
alternative therapies are possible, but that the doctor must indicate
that he will at least make his best efforts to see that these are made
available to the patient, and further, that if one of the treatments is
experimental and the patient decides to refuse this now, he would
retain the option to consent to it at a future time.'® Such provisions
mitigate against any coercion that the patient may feel if he imagines
that a refusal of experimental treatment will leave him without any,
or adequate, treatment, or close off his options permanently. That is,
not only a right to rescind consent must be given, but also a right to
rescind a refusal of consent should be considered.

Other recommendations'*® in relation to disclosure of informa-
tion to medical research subjects are that it should include: the reason
for selecting that person as a subject and a note that the potential
subject can decide not to participate without prejudice; promises of
confidentiality, of compensation, or of non-compensation if this is
applicable,'® and that additional costs to the subject due to his
participation will be met.

The way in which required information is delivered to a patient
is important from several aspects. These include avoiding coercion
and aiding understanding by the patient, not only understanding ot
the content of the information, but also of his rights in the particular
situation, especially those rights not referred to expressly. This
means not only speaking to the patient in his own language, but the
words selected within the language used must be simple and clear,
without mandatory overtones whether overt or subtle, and invitatory,
that is expressing that the person has the right to make a decision
whether to submit to treatment or not.'*” In the medical research
context, but equally applicable in the “‘pure’’ therapy situation,
Hershey and Mililer'®* suggest that this approach can be implemented
by referring to the patient’s rights in the second person and the
researcher’s duties in the first person, for example; ““You are
completely free to withdraw at any time from the experiment’’, and
**if you have any questions, we expect you to ask us’’, to achieve the
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maximum personal impact of the respective rights and duties
involved.,

Thus there are more problems involved in giving the patient
information than just deciding what must be said. It is also a question
of how, where, and by whom the information is to be given if
disclosure of information, a procedure designed to protect the patient
or subject, is not itself to be used as a coercive tool.

As to how and where the information should be given, Martin ef
al'?® suggest that the disclosure process, as well as the consent which
may eventuate from it, must be viewed within a “‘social context™’.
This means one must take account of possible coercive elements in
the setting, such as peer group influence or, to repeat, even such
simple factors as the tone of the language used to communicate the
information and whether this is framed as an invitation, or gives an
impression that consent is presumed.'®® The form and style that a
disclosure takes are of even further significance as there is
evidence'! that overwhelming a patient with information may
decrease his degree of comprehension. In this respect probably the
generally applicable ideal is simple, comprehensive language.
presented both orally and in writing, with provision of adequate
opportunity for questioning by the patient. At least in the non-
therapeutic research situation and possibly where appropriate in other
instances, there should be a mandatory delay between presentation of
the information and obtaining of consent. Gray,' after a very
detailed empirical study on consent in the therapeutic medical
research situation, concluded that the place where the information
was delivered was important to the degree of comprehension by the
patient, and it affected his decision whether or not to participate in a
medical experiment. For example, a patient who has been admitted to
hospital may feel less able at that time to refuse to participate in an
experiment than he would have if he had been asked one month prior
to admission.

As to who should do the informing there are several {actors to be
balanced: there is a danger of leaving a patient uninformed when the
duty to obtain consent is delegated to a subordinate;** on the other
hand, the more dissimilar a subject is from the physician in terms of
education, race, status and cconomic position, the more likely is the
subject to be unaware of the nature and purpose of the medical
procedure.'** Barber ef a/"** suggest that physicians, especially when
conducting rescarch, use mechanisms which protect them from
emotional involvement with subjects by limiting their contact with
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them, and one of these is having a nurse or intern obtain consent, To
overcome this situation it should at least be mandatory for a physician
to personally satisfy himself that “‘informed’ consent has been
obtained. Ideally this should involve some personal interaction
between him and the patient, which will act as a protective
mechanism for that patient. This may be enforced legally by seeing
such an obligation as part of the physician’s non-delegable duty to
ensure informed consent is obtained, cven if this obtaining is carried
out vicariously. '™ Whao gives the information to the patient is seen by
Slovenko'™? as the crucial fuctor in determining the voluntariness of
consent, and he suggests that other “*health professionals™ should
““dilute’” the relationship with, and information given by, the
patient’s own physician.

There is a further comment to be made here and this is that the
duty to inform the patient is not fulfilied once and for all, but is a
continuing one throughout the procedure’™ and even possibly after it
is complete, as patients should be warned if adverse reactions become
apparcat later. Perhaps the most important application of this
continuing duty is if new paramcters of risk are discovered after
consent was obtained but before the procedure is completed. This is
especially true if such a development occurs during a controlled trial,
as this adds to the problem of deciding when it becomes unethical to
continue such a trial. The additional modification required in such
circumstances is that it would certainly be unethical to do so without
further disclosure and consent.

Finally 1 would like to briefly mention some corrective
mechanisms and safeguards which may be worth using to enhance the
protection afforded by the doctrine of **informed’” consent.

Firstly, as a legal mechanism, one can insist that the patient is
not ahle to waive the right to be informed, at least in a
non-therapeutic situation. Then, with respect to imposing legal
liability on a doctor for non-disclosure a lenient test of causality
should be accepted,'® such that the failure to disclose need not relate
directly to the injury which cventuated. In this respect the approach
of the Civil Law, as outlined by Giesen, seems a desirable one. He
says that **[slelon les jurisprudences frangaise et allemande, prouver
un lien de causalité entre Uintervention pratiquée sans le consente-
ment éclairé du malade et le préjudice causé suffit a établir la
responsabilité du médecin. Contrairement i la pratique juridique
suivie en Grande-Bretagne, les tribunaux ne cherchent pas a savoir si
le malade, a supposer qu’il ait été convenablement informé, aurait ou
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non refusé de donner son consentement’”.'*® The adoption of such an
approach would lighten the burden of the patient in proving causation
and really means that liability is imposed for loss of a chance to
refuse to participate in treatment, an opportunity which would have
existed if the required disclosure had been made.'*!

Lombard et af'*2 compare the effect in French and American
Law of a failure of the doctor to inform the patient. In French law, he
says, this amounts to “‘dol”’ —fraud—which means the contract is
“qul” due to a failure of consent. However, failing to inform the
patient is not actionable per se, but only if the doctor is at fault in
making a decision which has untoward consequences, when he is
liable for damages caused by this fault, which is aggravated by the
fact that he took the decision alone.'" In comparison, in the United
States of America, if the doctor docs not properly inform the patient,
he is liable for all resulting complications even those caused without
fault. '

Less legal comective mechanisms and safeguards for consent,
but ones which may enter into proof of the validity of the informing,
are a two part consent form,'? in which the first part gives the
information and the second part is a questionnaire subsequently
administered to test the degrec of comprehension. This is especially
important in medical research where only those subjects displaying a
sufficient level of understanding may then participate as subjects.

Again in relation to medical research, Hershey and Miller, and
Gray, suggest methods which are not directly related to assessing the
understanding of the required information by any particular subject,
in order to test the validity of the informing. Hershey and Miller'*®
believe that a certain percentage of refusals should be anticipated if
the risk is properly explained and that the researcher should be
required to keep a record of these refusals. Gray'* suggests one
should examine the decision factors considered by the persons who
agree to become subjects, in order to assess the validity of their
consent, to the extent that this depends on the information given and
understood. Tf, for example, it is an objectively risky study and no
subject reports considering risk, or if there is no benefit to the
subjects but no reasons of altruism are given, then there is at least
evidence that the subjects have not been informed, or have not
comprehended the minimally required amount of information for
““informed’” consent.
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Any such review of consent should obviously be carried out by a
disinterested party and. in fact, this shows another safeguard
applicable here, which is peer or committee review of the validity of
the consent, At one stage this was even specifically provided for in
some D.H.E.W. Regulations, '™ which established special “‘consent
committees’’ as well as general review boards which also had a duty
to determine the validity of the consent given by research subjects.

Rather than just reviewing the consent given, it would also be
possible to require participation of an independent third party or
parties in the consent process, even including a review committee
itself where this was otherwise involved in the situation *‘to make the
consent decision more genuine’’.'* In relation to medical treatment
carrying any significant risk this is probably the most practical and
worthwhile safeguard and such a third party could be a relative of the
patient, or someone of his choosing, or a nurse. or medical social
worker. As well as helping to ensure proper disclosure by the doctor
and comprehension by the patient, such a procedure overcomes any
criticism that the doctor rather than the patient made the decision to
operate,

To summarize what 1 see to be a desirable approach to the
informing of patients:

(1) all material or relevant risks 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, accurate and not too complicated;'®"

(2) the test of materiality of information should be objective vis a vis
a “‘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 “‘reasonable patient’’ was in fact material to this
particular patient or subject in his decision-making;

(3) the test of required comprehension of the disclosure should be
“‘apparent subjective”’, that is the doctor must take reasonable
steps in relation to the particular patient to ensure that he
understood and that objectively, or apparently, he did;

{4) care should be taken that the informing process is not coercive,
and possibly in some circumstances an estimation should be
made by a “‘disinterested’’ outside party in this respect and with
respect to the effectiveness of the informing process;

(5) in non-therapeutic experimentation there can be no mitigation of
these standards and no waiver of the right to be informed is
allowed:;
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(6) in the therapeutic situation waiver, *‘therapeutic privilege’’, and
a duty not to inform, may all apply dcpending on the
circumstances, but generally there should be a presumption that
they are inapplicable, with the burden of proof to the contrary on
the person alleging this, and with the rebuttal of the presumption
only being upheld when the circumstances clearly indicate it.

2. The duty to inform the patient of his medical record
or of experimental results

The other matter which I wish to deal with here, is also a duty to
inform the patient, but in contrast with the duty to obtain *‘informed”’
consent, is more in the nature of an ex post facto, or performance of
the contract duty, rather than a formation of the agreement or
“‘consensus’’ obtaining obligation. This may be described as the
right of the patient to his medical records or to the results of any
experiment carried out on him, and a corresponding duty to inform
the patient when he chooses to exercise this right, or when it would
be detrimental to him not to be informed.!*! The duty is framed in this
way because an overriding duty to disclose may be detrimental to the
patient. For example, some authors think it is unethical to inform a
person of an untreatable prognosis,'** which I submit is an acceptable
approach to the extent that the person does not seek the information.

[n many jurisdictions there has been debate!™ regarding the right
of a patient to his own medical records, and whatever the decision
reached in the normal therapeutic situation, I propose that at least all
experimental subjects must be given this right, whether the
experimentation was therapeutic or non-therapeutic. There may be
some difficulties with such a right. For example the French Code de
la Sanié publigue'™ states that a patient may not be told *‘la nature
des produits essayés, les essais eux-mémes et leurs résultats.” In the
United States of America the F.D.A. had relied on their argued
exemption from the disclosure requirements of the Freedom of
Information Act'® to withhold all drug trial results, although the
basis for this practice was upset by a court decision'*® holding such
information to be generally disclosable pursuant to the Act.'>

It is a separate question whether restrictions on disclosure would
be, or should be, applied against a patient, or a research subject who
helped generate results as opposed to an “‘outsider’” who secks the
same information. One difference is that in the latter case problems
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of consent and questions of privacy and confidentiality may be
involved. There are alse other reasons which may require disclosure
of research results to a patient or subject where this would not be
required in relation to a non-subject. For instance, the subject’s
participation may be regarded as identifying him with the research
and earning him some ‘‘guasi-proprietary’’ interest in the results, at
least to the extent that he needs these for his own health care. While
dealing with this topic, it is worth mentioning that the fact that a
person participated in research should be entered on his medical
record and, possibly, should be recorded in some central data bank as
a means of protecting ‘‘ex-subjects”’ of research from risk.

Another way in which a distinction may be made with respect to
the rights of subjects and non-subjects to research results, 1s by
differentiating between rights and duties. For instance the Freedom
of Information Act™™ in the United States deals with rights to
disclosure, but it says nothing of an independent duty of the
researcher to disclose the results to the patient.

I submit that, except where a doctrine of ‘‘therapeutic
privilege’” would apply, a patient should have at least a right to
examine his medical {ile if he so desires. Further, the subject of an
experiment should have a right to know the experimental results
related to his participation. For such a subject this right is a coroliary
to that of confidentiality, as the lafter means he has aright ot to have
such results disclosed, except to the extent that he consents to this. If
it can be anticipated that having knowledge of his medical record, or
experimental results, may harm a patient or research subject, the
situation can sometimes be dealt with by a prior agreement that the
information need not be disclosed, except where it would harm the
patient not to disclose it. Such non-disclosure could aiways be legally
challenged and the burden would then be on the physician, as it is in
“‘therapeutic privilege’", to prove that the withholding of information
was justified. A legislative example of such a scheme is found in the
Loi sur les services de santé et les services sociaux'™ of Quebec.
This provides that a person

to whom an establishment refuses access to his record or refuses 1o give
written or verbal communication of it may, on summary molion, apply to a
judge of the Superior Court, Provincial Court, Court of Sessions or Social
Weltare Court or to the Commission, to oblain access to or communication of
it, as the case may be.

The judge shall order establishment (sic) to give such . . . |person| access 10
his record, or communication ol it, as the case may be, unless be is of opinion
that it would be seriously prejudicial o the health of such . . . lperson| o
examine his record, '3
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It may be that in certain circumstances this suggested duty of ex
post facto disclosure is even more intense, for example when a
randomized controlled trial, either double or single blind, has been
carried out and the patient has consented to a certain amount of initial
non-disclosure. In such cases there may be a duty to inform the
participants after the trial has finished of what they actually took or
had done to them, again with a restrictively applied exception that
this is not necessary where such disclosure may harm the patient.
This is a difficult matter to assess here, as some persons may be
psychologically upset on learning, for example, that they exhibited
profound side-effects when taking lactose tablets.

B. OBTAINING CONSENT
OF THE PATIENT OR RESEARCH SUBJECT

1. What is the purpose of consent?

It has been emphasized that one must look at the principles
underlying rules which have evolved to regulate the medical
relationship, and enunciate the purpose these rules are designed to
achieve if one is to judge whether the rules are necessary, or
effective, or whether some better system can be evolved. Nowhere is
such an approach more needed than in the elucidation of the nature of
consent, and in the controversial area of the necessity or otherwise of
obtaining it, and in determining what minimum quality of consent
suffices as at least the legally, if not ethically, acceptable entity.

What is the purpose of requiring consent? This would appear to
be a simple question which is often answered by saying that it is to
protect the auwtonomy and integrity of the individual. But the
numerous responses given in the literature are much more subtle in
their distinctions than this straightforward, but not very instructive,
reply as to how or when the aim is achieved, and some responses may
even constitute a departure from this answer. Certainly it is an
enlightening exercise to examine some of the opinions and reasons
given for requiring consent. Not the least of these is that in dealing
with patients unable to consent, one cannot dispense with or
substitute for the usual requirement of consent unless one knows why
consent is required in the ‘‘normal’” case. Only then can one tell
whether this purpose can be achieved in other ways.
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Firstly there scem to be some presumptions underlying the
requirement of consent. Gustafson'® describes these as a moral
assumption that a person has a right to determine his own destiny and
a philosophical judgement that he is capable of doing so. In the
context of medical experimentation, these presumptions are expres-
sed by Beecher'®" as a belief that the researcher has no right to choose
martyrs and that society will not tolerate the domination of subjects
by researchers, and that it is the function of the “*myth™ of
““informed’’ consent, to ensure that this is not occurring.

The presumptions underlying consent are given more specific
content by Brody,'™ who says that consent used to be seen as
necessary in order to establish a patient’s interest in a procedure, and
that its ability to do this depended on a presumption that the person
would act in his own self-interest and for his therapeutic benefit, that
1s self-protectively. However there has been a change from consent
being seen as only promoting this interest in self-protection to its
function also including protection of an interest in self-
determination.'® This change eliminates the need for the presump-
tion of self-protection as, if a truly free and informed consent is
obtained, whether the results of the procedure to which consent has
been given are good or bad for the person in the sense of helping or
harming his physical or mental integrity, there is no doubt that at
least in his criginal decision he is being self-determinative. With such
a change other presumptions are introduced which relate to the
assumption that it is possible to obtain adequate consent and that the
right to self-determination is an overriding good, which is to restate
and support Gustafson’s conclusions referred to above.

In contrast to the presumptions underlying consent there are also
some important presumptions as to the nature of consent itself.
Jonas,'®* for instance, describes consent as not being a permission
but a willing, and Crépeau explains consent as a matier of judgment
and will.' These statements imply the necessity for some positive
element in the concept and purpose of consent, rather than seeing its
function simply as a neutralizing of liability which would otherwise
be present. In this respect it is interesting to look at the old Common
Law pleading of consent which reaches back to Bracton,!*® and
which was by way of the term *‘leave and licence’’."%" The defence of
consent had (o be raised under the general issue, not as a matter of
special pleading, which meant it was nor regarded as a *‘justifica-
tion’” to be pleaded by the defendant by way of ‘‘confession and
avoidance’’,'" but rather as an allegation that if’ consent of the
plaintift were present, then the necessary and sufficient elements of a
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cause of action in assult or battery for instance, were absent.'% |
suggest that these words ‘‘leave and licence’” have a much stronger
connotation than a mere waiver of legal rights by the plaintiff, as a
waiver effect would be more consistent with regarding consent as a
justification. Rather they import a notion of positiveness, of intention
and willing by the plaintiff with respect to the act perpetrated by the
defendant so that the defendant, relying on consent as a defence,
admits the act but avoids a cause of action. Thus liability is avoided
by the defendant’s proving the positive right given to him by the
plaintiff to carry out that act.'®

This leads to, and is consistent with, the purpose which some
authors see in consent of transferring power. Paquin'™ says the
doctor only has the power given to him by the patient and for this
reason needs consent. Annas and Glantz'™' say that consent has been
developed to give the patient more power and to equalize the
doctor-patient relationship. It is obvious that these authors are
starting from opposite presumptions: the former that the patient has
the power, which is usually legally and morally true,'™ and the latter
that the doctor has the power, which is often more factually realistic.

Shannon'™ also sees the role of *‘informed’” consent as related
to power, but as part of a more complex structure. He argues that
medical researchers, for example, need a wider loyalty or value base
than purely self-interest or scientific interest'™ and that therefore
they must view membership of a profession as “‘a way of integrating
the [professionall individual and society’’'™ and of “‘specifying
social obligations and responsibilities”’'™ for them. These two
factors together will force the professional “*to perceive the research
subject as a fellow citizen””,'"” which will weaken the power of the
professional over the subject. This is the samc function that
“*informed’" consent plays in the structure. It does this by informing
the researcher that he cannot just do what he wishes, and helps the
subject to learn that he has rights which must be respected.'™

Other writers also state that the purpose of consent is to
maximize respect for the person,'” or more specifically to ensure
that the patient's interests are considered and respected,'™ or
promoted. ' At the least, such respect requires involving the paticat
in decision-making which affects him, and may even demand that
society’s views in this regard are taken into account as well. Consent
is one method of promoting this respect for the person, either by
setting rules as to what is recognized as a valid consent by an
individual or, with respect to direct societal control in the decision-
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making, by specifying acts to which one may or may not conscant.
Recognition that respect {or the person must be ensured, whether as a
function of consent or in other ways, is essential to recognizing
persons as being of moral worth'® or, in negative terms, to avoid
“tampering with human beings, getting at them, shaping them
against their will'®® |which| . . . is . . . @ denial of that in man which
makes them men and their values ultimate’”. 1%

How effective conscnt is in achieving this aim will depend to
some extent on the degree to which consent is seen as having only a
symbolic function of maintaining respect for the individual. In
relation to medical research. where respect for the person is most
important and often most threatened, Freund'*® has argued the worth
of the symbolic function of consent. He notes that by symbolizing
respect for the individual it forces the researcher to rethink and
articulate the experiment in these terms, and has *‘a valuable
reflexive effect on the enterprise itself’’.'® That is, apart from
raising sensitivity to the subject’s rights, consent may promote a
medical purpose by having a salutory effect on the actual medical
techniques and procedures used. Such a symbolic effect is good, but
it is more disturbing to see the defence lawyers in the Kaimowitz
Case'™ arguing that consent is not necessary because it serves only a
symbolic function'*®*—a different content of meaning and effect than
that foreseen by Freund.

In another group of purposes attributed to consent, one {inds
Calabresi’™ sceing it function as the minimum requirement in
striking a balance between present individual lives and future lives in
general, and as reducing the directness of the decision to use the
former to benefit the latter. This is in accord with his general
theory'®® that there is conflict between socicty’s role as protector of
the individual, and socicty’s role in deciding when to sacrifice the
individual for the common good. Calabresi believes the decision in
the latter case must be made indirectly in order to preserve the
appearance of the first “*protector’” role of society, but that the
decision, when made, must reflect society’s values. Thus to the
extent that society allows an individual to consent to medical
interventions, by not characterizing such a decision as contrary to
*‘public policy’” or ‘‘public order and good morals’", it allows the
individual “*via™’ the mechanism of consent to implement its own
latent policy decisions.

Childress,'*! in a related argument, and spcaking of mediecal
research, sees consent as decreasing the sacrificiality otherwise
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involved in this activity.' This somewlat negatively phrased
purpose of consent can be compared with the positive ones of only
suffering chosen risks,'*® or of generally protecting the patient.'™
Within this latter purpose some authors advocate that consent should
be seen as a guideline to help the patient reach total well-being, and
not be seen as a goal in itself.' The aim here is probably to
emphasize that consent is usvally a necessary, but not a sufficient
condition for ensuring the legitimacy of an intervention.

There is yet another more philosophical and sociological
purpose foreseen in consent. Traced in opinions of commentators
from various disciplines, this purpose may be termed that of
indentification. First of all there is identification of a patient as &
person. May!%% says that personhood is a gift each confers on others
and that one therefore becomes a person with the heip of other
members of the community. The consent sitwation is definitely an
inter-personal encounter,' the problem being that it may be
de-personalized'® and with this the involved patient may be
de-personalized as well. This may be done deliberately, or subcon-
sciously, by a medical researcher, for example, as a self-defence
mechanism, '

Jonas?™ also speaks of identification, not so much in the sense
of seeing the subject as a person, but rathcr of the strength of that
person’s connection with the purpose of the proposed intervention.
This can be related to the former type of identification because the
more strongly the person identifies with the purpose of the research,
the more he is participating as a person in contrast to being used as an
object. This he sees as the basic principle allowing, or prohibiting,
the choice and use of a human subject in medical experimeniation.
Such identification is achieved, I suggest, by means of the subject’s
informed and understanding consent to participate in research,
research with which he is sufficiently objectively 1dentified.

This same idea of the purpose of consent, that is to identify the
patient or subject first as a person and then with the treatment or
research undertaken on him, is probably Ramsay's intent when he
speaks of consent as showing fidelity,”™ and as demonstrating a
common bond between the patient or subject and the physician or
researcher, making experimentation for example, a joint venture, a
partnership.?"? Further, Parsons®® describes the same concept in
sociological terms when he says consent is a two-way process: of the
professional complex to “*admit’” the research subject to, and of the
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subject to accept the status of, membership in the associational
collectivity.

Possibly Gray®™* had such an identification-participation idea of
consent to medical research in mind when he wrote that the failure to
obtain “‘informed’’ consent deprives the research subject of an
experience, threatens the integrily of the research project as it then
becomes inhumane, and is a violation of cthics poisoning the general
atmosphere.

A further purpose for obtaining consent may be to achieve
certain legal effects connected with, but distinguishable from the fact
that, as a matter of law, it may be necessary to have consent. The
concept of consent is related to the concept of responsibility and
those who consent must bear the consequences of their decision, that
is, one function of consent is to shift responsibility and with it
liability.*** It may be, as Edsall?"® argucs, that ““informed’’ consent
is too easy a hurdle for the medical researcher to clear, especially if
legally it has this effecet of fully shifting liability, Further, the
presence of consent should be inconsistent with that of coercion or
duress, concepts which have both factual and legal content. While
this is clearly the aim in obtaining consent, care needs to be taken that
consent is not a cover for coercion or duress, rather than guaranteeing
their absence.

Apart from any disadvantages there may be legal advantages for
the patient arising from the {act that consent is required. It may be
easter to prove lack of consent than to prove negligence,?” or to
prove the elements of a cause of action based on the former rather
than the latter;>™ further, the impossibility of obtaining consent may
be used as a total bar by a court,?™ or legislature,?'® to prohibit
certain practices.

Within the context of examining the legal purposes related to
consent, one should note specifically that consent does not justify
medical experimentation or euthanasia, for example. Justification of
research on humans, for instance, depends on the inter-relation of
mulitiple factors. The legal effect of consent, in contrast to some
extent to the legally implicated purposes which it may serve, is to
make conduct potentially defensible which would be actionable
without it.*'' However, consent does not act as a sole justification of
such conduct. Rather, once adequate consent is shown, justification
will depend on other factors outside the realm of consent. In my
opinion, the distinction between consent as a sufficient and a
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necessary condition is important to kecp in mind if consent is to serve
its protective function and not be left open to abuse, especially as a
cover for practices which would not be justificd on the basis of
criteria other than consent.

Such a cover role for consent can be seen in some statements of
the reasons envisaged as underlying requirements for obtaining
consent. The American Heart Association, for cxample, seems to
regard the purpose of consent as being primarily to protect the doctor
from legal liability, when the Association regretfully recognizes that
it “‘does not afford absolute protection to the physician' %
Similarly, when Wolfensberger®'® speaks of consent as being a
*‘release for the researcher’’. he is seeing its function as being
protective of the researcher rather than of the subject. Clearly consent
is protective of the doctor or researcher in the sense that normally he
is legally and ethically at fault in failing to obtain it. But to describe it
in this way is to warp the purpose the concept is designed to promote.
It would be the same as my saying that it is protective of myself not to
murder people because to do so would subject me to legal Liability,
and therefore the reason for the law prohibiting murder is to protect
me.

1 would advocate a strong emphasis on the purpose of consent as
being protective of the patient. This may require an express stalement
as to whether the protection of his rights to autonomy and
inviolability are absolute or relative, and in the latter case the terms
of this retativity. There should also be strong emphasis on the idea
that consent is usually necessary, but not sufficient, to ensurc legal
and ethical validity. I would also promote a view of consent as a
guideline which is always applicable, even if the goal is only
sometimes, or never, attained .

2. Should consent be defined?

There is one major reason why consent should not be defined, at
least in terms of the procedures necessary to attain it, and this is
because normally when one has complied with the definition, then
legally the defined entity is deemed to exist. It would be possible to
legislate a very stringent definition of consent but it is bad policy to
enact unattainable legal standards. Rather than raising the level of
adherence the effect may be a total disregard of the Jaw *'



The United States D.H.E.W. Regulations give a general
definition of ‘‘informed consent’”: ‘‘the knowing consent of an
individual or his legally authorized representative, so situated as to be
able to cxercise free power of choice without undue inducement or
any element of force, fraud, deceit, duress, or other form of
constraint or coercion’”.>'® This provision must be scen as outlining
the characteristics of **informed™” consent and not as implying that if
the procedures mandated in the Regulations are followed, such
consent is decmed to be achieved. An express statement to this cffect
is included in other Regulations specifically applicable to mentally
disabled subjects: **Nothing in this subpart | which outlines additionai
procedural protection for such patients when they participate in
medical research| shall be construed as indicating that compliance
with the procedures set forth herein will necessarily result in a legally
effective conscnt under applicable State or local law to a subject’s
participation in such an activity.”''" This is to argue that the
procedures required by the Regulations are only safeguards attempt-
ing to ensure that ‘‘informed’ consent is obtained and are not
definitive as to what fullills this.

There is a problem in this interpretation however, as the same
Rcgulations require the ‘*Review Board™, the cthical review
committee, to certify that *‘fegally effective informed consent will be
obtained by adequate and appropriate methods in accordance with the
provisions of this part’”;*' and the institution where the research 1s
conducted is ‘‘obligated to obtain and document fegally effective
informed consent’”.2" If following the specified procedures i1s not
conclusive evidence that **informed’” consent is obtained, then as the
Human Experimentation Subcommittee of the Research Board of the
University of Toronto pointed out to the D.H.E.W., “‘in Canada
‘legal effectiveness’ could only be determined after the fact by
fitigation™*.?*" An arrangement was therefore negotiated by this
University with the D.H.E.W. whereby the certification madc was
that, *'in so far as the review committee could determine, the
informed consent was unlikely to be tegally ineffective’™.**! Perhaps
as the D.H.E.W. accepted this, it represents the sense in which the
Regulations are intended.

Another reason not to decfine consent, except as characteristics
which arc apparent when it is present, is that it must be seen as a
continuing requirement, not something which is achieved once and
for all when a subject agrees to participate in an experiment. Further,
definition of consent may tend to detract trom the notion of
continuing change in content of the consent, which 1s also inherent in
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this concept. Seeing consent as a continuing process correlates with
the continuing duty to inform which has already been discussed®*?
and emphasizes the notion that the patient is free to stop consenting
which is usually described as freedom to withdraw from the
treatment. I suggest that this latter phraseology undesirably implies
that a positive act of discontinuance is necessary on the patient’s part,
rather than seeing consent as the positive act, in the absence of which
there is a return to a netural or usually presumed position at any
time.??? This same distinction can be seen in the terminology used to
describe why consent is needed. One can say the patient consents to
treatment, or consents to waive a right against treatment. There is
more emphasis in the second description on the need for continuing
consent, as the right is only waived while the consent continues,
whereas in the former there is more an impression of having given
conscnt to a particular treatment once and for alf, and that subsequent
withdrawal depends on a separate right of revocation. The overail
result is the same, but the underlying attitudes are not necessarily the
same.

One of the difficulties in seeing consent as an on-going process
involving the continued participation of all parties,?** may be caused
by legal doctrine on the concept of consent within the arcas of
obligations, torts, and contract. Especially within the contractual
framework, with its requirement of consensus ad idem, consent is
assessed when and where the ““meeting of the minds’” of the parties
occurs. Now the medical relationship in all jurisdictions is altmost
always®™ at least partly contractual, and this gives the impression
that consent is given once and for all at the time of entering the
contract. The problem can be overcome by envisaging that there are
two consents involved: consent to the contract and consent to the
medical care given under the contract; and that the duty to obtain the
latter, and the continuing obligation to do so, arises under the
contract.**

The reason that such a distinction may be important, apart from
promoting the idea of the necessity for a continuing consent, is that it
fiberates this consent to the procedures undertaken on one’s person
from any restricting contractual doctrines. For example, in Common
Law, whether or not there is consensus ad idem, that is consent
giving rise to a contract, is judged objectively.?*” This may be an
unethical standard to apply in assessing consent to a medical
ntervention. By scparating the two consents involved, one can then
cnvisage the contractual consent, if it is present, within its normal
context and as governed by the usual rules. Then one can regard the
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consent to treatment as a right and duty created by the contract or by
law, and in either case as not limited by or dependant on the rules of
formation of contract, but as founded rather on rights given under the
contract or by law, or even on basic human rights,**® any of which
may be much broader.

Also one can argue that the distinction between **consent’™ and
““informed’ consent’’ is observed in this division of consent to the
contract and consent to the treatment, respectively. Prosser,?2¥
speaking of the intentional torts such as trespass to the person, for
instance assult and battery which are among the most ancient of the
Common Law actions, says the consent which was necessary to
negate the wrong, was to the defendant’s conduct not to its
consequences. Such torts were prosecuted under specific writs and it
was ‘“‘via’' the development of a more general writ, ‘‘an action for
trespass on the case’, and under this, allegation of an assumed
obligation, assumpsit, and subsequent breach, that contract and its
consensual doctrine developed.” Thus, in the history of the
Common Law, tortiously and contractually relevant consent were
related. Possibly the former, being more ancient, influenced the
latter, and as the tortious rule was that the consent need only have
been to the conduct of the defendant actor to be taken into
consideration as negating the actionability of his act, this may show
the need to develop a ‘‘consent as to consequences’ requirement—
“*informed’’ consent—which may also be founded in tort, or
alternatively, on a contractual obligation basis. The advantage of
such bifurcation with respect to both the two consents and the two
juridical regimes applicable, is to emphasize all the different
necessary elements and effects of consent, and would tend to
overcome assumptions such as Toole’s,®! that there is no assault in
prescribing a drug and therefore, he concludes, consent is not
necessary in undertaking this procedure. It is true that assault and
battery does not lie here because any damage caused is indirect and
unintentional and therefore it is irrelevant to consider the necessity of
consent in the intentional tort context. But to conclude that this
means consent is not necessary, that is that consent is only relevant to
avoid commission of assult or battery, shows the absolute necessity
of adopting the dual analysis suggested.

3. Is consent possible?

In outlining characteristics of ‘“informed’’ consent and suggest-
ing some guidelines and safeguards towards ensuring that it is

37



obtained, onc assumes that it is possible to attain this goal, a
supposition which is far from undisputed.® Beecher named the
doctrine the “‘myth’ of “‘informed™ consent™** and warned that one
must recognize the problems inherent in it if it is to be used properly.
The principle of requiring “‘informed’’ consent is correct, he says,
the difficulty is achieving it. He concludes that the rcality envisaged
can only be approached and almost never fully attained.?* Portes™®
is of the same view: “‘le consentement ‘éclairé” du malade . . . n’est
en fait qu'unc notion mythique ... *’. He suggests that ““nous
donnens au mot de consentement sa signification habituelle d ac-
quiescement averti, raisonné, lucide et fibre’’.?*® Similarty Pelleg-
rino®*7 believes consent is never wholly free or whelly informed in an
absolute sense and thercfore he advocates a change of nomenclature
to "‘valid consent’’. Ingelfinger,?®® on the other hand, describes
consent as ‘“‘informed but uneducated’”, meaning to indicate by this
that there is neither adequate understanding, nor total freedom of
choice.?®® Vidal and Carlotti** also see free and clear consent to
treatment as impossible, but regard it as non-essential in protecting
the patient. This is because they view a therapeutic aim as the sole
justification for a medical intervention, not consent, and the free and
clear consent which they argue is needed and is protective is that
relating to choice of a doctor, not the treatment he gives >

.

Some of the views expressed above pre-date the trend towards
more emphasis on ‘‘informed’’ consent in all jurisdictions, but, to the
extent that they still apply, the danger that they represent is that in
saying that *‘informed’’ consent is impossible to obtain, a reaction is
engendered that therefore there is no obligation to try to obtain it.
Such an obligation is denied by the use of a principle rather like the
old Equitable maxim that **Equity will not order the impossible’”.***
For this reason, I suggest, the desirable attitude is to regard
“‘informed’’ consent as a process rather than an event, in the sense of
both needing continued informing and consenting, and of trying to
achieve the desired aim. One may visualize consent as a continuum,
with the minimum requirement in order to justify a medical
intervention on a person depending on a relationship of relevant
variables, but on which the aim should be to come as close to the
ideal as possible. This moves the discussion to the next considera-
tion: *'is consent always necessary?”” For, at one end of this proposed
continuum, there may be a point at which the intervention is justified
without any ‘*informed’’ consent being present.
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4. Is consent always necessary?

Although this question has been canvassed to some extent within
the discussion of rights against trcatment and the doctrines of
autonomy and inviolability,*'* it merits separate consideration with
the slightly different cmphasis that is given by approaching it from
the viewpoint of the necessity of consent.

There is a distinction made by McCormick** which is worth
noting here, as it serves as a useful analytical tool. This is the
difference between the ethics of consenr—that is when consent is
required—and ethics in consent—how the requirement is applied
and fulfilled. These are closely related, partly because the ethics
applicable to each category depend on the same variables. Hence the
discussion so far, which has principally concerned ethics in consent,
is also relevant to what follows, where the problem focused upon is
the ethics of consent.

It seems that one can formulate a general rule that consent is
always required to a medical intervention on the person, but that
some codes, courts and commentators recognize exceptions to this
general rule, though the bases and extentions of these exceptions

vary.

Firstly, in the therapeutic situation there may be two such
exceptions, one of which may be regarded as apparent and not real,
since consent is presumed. This occurs in an emergency when the
patient is factually unable to consent, and consent may be implied.
The very fact that such an implication is made supports an
assumption that consent is necessary.?®® Whatever the basis used to
justify such an emergency intervention, it is not usually a cause of
legal problems in any of the jurisdictions, unless there have been
untoward results. Liability in such cases is judged according to
ordinary malpractice standards, which may bc even less stringent
than usual in view of the emergency circumstances in which the
doctor acted. The more difficult decision arises when consent is
expressly refused by the patient. The question is whether a doctor is
justified in overriding this, that is whether consent may be regarded
as unnecessary and its refusal may be ignored. In Civil Law
jurisdictions the answer to this question in situations posing a serious
threat to a person’s life or health is more clearly, but not absolutely,
yes,2® than it is in similar circumstances in Common Law?*
jurisdictions.
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When one moves into the area of medical experimentation the
exceptions to needing consent are narrower and apply, if at all, only
in therapeutic experimentation. Such an exception is most ¢learly
applicable when the experiment is the patient’s last and only chance
to avoid serious morbidity or death, so that the nature of the situation
more closely resembles the normal therapeutic one described above.
In this situation the same rules as for therapy including exceptions to
needing consent, arguably apply .*4*

In non-therapeutic medical experimentation some authors say
consent is always necessary and others argue for some exceptions.
This apparent conflict only arises in a peripheral area where the
experimentation does not require any contact with the patient/sub-
ject, for example in a retrospective survey using clinical notes, or
when it can be argued that the research involves so risk (if this is
possible since by definition there are always unkrown rigks in
research). However, one can make an undisputed statement about a
central core of non-therapeutic research: that in non-therapeutic
research this consent is always necessary.”®” The exceptions to
needing consent which are argued, include large population studies®??
and the use of medical information already obtained about identified
individual patients,**" or of clinical results.?®? [t is debatable whether
some of these examples are research on the person® and that consent
may not be needed for this reason. But to argue that one does not
need consent to ‘‘no-risk’” experimentation,®** especially where this
is non-therapeutic, or to minor procedures,?*® or that ‘‘modification’’
of the consent procedure may be allowed if there is, inter alia
““minimal risk’’,?*% is another matter and misses the point of consent.
Consent is required not just to ensure that a person is not subjected to
““roles”’, including that of a research subject, without freely choosing
them, but also to ensure that respect for him as a person is
maintained. This means that he cannot be used for any purpose
without being informed of, and consenting to, this purpose, whether
or not the procedure involves risk . %%

Fried*® makes a very interesting comment, which is worth
considering in relation to whether consent is always necessary in the
contexts of both therapeutic and non-therapeutic research, He
proposes that one may override a person’s express wishes in order to
protect a third person or the public, and he argues compulsory
vaccination is an example of this, but that one cannot compel a
person to confer a benefir on others. Thus, depending upon where one
draws the line between what is protective and what is beneficial,
arguably some non-consensual, non-therapeutic experimentation
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could be legitimated. One of the difficulties with this distinction is
that as protection is a benefit, it may largely be a matter of semantics
whether a particular situation is characterized as either protective or
beneficial. However the example selected by Fried gives a key to a
more restrictive interpretation of his statement. This is that the
vaccination procedure envisaged, as well as being protective of the
community, is at least of potential and prophylactic benefit to the
subject and is therefore not *‘pure’’ non-therapeutic research which
by definition is onfy for the benefit of others. Thus, I submit that o
the extent that any research procedure is only for this latter purpose,
whether the aim 13 designated as protection or benefit, it cannot be
compelled. This staternent must be made, however, subject to the
proviso that the situation may be different where the proposed
research subject himself threatens the health of the community?®#2
and the research intervention is the least harmful or restrictive
alternative available to deal with this threat.

Within the context of exceptions to needing consent to medical
experimentation one may consider the situation of *‘non-subjects’” of
research, participants from whom consent is never directly sought.
These are the persons subjected to television advertising of ‘‘over-
the-counter’” (O.T.C.) or non-prescription drugs, or they may be the
*‘innocent by-stander’’ suffering effects from research carried out on
someone else—for example exposure to radio-activity from a nuclear
powered pacemaker inserted for their spouse’s heart. There is
increasing awareness of the ethical and legal duties owed to these
people*™ and it may be that in the future they will have a greater right
to be informed, even if their consent is presumed from their
subsequent participation in a certain activity.
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In conclusion
one can summarize
the main points about |gg
whether consent is
always necessary, in
the form of a graph,
which is for the pur-
pose of general dc-
scription rather than
mathematical exac-
titude. When the
procedure is crucial
to the patient’s
well-being, then the
stringency and scope
of the criteria for ful- : Prohibited
filling the require-

Allowable
Interventions

‘Informed’’ Consent

o . Interventions
ment of *‘informed
consent decrease ac-
cordingly. Towards 00

one extreme consent
may be either pre-
sumed or regarded as unnecessary, such as in an emergency situation
involving an unconscious patient. But at the other extreme, if there is
no therapeutic interest of the patient being promoted by the procedure
then in order to ensure that his interests are protected, fully
“‘informed’’ consent must be obtained. If this is impossible then
because the procedure may not be carried out without consent, the
experiment cannot be conducted. In the intermediate situations
whether or not a doctor is justified in going ahead at a certain balance
of less than fully “‘informed’” consent and less than purely
therapeutic interest of the patient is a matter to be judged individually
according to afl the circumstances of each case. It should be kept in
mind, that if the patient is unable to fully comprehend, the doctor has
an ethical and probably legal duty to decide whether to give or
withhold treatment?®® and that this duty cannot be **passed off’” by an
uncomprehending consent or refusal. In other words the doctor has a
duty in relation to consent, which obliges him to tread the fine line
between disclosure and non-disclosure, and at the same time he has
duties other than that relating to obtaining consent; the former duty
may be in conflict with the latter. There is a narrow median path by
which all duties will be honoured, which must be re-drawn for each
fact situation.

Patient’s Intercst
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5. Is consent sufficient?

This question has already been indirectly canvassed under the
purposes of consent®™! and, at a more empirical level, is related to
prescribing scientitic prerequisites and requirements for the validity
of a treatment or of an experiment. The answer is that neither in
ethics nor law, is consent a sufficient justification for a medical
intervention therapeutic or non-therapeutic, expcrimental or routine,
though it is necessary. This insufficiency can be described in terms of
requiring conditions precedent to consent, which may be the
scientific validity of a proposed treatment or experiment, or the
therapeutic aim,?®* or, that the treatment is justified,?™® or, in
non-therapeutic cxperimentation it might be the superior interest of a
third party . 2%

As well as needing such positive conditions to be fulfilled before
a doctor may be justified in obtaining consent, there may be a duty
not to obtain consent, that is when certain conditions are present, this
duty arguably arises. This is probably the negative cxpression of
needing certain conditions precedent to justify obtaining consent, but
formulated in terms of a negative duty it is a more forceful statement.
Wing,?% for example, says it is unethical to seek consent to a trial of
psychiatric therapy which will harm the patient; Hamburger,?%%
speaking of transplant donors, expresses the same idea when he says
the doctor has a duty to assess if the decision to donate is reasonable;
Cahn®7 says if one argues that the patient can consent to anything,
then the doctor is morally bound not to accept certain consents;
Capron®*® maintains that the doctor cannot accept a patient’s consent
to unreasonable risks;*%" and Shannon®™ notes that one element of
“‘informed’’ consent is prudence, which mecans that even if
“‘informed’’ consent is given it cannot be just mechanically accepted.

This leads to discussion of the valid *“‘extent of consent’, a
phrase that can be used in two ways. One reads that the doctor is
limited by the extent of the patient’s consent, that is he cannot act
outside the area delimited by that consent except in circumstances
when he would be justified in acting without consent at all, In other
words the patient does not consent to any intervention the doctor
chooses but to interventions witkin certain limits, and beyond these
there is no consent.””' Generally the cases involved here are
discussing interventtons which went beyond the physical bounds or
nature of the intervention to which the patient consented, as opposed
to interventions which were within these limits but were performed in
a manner to which consent was not given. It is probably only if the
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consent were conditional on some particular method not being used,
or the method was experimental and there was no express consent to
this characteristic, that the methodology alone would take the
intervention beyond the extent of the consent. There is in other words
a presumption that the content of a patient’s consent is impliedly only
to standard treatment, anything outside this requiring express
delineation to be included in the consent.

The other use and meaning of the phrase ‘‘extent of consent’’,
secks to mark out how far a patient can validly consent to an
intervention. This is the area of **public policy’ and ‘‘public order
and good morals’”. Firstly, all jurisdictions are consistent in holding
that a person cannot validly consent, in the sense of exonerating the
actor from criminal liability, to an intervention which would amount
to a criminal act regardless of consent.*™ Decocq®™ explains the
ineffectiveness of consent here in a most presuasive way. He says it is
not the consent which is inoperative but the implicit authorization of
the law which is missing. Depending on whether one regards a
particular legal system as ‘‘closed’” or ‘‘open’’ respectively, this
observation can be phrased in this way, or, alternatively, that an
implicit porhibition of law is present.?™ Nizsalovszky,*™ speaking of
Hungarian law, expresses a similar limitation, when he says that
consent is limited to an intervention which is socially justified, that is
that does not impair society. More philosophically than legally,
Lynch®™ writes that one cannot consent to bodily mutilation, as one
does not have rights to this extent over one’s body.*” In the same
vein, Cahn applies such a principle directly to the problem of the
limits of consent in human experimentation, and concludes that
“‘[e]ven a free consent must have moral limits in a society that honors
human dignity, and honoring it, puts a ceiling price on truth’’. %™

6. Must consent be in any particular form?

The answer in law generally is in the negative, unless a
particular form is expressly required. Such a requirement is attached
to some types of medical procedures in some jursidictions. Lombard
et al*™ comment that in France consent forms are not in common use,
as they are in the United States of America. In the latter jurisdiction
such forms are not required under Common Law, unless one argues
that their use is customary practice for a *‘reasonable’” doctor and
that thercfore this practice is incorporated by way of the case-law on
“‘informed”” consent as a necessary element of the standard of
medical practice required by law. This, [ submit, is most unlikely.
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An examplc of cxpress provisions as to the form of consent may
be found in the D.H.E.W. Regulations, which apply only to medical
research funded by that body. These require documentation of
“‘informed’’ consent and the details governing this documentation
are spelt out at some length. Alternatives are given of full written
consent, a witnessed oral presentation plus a written ‘‘short form'’,
of some approved modification of either of these in certain specified
circumstances, 2"

In Quebec written consent 1s required for hospital care, with
separate froms for treatment involving an anaesthetic or surgery?!,
and Article 20 of the Civil Code of the Province of Quebec requires
consent to organ donation or experimentation to be in writing. This
provision has been the subject of some academic comment and the
better view is probably that the writing required here is a substantive,
not a procedural requirement, and that therefore the consent is
non-existent legally until expressed in writing, %2

With regard to consent to experimentation on cadavers, all of the
Jursidictions discussed have anatomy and autopsy statutes and have
proposed or actual legislation on cadaver organ donation which
would cover experimental use of tissues?®?, and which provide for
consent formalities by the person themselves before death or
statutorily nominated persons after death, or even imply consent in
the absence of provision to the contrary.

There is arguably some danger in requiring formalities, such as
writing, with respeci to consent. Firstly form, when established,
often has a tendency to replace substance. However, provided that
the requirement of writing and even the use of a **pro forma consent
form™’, is seen as less of a device for informing and more as an
adjunct to this, and at best seen as rebuttable evidence of consent, the
benefit of additionally using the written form outweighs the risks.
The other dangers of requiring written consent relate to revocation,
These may be partly avoided by making a very clear distinction
between the formalities required for giving and revoking consent. In
the latter case, if it is considered desirable to require formalities such
as writing, these should only be regarded as evidentiary and not
constitutive of legal rights and duties. Revocation of consent is
therefore immediately effective in whatever way it is expressed.?®* A
danger of requiring written consent which cannot be easily set aside
is that the formality itself may act as a coercive influence on the
patient or research subject not to change his mind, or to withdraw at a
later time.
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C. VOLUNTARINESS OR DEFECTS OF CONSENT
OF THE PATIENT OR RESEARCH SUBIJECT

It is not enough to obtain the consent of the paticat. The consent
decision must be voluntary, that is, the act of a person who is “'so
situated as to be able to exercise free power of choice without undue
inducement or any element of force, fraud, deceit, duress, or other
form of constraint or coercion’’.**® Gray describes this same
requirement of voluntariness in another, and probably even more
perceptive and instructive way, when he says that it means that the
person must be free to retuse to participate,*™ and Cahn labels lack of
this freedom the “‘major malpractice of our era, [which is)
‘engineering consent’”’ %

The words used to describe the situations in which consent lacks
the required voluntariness are part of common vocabulary but also
have technical legal meanings,*™ and within the area of consent to
medical interventions, these legal concepts collectively must be taken
to cover the widest area possible within their terms. One way in
which such an extension could be supported is by comparison
between the quality of consent needed to fulfill the consent
requirement in the formation of a contract, and that needed for
obtaining “‘informed’" consent,”* the laiter being subject to much
more demanding standards. Similarly, but inversely, I submit that the
lack of voluntariness which will vitiate ‘‘informed’” consent is of a
much lesser degree than that which will constitute a defect in consent
to a contract,

In regard to the burden of proof of consent, in Common Law
jurisdictions where a relationship is characterized as confidential, or
fiduciary, undue influence is presumed to be present.**” This means
that in the medical contract the doctor has the burden of proving the
voluntariness of the consent, which burden should be regarded as
encompassing both the consent to the confract and consent to the
medical procedure that it conternplates.

The same result with respect to burden of proof of consent is
probably attained, but more indirectly, in Civil Law. For example in
Quebec, Mayrand says *‘que I'exécution de 1"obligation du médecin
[here to obtain {ree and clear consent| étant un fait conforme ‘a I'état
normal et habituel des choses’ la charge d’établir le fait anormal,
c’est-a-dire ’inexécution, incombe toujours a celui qui I'allegue’™”
but **la preuve de I'inexécution d’une obligation ctant la preuve d'un
fait négatif . . . clle se fait trés simplement par le témoignage du
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demandeur. Le malade ayant affirmé que le médecin ne lui a pas
donné linformation requise, il appartient ensuite au médecin de
contredire cette preuve.” ! In France the situation in this regard has
been interesting. From 1936 to 1951 the courts held the doctor had
the burden of proving that the patient’s consent was free and clear,="
then the Cour de Cassarion™ stated that the burden of proving
inexccution of the contractual obligation to obtain consent lay with
the person alleging this, the patient,*™!

There 1s much technical, legul discussion on the effect of defects
of consent on the consent itself, which it is impossible to canvass
here,?* but this effect can be summarized as two alternatives: either
the defect is so serious that it totally negates the presence of consent,
that is the consent is null or void ab initio, or the defect may make the
consent subject to recision or voidable, The further question then
asked is whether the absence of consent affects the nature of the
allegedly wrongful act; that is whether presence or absence of
consent, in some circumstances, is determinative of lawfulness and
unlawfulness, respectively, or whether consent is merely a justifica-
tion for an otherwise unlawful act.?”® Whichever view one takes in
answer to either of these two questions, this legal discussion may be
distinguished or side-stepped as it relates to consent in the formation
of contract, or consent in the areas of tort, or delict, or succession, or
consent for criminal law purposes, and may not necessarily be
directly applicable here. If one regards the obligation of the physician
to obtain consent as one of performance of a contract, then this is
breached by failing to obtain adequate and eftective consent, and the
result is a complete absence of the necessary consent as required by
the terms of the contract for which damages may be sought. There is
then no need to bring forward all this other complicated legal doctrine
unless some remedy or sanction in one of these other areas is desired,
when the obligation to obtain consent will not be characterized as
contractual, but will be cast in another “‘role’”.

With regard to the factual determination of when consent is not
voluntary, or alternatively when force, fraud, coercion, duress,
undue influence, deceit, constraint, mistake or deception are present,
the potential situations are unlimited and each case must be
determined individually in the light of all the circumstances. One
can, however, give examples, which are applicable generally in the
form of analogy and cautions. The most pertinent of these cautions is
that these coercive factors may be at their most subtle and difficulf to
detect, and freedom of choice most threatened, in a situation in which
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the more powertul party believes he is acting for the benefit of the
other.

1. Coercion and duress

Gray**? gives some examples of subtle pressurcs to participate,
which were disclosed in interviews with subjects of therapeutic
experimentation—a labour induction study on women giving birth.
He found that the women consented because they feared damage to
their relationship with the doctor.® that they lacked knowledge of
the options open to them, and that the consent of the patient to use of
the experimental, labour-inducing drug had not been sought in a
neutral situation—it was sought after admission to the hospital and
after agreement to induction of labour, that is after patients had
already committed themselves to undergoing the induction treatment
by some technique. It is almost as though the consent were being
obtained in increments so that the width of the decision lost its
psychological impact. This raises the consideration that perhaps the
patient involved in medical research should be considered a **special
subject’” along with prisoners, the mentally retarded and other
‘“‘disabled’’ or ‘*disadvantaged’’ persons,*®* as somc authors believe
that he is the most likely of all to suffer coercion.?*

It is also possible that this coercion does not just arise from the
doctor-patient relationship but may be caused by a patient’s fear of
pain and discomfort, or fear that if he refuses a treatment or does not
participate in suggested research, he will receive less attention
generally ' Exactly where one crosses the line here from unavoid-
able intrinsic influences on consent, to legally operative extrinsic
coercion, is difficult to determine, Bloom outlines three attempts to
analyze the nature of coercive pressures on patients. Firstly he quotes
Caudill,*? who found that fellow patients in a mental hospital
exerted pressures on new patients to co-operate with the doctors.
Goffmann, on the other hand, argues that a power structure is the
origin of coercion in the hospital situation. He says the staff-inmate
split creates a power differential which causes the patient to **play the
game’’ to avoid punishment. The third theory is that of social
re-motivations—that patients adopt the attitude or value system of
the staff towards their illness and treatment.**! Whichever of these is
true, all show coercive forces acting on patients, as far as consenting
to submit to medical treatment or research, and underline the
necessity of taking special care to protect patients in this respect.
Recognition of such coercive phenomenon probably explains the
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rcasoning behind what, at first reading, appears to be a somewhat
unusual situation in the United Kingdom, where safeguards for
healthy volunteers are not so strick as for patients. For example, there
is usually review committee approval before carrying out experi-
ments on paticnts, whereas this is not the practice with rcsearch
involving normal volunteers. ™

I wish to note here 4 rare, but thought-provoking situation, with
respect to deciding when consent is coerced. ““Thomas' was an
agressive psychopath, who may have been helped by experimental
psychosurgery. Small electrodes were implanted in his brain and
when these were stimulated he was ““normal’’, at least with respect to
his psychopathic tendencies., At such times he consented to
psychosurgery, but adamantly refused when his brain was unstimu-
lated.?® Should one argue here that Thomas was coerced into
“‘normality’’ and therefore his consent was invalid?

There are other cxamples of coercion involving patients. The
doctor might make it a condition precedent to treating the patient at
all, that he participate for instance in an experiment®’, or collateral
benefits, such as the waiver of hospital fees, might be promised in
return for such participation.?®® This, in effect, is a form of payment
and raises the whole question of payment as a form of coercion.”® As
Lord Harley said in Vernon v. Bethell:3'° “‘Neccssitous men are not,
truly speaking, free men, but, to answer a present exigency, will
submit to any terms that the crafty may impose upon them.”’ This
statement summarizes the coercive aspect of payment, but this is not
the only objection to its use, especially in the medical research
situation. Many authors argue it epitomizes the ‘‘reification™, the
dehumanization,*!' the use, rather than the participation, of the
subject in research. Payment may be regarded as emphasizing the fact
that in human experimentation, *‘[tlhe experimental subject does not
hazard his physical capacities by using them. Rather, by abstracting
his purposes from those in which his body is risked, he makes his
body into a separate thing which he sells or gives away so that others
may pursue their purposes with it’’ 312

The law’s attitude to monetary payment ‘‘vis-a-vis’’ one’s body
varies in different jursidictions, The general view in French law is
that the body is not able to be an object of sale,**” and although these
statements are often made in the context of the sale of organs or tissue
for transplantation, one assumes that the same prohibition applies to
medical experimentation on the person where this is otherwise
allowed. The matter is not entirely straightforward however, because
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some French writers argue that payment in the nature of compensa-
tion or indemnity is permitted,”* and in Common Law jurisdictions,
where payment for participating in experimentation is not prohibited
per se B writers propose that it should be regarded as compensatory
in order to avoid a coercive effect.*'" The net result in each legal
system with respect to placing ‘*benefits”” in the hands of research
subjects would thus be the same, although one starts with diametri-
cally opposed general rules on the validity of payment.

In Quebec, Mayrand®'” notes that as in France, the human body
cannot be an article of commerce, and also that one can distinguish
recompense from commercialization. He says it is not clear whether
Article 20 of the Civil Code of the Province of Quebec, forbids
payment for experimentation,®'® as it certainly does in regard to
alienation of non-regenerative tissue. This prohibition could, of
course, be directly relevant to some experimental situations.
Crépeau®' proposes a distinction between ‘‘sale’” and “‘letting of
services’' and suggests payment for experimentation may be valid
under the latter, although he queries the validity of a policy which
makes a distinction allowing payment for experimentation, but not
for non-regenerative organ donation.

Where payment to experimental subiccts is legally allowed, or
more precisely is not prohibited, various suggestions have been made
to avoid the coercive effects of such a practice, which arc at their
strongest where deprived subjects are involved.*® Cahn®' says that
payment is valid as long as it does not purchase an unwilling consent,
which probably means one must determine if therc would not be
consent without the payment. In this case the apparent voluntariness
may be due to the payment, which would therefore be coercive and
destructive of the legal validity of the consent. This type of reasoning
however leads to a difficulty. One always has reasons for consenting,
and these reasons cause one to make a certain decision. It seems that
once these reasons are identified they are to be divided into two
categories, coercive and non-coercive, although, in the broadest
sense, they are all coercive of the decision reached. Thus the criterion
for marking-oft the boundary between the coercive and non-coercive
groups is not a difference in kind between such factors, but a matter
of degree, that is some deviation from the normal pressures under
which people find themselves. Daube describes such normal
pressures as those influences which are *‘part of the normal burden
and dignity of social existence’”.#*# This is a useful description for
identifying coercion because it requires, in order to designate a factor
as non-coercive, that persons be in a ‘‘normal’” situation and allows
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one to recognize that the fact that they are not is itself coercive, and
may cause other factors normally coercive. to become so.

One may see Freedman’s*? approach to coercion within this
framework: his view 1s that a reward to bring a person up to a
standard of living to which he has a right is duress, but a reward
above this level is not; that is, he says, it is the effect of the payment,
the paymeunt not per se, which is determinative of coercion. It is true
that one is only interested in the coercive force rcpresented by
payment, that is with characterizing its effect in this respect, but the
problem is that it is here that one has the most difficulty in drawing
the line between allowable and prohibited pressure. For instance
taking Freedman’s criterion of coercion, quite apart from any
questions of whether this is broad enough, what is a “‘normal’’
economic position of a person? Certainly if one, or one’s family, is
starving, to offer payment for experimental participation is coercive,
but what if one is just poor, or earns less than the average, or wants
more than most other people? Perhaps the answer may be that to be
consistent with a principle of autonomy, one must judge the situation
objectively and determine whether the coercive pressure of the
payment arises from extrinsic need, in which case it is duress, or
from intrinsic desires, in which case it probably is not.

In relation to payment of medical research subjects there is a
further anticoercion recommendation made by Hershey and Miller**
that payment be made pro rata over the participation period, which
has the additional and necessary safeguard effect of ensuring that a
subject is not coerced into continuing with an experiment just
because payment is an all-or-nothing, ‘ ‘lump-sum’’ event, at the end.
In this respect it is interesting to note that the D.H.E. W. Regulations,
applicable to research on prisoners, appear to be even more stringent.
They provide that “‘withdrawal from lal project for medical reasons
[must] not result in loss of anticipated remuneration®®® which implies
that the subject receives full payment for **part performance’” in such
circumstances,

The Report of the Committee to Investigate Medical Experi-
ments on Staff Volunteers,**% referred to above, makes the interesting
comment that payment of staff volunteers is desirable for ‘‘establish-
ing the voluntary character of the service’’, that is for demonstrating
that it is not an expected obligation of employment, which would be a
coercive belief. Thus one has covered the full range from payment
being fully and solely coercive to its being needed to rebut
coercion®?” and the only general rule which can be formulated with
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respect to identifying coercion, is that each situation must be judged
according to its own circumstances.

That being said, it is however possible to formulate some
safeguards which may be applied to reduce the likelihood of coercion
generally, including when this is in the form of payment. The first
step is to incrcase sensitivity to, and recognition of, possible coercive
influences. The sources of interference with the power of choice can
be drawn together and categorized under these headings: the content
of the required disclosure; the relationship of the physician, or others,
to the patient; the setting for obtaining ‘‘informed’' consent and the
time; the language used; the inducements or compensation in the
medical research context. All of these points have already been
discussed.

Then consideration should be given to whether consent should
be obtained by an independent third party and not the physician, or
whether, in some circumstances where ‘‘informed’™ consent is
particularly suspect, an ethical review committee should participate
in the consent obtaining process by patient interview before the
committee. It should be noted in this respect that Annas, Glantz and
Katz are of the opinion, that ‘‘‘third person’ participation in the
consent process is grossly inferior to complete {review committee]
participation’’ % In the medical research context a further protection
against coercion is solicitation by general notice rather than by direct
approach, or in such a way that initiative to participate is left with the
volunteer.??? The final and ultimate safeguard against duress is to ban
the activity in the promotion of which it is likely to occur, or to
prohibit participation in such specified activities by any group of
particularly susceptible individuals.?%

A more subtle approach is to set stringent conditions, which will
tend to ensure that coercion is avoided, a “‘no, unless . . . *" type of
regulation. In other words research is prohibited unless certain
conditions precedent, chosen for their ability to reduce or eliminate
the likelihood of coercion being concurrently present, are fulfilled.
Such an approach has been recommended for general application to
research involving prisoners in the United States of America.®®' As
Hershey and Miller say: ‘‘It is virtually impossible to determine
directly whether a decision is based on a ‘free power of choice’.
Thus, it must be defined by the absence of unacceptable influences
and interferences, which is the approach that the D.H.E.W.
regulations take.””**
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2. Mistake and deception

Two possible sources of error affecting consent are first mistake
and secondly deception or misrepresentation. The two coencepts are
not necessarily exclusive, as the latter encompasses the former, and
although treated scparatcly by the Common Law, fall under one
broad category of error in Civil Law. It is useful however, for the
sake of analysis, to distinguish two situations: mistake—where the
error is not induced intentionally, nor usually as a direct result of the
words or conduct of the party against whom mistake is alleged as a
defect of consent; and misrepresentation—where the wrongful belief
is induced by the party not in error, either innocently, negligently, or
fraudulently. Tt is important for legal purposcs to distinguish these
latter categories, as the remedies available will differ according to
which is applicable. However, in a broader sense they are all
instances of deception, even though in a legal context this word is
sometimes used only as a synonym for deliberate concealment or
fraud. In the medical context, the word deception may carry the
inference that the misrcpresentation was intentional and made by the
physician for a particular type of purpose, that is to promote some
interest other than, or even in addition to the patient’s.*® Further,
depending on the circumstances a non-disclosure or concealment may
fall within either mistake or misrepresentation, but with respect to a
doctor’s non-disclosure of information he is under a duty to disclose,
it will be the latter.

Firstly, it is necessary to consider the effect of mistake on both
the consents relevant to the medical situation, that is conscnt to the
medical contract and consent 1o medical care.

Mistake, like other defects of consent, may vitiate consent to a
contract, including a medical contract. At Common Law, the rules on
when mistake has the effect of nullifying consent, and hence the
contract to which it was given, are among the most highly technical
doctrines to be found in this system.?** The presence of mistake is, in
general, assessed objectively.** Whether or not it is operative to void
consent going to the formation of a contract, which is the only legal
effect mistake may have at Common Law,**® may depend upon
whether the mistake is characterized as unilateral, common or
mutual, that is the mistake is only on the part of one party, or the
same mistake is shared by both parties, or each party is acting subject
to a different mistake respectively.*7

In comparison, in Civil Law, mistake or error is a wider
doctrine®™® and is judged subjectively. But as in the Common Law,
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the Civil Law doctrine determining whether or not consent to a
contract is vitiated, cither through relative or absolute nullity, that 1s
whether the contract is valid, voidable, or void, is complicated. In
summary, the determination depends on the concurrent application of
two tests: first whether on the one hand the defect of consent is an
obstacle to formation of the contract, that is to a consensus ad idem,
or whether on the other hand there is a ‘‘consensus’ but it is
defective; and secondly whether nullity of the contract would
sanction a rule in the public or private interest. In the former cases,
respectively, the nullity is absolute, that is the contract is void. In the
latter it is relative, that is the contract is voidable and this latter
sanction can only be invoked by the person in whose favour such
nullity is established. ™

Without exploring these doctrines in detail, their significance
here is that, at Common or Civil Law a patient whose consent to a
medical contract was tainted by mistake, could seek to escape the
contract. However, by itself, this remedy, cven if available, is often
only of theorctical significance to an injured patient.

With respect to the effect of mistake by the physician in relation
to consent to the medical contract, it is both unlikely that he would be
the party in error in regard to the nature or object of the contract, or
that he could rely on the patient’s mistake to argue that the contract
was void®? or voidable. Therefore his mistake is of little practical
relevance within the context of the current discussion.

Mistake affecting the patient’s consent to medical care is more
significant. The standard I have suggested is that the doctor may rely
on the patient’s consent as being valid, from the point of view of
being informed, when there is ‘‘apparent subjective understanding’
by the patient of the information required to be disclosed to obtain an
“‘informed’’ consent.**! If one applies this standard then the patient’s
mistake will be irrelevant unless a reasonable doctor would have
known, or this doctor in fact knew, that the patient was mistaken.
Similarly, when the question is one about the presence of consent for
the purpose of the torts of assult and battery, that is consent in its
traditional sensc as compared with “*informed’” consent, subjective
mistake by the patient will not vitiate consent if, objectively, the
patient appearcd to be consenting.*** It will only be vitiated if the
consent was induced by fraud and the patient was mistaken as to the
nature of the act to which consent was given, and not just as to its
consequences. ™™
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Where the doctor is the party in crror in relation to obtaining the
patient’s consent (o medical care, if for example he inaccurately
describes the risks of a certain procedurc, the question is one of
negligence or malpractice in performance of his duty to disclose or, if
the emror is intentional, of deception or fraud. In all these cases
whether the patient’s consent to treatment was valid or not will
depend on whether the doctor’s mistake, regardless of how or why it
occurred, was such as to make the consent *‘uninformed’’ or even no
consent at all.

To turn now to the more troublesome source of error in relation
to obtaining “*informed’’ consent, namely the use of deception™? in
medicine generally, and in human medical experimentation in
particular. Deception raises difficult problems at both legal and
ethical levels. In practice the problem is probably discussed most
frequently in the context of randomized controlled trials or
psychological experimentation.

It is sometimes said however that the most common form of
deception in medicine is when medical students represent themselves
as qualified doctors or imply that the physical examination they wish
to carry out includes some element of patient benefit when this is not
the case. Such deccption is of course inexcusable and any consent
given in these circumstances would be legally defective.

Another example of deception reported in a medical journal®*
which falls outside the area of medical experimentation also raises
pertinent questions. A study was carried out on terminally ill patients
in which an audiogram was done while they were alive, and after
death if they were subject to a post-mortem autopsy***® the anatomical
structure of the ears was compared with the audiogram results. The
patients *‘of course’’**7 were not told the object of the research, but
because there was a worry that they would be frightened by being
selected if they realized that all selected patients died soon
afterwards, therefore the researchers seclected at random non-
terminally ill patients as well and conducted audiograms on them .
How one views such experiments depends on the position one takes
with respect to deception. There are basically three possible
positions: that deception is never justified; that it is only justified if
there is consent to not being informed and the general nature of the
withheld information is disclosed; or that it is justified according to
various other conditions in certain circumstances.
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The legal problems associated with deception involve firstly its
effect on “‘informed’’ consent. When ‘‘knowing consent’®¥ is
defined to include certain basic elements of information, can one
consent to not being informed of these and still say that there is
“‘informed’’ consent? Hershey and Miller®>® say no, but some others
are not quite as definite and would allow deception as apparently
compatible with effective consent, within limits®>' which limits
include disclosing that there has been concealment and obtaining
consent to this,*2

Apart from its effect on “‘informed’’ consent, deception may be
either a tort, or delict, or even a crime in itself. As already stated, for
private law purposes one can classify the misrepresentation which
gives rise to the deception as frandulent, negligent or innocent,** and
remedies that may arise include damages in tort or delict, or nullity
of, or the right to rescind the contract if one purports to, or does exist
respectively.?™ It is also possible that a misrepresentation amounting
to fraud, which requires an intent to deceive or at least a high degree
of recklessness as to the truth or falsity of the statement, could be a
criminal offence. Or it could be the basis of revocation of a licence to
practice medicine on the ground that the fraud constituted unprofes-
sional conduct.??®

Ethically, deception is objectionable because it is an infringe-
ment of human dignity.**® The objections to the use of deception in
any research, which objections may also be applied to medical
research and even medicine more gencrally, have been summarized
by Mead.*7 They are: denigrating the subject, with the harm to him
compounded by debriefing, as then he must somehow accommodate
to the fact that he was deceived; causing the investligator to develop
an attitude of contempt for other humans, which may cause
insensitivity and delusions of grandeur;®® and a dual effect on
science, in that the experimental results may not be entirely valid due
to communication of multisensory subconscious clues as to the
deception, with the result that the whole culture of experimentation
becomes one in which human dignity is violated rather than
respected.

If one is of the view that some deception is allowed, then what
are the limiting conditions? In relation to medical research the
Canada Council Consultative Group on Ethics*® attempts to answer
exactly this question. The experimenter has the burden of showing
the importance of the expected results and that no other methodology
which excludes deception is possible. There must be no deception as
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to facts which would affect a decision to participate, and the
researcher must show that the deception will not result in harm to the
subjects. Such harm includes adverse feelings to having been
deceived. The subjects must be debriefed after the experiment and
told of the reasons why deception was necessary. If such debriefing is
impossible then deception cannot be used. [ suggest one add to this,
where it 1s possible. reguirements of consent to being deceived®* and
some prior disclosure of the general nature of the information
concealed. ! There must also be a requirement that the researcher
make a full disclosure after the experiment and obtain the subject’s
consent to use the information generated, in defautt of which the
information must be destroyed,™? or given to the subject to use as he
wishes. Such a provision makes it less likely that a researcher will
conduct an experiment using deception where there is a strong chance
of causing an angry reaction by subjects, as such subjects may then
withhold consent to using the information. The latter alternative
allows for the information to be preserved while still respecting, at
least ex post facto and to some extent, the subject’s right not to be
used as a research subject without his consent.

It is worth pointing out here that where ‘‘informed’’ consent is
not obtained prior to conducting a medical intervention, the patient’s
retrospectively operating acquiescence is not an “‘informed’’ consent
but rather is in the nature of a waiver of any rights of litigation which
he may have, or a ratification of the doctor’s act. Such a situation
may arise not only when deception has been practiced, and hence
inadequate information disclosed. It may also arise when the patient
is incapable of consent in an emergency situation, or suffering from
temporary mental derangement, in which case a subsequent ratifica-
tion of the treatment given is an alternative legal justification to the
defences of necessity or implied consent.

To return to deception, it is possible to see it in an even wider
context than that already described. When a relationship gives rise to
express or implied expectations which are acknowledged as justified,
that is, ratified by the party who must fulfill them, then to
deliberately disappoint such expectations is a form of deceit. Fried
calls this faithlessness.?™ A physician may be guilty of faithlessness
with respect to any type of obligatton, including the general one of
putting the interests of the patient first. If this occurs the physician
can be said to be deceiving the patient in the broad sensc defined. The
same reasoning applies to the obligation to inform the patient and
obtain valid consent, which is often the only obligation regarded as
atfected by deception. In a sense, in such cases, one has a double
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deception, as one has deceived the patient in the wider sensc by
deceiving him in the more traditionally recognized context of
deception, that is with respect to factual information. Rather than
being superfluous, Fried’s more general analysis and use of the term
deception are particularly valuable in this area, as it gives insights in
relation to the obligation to inform and shows that the aim must be to
cut down. or eliminate, the faithlessness involved in any deception
which takes place. This sounds like a contradiction in terms, but,
under the full rigour of the conditions | have suggested, it may be that
the doctor is not being faithless in deceiving his patient if he places
the interests of the latter foremost. In fact, it is possible to view a
justified use of the doctrine of ‘“therapeutic privilege’” as an example
of precisely such a situation.

D. THE RELATIONSHIP OF
“INFORMED" CONSENT AND PRIVACY

One can describe this relationship in two essentially reciprocal
ways: consent acts to protect privacy,*® or privacy defines the
negative and positive boundaries of consent. In other words privacy
is invaded if the limits set by a consent arc exceeded, and privacy
may protect the right to participate in, or consent to, medical
treatment or research.*® In either case the assumption is that one may
not invade privacy without consent, but that consent negates any
invasion of this pre-existing right. That is, privacy may be seen as a
function of consent and therefore of autonomy.*® In the first
description of privacy given above, the emphasis is more upon the
determination of the extent to which the right to privacy is yielded by
the consent given, and in the second, on the valid extent of the
consent. But unless this difference in approach caused different
presumptions to arise, there would be no variation in result in any
specified case by using either of the concepts.

There is another relationship which needs to be spelled out here
and that is between confidentiality and privacy and consent.
Confidentiality may be described as an obligation arising in one
person which is founded on another’s right of privacy, which right
has been suspended by consent to the limited extent of the
confidentiality. Thus confidentiality protects rights of privacy by
limiting further disclosure, whereas privacy and its consent require-
ment is the protection against initial disciosure. Ruebhausen and
Brim?%7 make the distinction in this way: that consent concerns the
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conditions under which information is obtained, whereas confiden-
tiality concerns the conditions under which it is used. This is an
instructive description, provided that one realizes that whether or not
there has been a breach of confidentiality also depends on consent.
Usually a patient does not, or should not, just givc consent to the
giving of the information. Rather, whether the information is given
orally or by the act of participating in treatment, it should be consent
to giving this information for a specified purpose.™*

In the "*purc’’ therapy situation the purpose for which informa-
tion s given by the patient may be implied, that is to facilitate his
treatment and curc. Any use beyond these timits, for instance using
the information for research purposes, would need further express
consent. Confidentiality, therefore, limits the use of the information
to the purposes expressly or impliedly included within the consent
and proscribes any other disclosure. A difference between confiden-
ttality and privacy arises only if one regards an initial unauthorized
disclosure as the sole breach of privacy, because something once
revealed is no longer private in the strict sense of this term, and then
considers further unconsented usc or revelation of the same facts as
breach of confidentiality. It is a semantic, rather than a real
differcnce as regards both the content of the relevant legal or ethical
obligation, and the overall outcome in terms of the cthical or legal
validity of making a certain disclosure.

The purpose of a right to privacy is protection of the individual,
his human dignity and right to selt-determination, especially but not
limited to, his psychological integrity, which has been called a right
or claim to ‘‘private personality’”.** The Canada Council Consulta-
tive Group on Ethics?™ believe that a right to privacy provides for the
deeply feit need of human beings to reveal to others only those
aspects of their lives which they wish to reveal. This is a very
significant aspect of human freedom and, as such, is often in conftlict
with society’s search for knowledge.®”' More juridically and
medically the French jurists®™® see the patient’s *‘secret’” as his
extra-patrimonial property and the purpose of medical secrecy as
prescrving the imtegrity of the person, all of which assumes the
existence of a right to privacy.

It is not possible, here, to show the history of the development
of a legal right to privacy, which Berlin says derives from a
conception of freedom only as old as the Renaissance.”™ ‘[ Alncient
law recognized that a person had a legal right “to be let alone’, so
long as he was not interfering with the rights of other individuals or
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the public. This idea has been carried into the common law, [which]

. has both tacitly and expressly recognized the right of an
individual to repose and privacy . . . ~'** There is wide recognition
of the applicability of this right in the medical context, in the form of
cither a right to privacy or secrecy, or as a duty of confidentiality,
which is more express in the Civil than Common Law.*’* Interna-
tional documents founding such a general right are the International
Covenant on Human Rights®® and, in the medical context, the
Declaration of Geneva®™ which specifically provides that the duty of
secrecy survives the death of the patient.

British Columbia, in 1968, was the first Province to enact
legislation protecting privacy®™® followed by Manitoba in 1970.%7 In
Canada, The Canadian Human Rights Act®®® legislates both a
principle of “‘the privacy of individuals and their right of access to
records containing personal information concerning them for any
purpose 381 and it enacts provisions applicable to the
protection of personal information®* in federal information banks.**
In an even broader context, Quebec’s Churter of Human Rights and
Freedoms®* provides that “‘[elvery person has a right to respect
for his private life’’®% and *‘lalny unlawful interference with any
right or freedom recognized by thele] Charter entitles the victim to
obtain the cessation of such interference and compensation for the
moral or material prejudice resulting therefrom””.* Further, *“in the
case of unlawful and intentional interference, the tribunal may, in
addition, condemn the person guilty of it to exemplary damages’”.**?
This last provision is especially interesting in relation to medical
research, as, in many instances, breach of privacy in that context will
be deliberate. With respect to showing that the act breaching privacy
was *‘unlawful’’, probably the Act itself by legislating a right to
privacy creates this unlawfulness, at least as a prima facie
presumption arising from a breach of privacy. Alternatively,
unlawfulness may be based on a breach of the Code of Medical Ethics
of the Professional Corporation of Physicians of Quebec,”® which
has the status of subordinate legislation, and promulgates a duty of
confidentiality 3%

In the United States, Amendments to the Constitution have been
interpreted by that country’s Supreme Court as conferring a right of
privacy on all citizens®” and the American Medical Association
Code™' expressly recognizes a duty of confidentiality by doctors.
Likewise the duty of confidentiality is recognized in the United
Kingdom where both the British Medical Association®” and the
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British Medical Research Council®™® state that there is an obligation
on the doctor to maintain secrecy.

Remedies for invasion of this right to privacy, or breach of this
duty of confidentiality may include an action for breach of contract.
In Common Law jurisdictions, the remedies include the possibility of
tort actions in defamation,® or even perhaps for breach of
confidence®® or of a right to privacy®™® and, where there is a
legislated duty of confidentiality, for breach of statutory duty.’” In
Michigan breach of confidence by a doctor is a criminal offence.®¥®
This can be compared with the situation in France where, as well as
being an expressly legislated professional obligation,** breach of
confidentiality by a doctor is punishable under the Code pénal by fine
or imprisonment.

One must now consider exceptions*' to this duty of secrecy.
This raises firstly the relationship between privacy and confidential-
ity on the one hand, and privilege on the other. A doctor has a duty of
confidentiality **vis a vis’’ his patient but this does not necessarily
mean that he is privileged from disclosing the information subject to
this duty, when ordered to do so by a court of law. The doctor, when
he is required to testify, may claim to have a *‘medical privilege™
which allows him to refuse to disclose his patient’s secret, but in all
jurisdictions there is some doubt as to the existence or extent of such
a privilege, although it is recognized in Civil Law doctrine.*® At
Common Law the matter is less certain,*®® but the same result is
achieved by some courts through a holding that disclosure by a doctor
of information gained in confidence from his patient is against public
policy.'™ Some jurisdictions have now legislated the privilege.*?
The purpose of recognizing such a privilege is, as Portes*® said in a
different context, that secrecy is essential for confidence and without
confidence medicine is impossible.

It is necessary to point out here that the privilege involved is not
the doctor’s but the patient’s**" and that therefore, it cannot be set up
against the patient. The reason for belabouring this s that sometimes
such a privilege is relied upon, in terms of rights of privacy of the
doctor, to deny the patient access to his medical records. This 1
submit should not be allowed, except perhaps within the scope of a
narrowly defined ‘therapeutic privilege’.**® In other words the
patient has two mutually consistent rights here, a right to privacy and
confidentiality, and a right of access.*" Any conflict between them
arises only when one considers third party access.
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Where, in a case before a court, a doctor seeks to rely on
privilege any denial of this by way of exception to the patient’s right
of privacy and the doctor’s duty of confidentiality, is based on the
state’s power to administer justice and is not related to any theory
concerning consent. Another such example of an exception to privacy
not being related to consent, is when the respect for privacy may
harm another*™ or perhaps even the person himself. In these
instances one can argue that there should be a mitigation or
suspension of the doctor’s duty of confidentiality. One example of
such a situation would be il veneral disease were diagnosed and the
person’s partner was unaware of this,*!! or a diseasc were detected,
and it is not in the patient’s interest to be told this but others need to
know of it in order to care for him.""®

The Medical Research Council of Great Britain''* has dealt with
the latter case, by providing that, unless expressly forbidden by the
patient, the research physician should be willing to communicate
information of which he gains knowledge to the clinician treating the
patient when it is pertinent to the patient’s health care. In some cases,
such as notification of infectious disease, a duty to disclose is even
legislated.*'* A more controversial disclosure without consent, is
demonstrated in a United States case'® where the court ruied that the
public’s right to be informed how its funds were disbursed, surpassed
the privacy issue. The D.H.E.W. were ordered, under the Freedom
of Information Act,*'® to disclose files on grants given by the National
Institute of Mental Health for research on the use of stimulant drugs
on children.

Other exceptions to the right of privacy and duty of confidential-
ity are related to consent, in that where consent is not considered
necessary then privacy may be non-consensually invaded: or if
consent may be implied then this occurs with only a presumed
permission. An example of the former type of exception is that
consent may not be needed to epidemiological research provided
anonymity is maintained.*'" A possible instance of the latter
exception is the generally recognized exception allowed for publica-
tion at scientific meetings"™ or in journals, provided, at least in the
latter casc, that the patient is anonymous and cannot be identified.*'®
Express consent is not usually sought for publication.**" It is not clear
whether this exception is based on implied consent as suggested, in
which case publication could be expressly prohibited by the patient,
or is a non-consensual exception to a right of privacy and duty of
confidentiality, in which case it arguably could not be prevented by
the patient, is not clear.*?!
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Special problems of privacy, particularly relevant in the medical
research context, have arisen in recent years with the development of
computers and information systems technology in gencral.*?* Since
the “*Ellsberg Affair’” in the United States, one is particularly aware
of the potential for harm that exists in the unauthorized use of
psychiatric records. Such systems do not alter the doctor’s duty of
confidentiality, but may impose additional duties of records’ security
and care in order to prevent unconsented to link-ups or retrievals.*®3
The problems posed are not completely original, only more intense
because of the increasing complexity and longevity of data collection
and storage.** Strict measures of control over access by the
government or any person to computer stored medical information
have been proposed in the United Kingdom,** although evidently not
implemented.***

Computer technology also causes additional problems in the
medical context, apart from just those involved with preventing a
breach of confidentiality. One of these is that if a breach occurs the
data may not even be correct. For this reason Whalan*?? has
suggested that a new writ should be developed on the same principles
as habeas corpus , which he has called habeas notae . 1t would compel
production of a centralized record for inspection by the person
concerned and allow for its correction. The Canadian Human Rights
Act™ is pertinent in this respect, as it legislates a principle which
embodies respect for ““the privacy of individuals and their right of
access to records containing personal information concerning them
for any purpose including the purpose of ensuring accuracy and
completeness . . . to the greatest extent consistent with the public
interest’"."** In relation to medical records, in particular, Quebec has
legislated both a duty of confidentiality (with the exception that a
“‘professional . . . may examine such records for study, teaching or
research, with the permission of the director of professional services
of the establishment which keeps such records . . . *")** and a right
of access to them by the patient. !

A discussion of information systems raises the consideration of
duties regarding shared confidentiality or secrets. This is a problem
discussed more often in Civil Law doctrine than in Common Law,
Lombard ez al*** report that the Cour de Cassation has recognized a
doctrine of secret en commun, and Boyer Chammard and Monzein*3
note that the Conseil d’Etat regard medical secrets in group medicine
as betng confided to the group. Kornprobst and Delphin*** discuss a
secret partagé ou collectif, the latter term being intended to
overcome the objection that a secret is not a secret if it is shared. At
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Common Law there is support for the belief that there may be a duty
on persons supervised by physicians to observe the same degree of
confidentiality as physicians,**® and Baldwin ¢/ al**® suggest that
there is a notion of acquiescence by the patient to an “‘extended
confidence’’, when he discloses to the doctor.

If this is true one must underline the word confidence and |
suggest that as with other derogations from a patient’s rights, one
should place the burden of proof on the doctor to show that the course
of action taken in sharing the patient’s confidences was justified. In
some situations, where it is cicar that others will have access to
medical information regarding patients, an extended duty of confi-
dentiality has been legislated, binding on all such persons.*¥? Further,
the recognition of an extended duty of confidentiality is particularly
important where approval of a review committee is recommended, or
obligatory, before a certain procedure may be carried out.*”" Thus
one line of attack against the mandating of such review requirements
is that they represent an unjustified interference with the patient’s
right to privacy, in the sense of his being able to decide for himself
and by himself what is done to his own body, and that they may
interfere with the confidentiality inherent in the doctor-patient
relationship,***

Other safeguards of privacy, even if not of confidentiality, may
be devetoped if one sees this right as a function of autonomy and
inviolability. That is, the right to privacy may be respected, aithough
information is divulged, as long as one recognizes that that right
requires the fulfillment of certain conditions precedent to disclosure.
Those safeguards which have been or could be adopted include, as
already suggested, the recognition that in situations where privacy 18
not to be protected by non-use of information, other adequate
safeguards such as consent and anonymity, must be employed; that
journals should only publish identifiable photographs with the signed
permission of the patient;**? that medical records are regarded as the
property of the patient;**' and with respect to medical information
systems, that the systems and the persons responsible for them are
required to be licensed; that the persons using the information and the
use to which it is put, be approved and recorded; and finally that
adequate technical safeguards are required to ensure that information
cannot be retricved and misused.? Further, it is recommended that
not only must consent to collection of patient data be obtained, but
also consent to its preservation, as both threaten his privacy. **
Another recommendation is that there should be specific consent to
the making of records and to the maximum period for which these
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may be maintained before destruction.*** Finally it is worth noting
that a safeguard of privacy which appears to be increasingly used in
American jurisdictions in relation to medical research carried out in
sensitive areas such as drug and alcohol abuse, is a legislated duty or
privilege of confidentiality.**

The discussion, so far, has only considered a patient’s right to
privacy, but it has been suggested that a concept of privacy also
applies to physician-researchers*® and more importantly, to ethical
review committees. There may be a need for this in the latter case if
the membership of a committce are to feel free to express their true
opinions, but this advantage must be balanced against the need for
openness and public accountability.*”

In conclusion one wonders how far pragmatic analysis of the
conflict of medical confidentiality and scientific research by Baldwin
et af**® represents what should be the approach taken to these privacy
problems. The reasons for transter of medical information, they say,
are clinical, administrative and scientific, and the question is not
whether the information can be transterred for these purposes, but
under what circumstances this should take place. This is a different
starting point and hence results in a different emphasis and perhaps a
different result, than does reasoning from a primary right of privacy
and duty of confidentiality as thc general rule, to which, as a matter
of legal interpretation, exceptions are to be narrowly construed.
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CHAPTER 111

How are consent in the medical
relationship, and the underlying principles
of autonomy, inviolability and privacy
affected by ‘‘disability’’ of the patient or
research subject?

The first point to be made, is that the rights and duties
expounded in the “‘normal’” patient context apply equally to the
group of persons whom 1 will call collectively *‘special patients’.
And to the extent to which these rights and duties are unable to apply
because of factual or legal disability or incapacity, that disability or
incapacily must be regarded as a condition mandating greater
protection of the person and not as justifying a derogation from rights
which would be recognized with respect to ‘“normal’’ persons.
Consistent with this principle, an important general rule may be
formulated in regard to medical research involving “‘special pa-
tients”’. The rule is that it should be regarded as a condition precedent
to involving any *‘special”” patient in non-therapeutic medical
research that the information required from the research cannot be
obtained from other *‘normal’”, that is competent. adult, non-
institutionalized subjects.

Some of the matters already discussed do not need modification
for application to a ““special’’ patient, for example the fiduciary duty
of the doctor. Or they are easily modified to accommodate the
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interests of the **special’’ patient, for instance the juridical basis of
the doctor-patient relationship. In the latter case, whether the patient
is “‘normal’” or ‘‘special’’, tort or delict duties of the doctor are
equally applicable. With regard to establishing a medical contract,
this is not different legally from setting up any other contract for an
incompetent,** in that account must be taken of both factual and
legal incapacity of the patient and of the status of the person able to
act on the incompetent’s behalf. **"

The major problem arises with regard to procuring **informed’’
consent, the “*second™’ consent which as earlier proposed there is a
duty to obtain in order to justify contravening the right to inviolability
of the person.*®! The dilemma can be stated interrogatively: in what
circumstances is apparent consent not consent because of the
disability of the patient, and when can someone, other than the
person himself validly allow another, the doctor for instance, to
contravene an incompetent’s right to inviolability? The answers
whether in fact, in law or in cthics are not clear, but there are basic
principles from which one can work out some answers.

Firstly it is important in formulating these principles that they be
consistent with those derived for the *‘normal’’ patient. For example,
I have stated that a major purpose of requiring ‘‘informed’’ consent is
to fully extend the application of a principle of respect for the
person.’ With the competent patient this principle is honoured in
both the concepts of autonomy and inviolability. But in the case of
incompetent patients, because there is no autonomy, it requires a
predominance of the inviolability concept, which means protection
from harm and respect for his human dignity. This aim is not always
easy to achicve even in the **pure’” therapy situation and it is even
more ditficult to ensure when medical research on such persons is
involved. This does not mean that it is impossible to carry out
medical research on ‘‘special’” patients, but rather that special care
must be taken to ensure that such experimentation conforms to ethical
and legal principles. This requires a close analysis of what is required
in the ‘“‘normal’’ situation, and whether and how these same
principles can be honoured with the ‘‘special’ patient, in default of
which the research should be prohibited.

With this approach in mind 1 wish to examine the problems of
consent in relation to the various categories of “*special’’ patients,
with an emphasis on the difficulties encountered in the medical
research situation as this demonstrates most clearly the complex of
issues involved.
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A. CONSENT WITH RESPECT TO THE DYING,
INCURABLE OR ““DEAD’’ AS PATIENTS, OR
SUBJECTS OF MEDICAL RESEARCH

One of the most difficult areas of comsent is that with respect to
cuthanasia, which T will not deal with specifically here as the subject
of euthanasia is being dealt with extensively in another paper in this
series. Rather, I will consider consent in more general terms within a
medical relationship in which the patient is dying or incurable. The
conditions governing consent to euthamasia would be at least as
stringent.

The possible coercive effects on consent arising from the dual
role of patient and medical research subject have already been
considered,™ but those who are dying or terminally ill may be
considered a “‘spectal’” sub-category. This categorization may alter
the situation in two ways: first it may justify very risky therapeutic
experimentation, if this is the only hope for the patient,*™ and thus
possibly widen the area of operation of the doctrine of “‘therapeutic
privilege’’; secondly, respect for the person as a dying human and the
effect of dying on the ability to give “‘informed’’ consent,*™ may
restrict non-therapeutic experimentation which would otherwise be
justified with **informed’’ consent on a non-dying subject. For these
reasons the Netherlands Report**® disapproves of experimentation on
the dying under any circumstances. Similarly, the Britistt Medical
Journal*™® recommends that no experimental trials be conducted on
the dying in the United Kingdom. Curran®* advocates that the
F.D.A. regulations in the United States be interpreted as not allowing
the use of dying subjects in drug trials, unless these hold out a hope of
saving the person. As Beecher notes**® the inadequacy of classifying
subjects as a speciai category entitled **dying’’, is that because no
time period is included everyone is arguably a present member of the
class; and further it is unnecessary, unless it is meant to express
detachment of the physician-patient bond. If the latter proposition
were true, it would lead to the paradox that the healthier the patient
the stronger the physician's obligation to him and the sicker the
paticnt the weaker the duty.

There is a matter which has been the subject of legislation and
much academic comment which must be at least briefly touched upon
here, and this is the dctecrmination of a dying patients death. The
juridical and cthical regimes applicable to a dead person are based on
different principles and have different aims than those relevant to the
living person, and they seek to uphold respect for the dead person and
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for the feelings of those by whom he was known and loved. After
death such respect may not require inviolability, or this right’s area of
operation may be limited according to different criteria than those
applicable to living persons, in that respect for the deceased, or
respect for his relatives’ sentiments, only requires that his wishes or
theirs be obeyed.** This is really to recognize an extended principle
of autonomy, insofar as the will of the deceased or that of his
relatives may be determinative, more than the principle of inviolabil-
1ty per se .

The problem which then arises is how to handle the situation
where there is no overt threat to autonomy, that is in the absence of
express wishes of the deceased or his relatives. In such cases there is
a need for presumptions which will operate to determine whether
organs may be taken or cadavers uscd for scientific, or therapeutic
purposes. These presumptions are generally classified under two
systems, that of ‘‘contracting-in"",*! where the presumption is that in
the absence of the express consent of the deceased before death or of
his relatives after death, the deceased’s body is inviolable; or
““contracting-out’”,*? where the operative presumption is that all
persons consent to the use of their bodies after death, in the absence
of their or sometimes as well their relatives’ express wishes to the
contrary. In general these types of provisions, provided any required
express or implied consent is present, are wide enough to allow
medical experimentation on the cadaver, such experimentation being
within the meaning for example of such provisions as ‘‘therapeutic
purposes, medical education or scientific research’’, 1%

For the purpose of deciding which principles with respect to
consent apply one must now determine when one is dealing with inter
vivos medical experimentation and when with post mortem, which
means determining death. As the subject will be dealt with in detail in
another paper in this series, it is only necessary to give an outline of
the problems involved in this determination here. One issue is that of
whether or not a definition of death should be legislated.*®* The
difficulty is that death is a biological process, but the law requires an
event, a precise point in time beyond which a person is regarded as
dead. It is possible to mark this point anywhere along a continuum
from permanent loss of the ability to interact with one’s surround-
ings,*% to whole brain death, or even to cellular death at the other
end. It seems that *“‘brain death’ is becoming more and more
recognized as death of the person. But a further consideration is
whether this criterion of death should be legislated, and, even if it is,
whether it should be recognized as a sufficient criterion of death or
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simply as one criterion, the determination of death depending, in any
particular circumstances, on the clinical judgment of a doctor or
doctors,

One should also be aware that there may be two points in time
with legal significance here, and the distinction between them
becomes more important il a concept of "‘brain death’ is adopted.
The first moment occurs when the doctor is justified in no longer
taking extraordinary measures to keep the patient alive, or even
perhaps, in discontinuing active treatment. This point will then
subsequently be followed by the second, the moment of death. It is
only when the person is already dead that it uppears that the two
moments, of withdrawal of artificial support measures and of death,
coincide. Further, it is necessary to consider whether the fact that
death is being declared for different purposes might call for different
safeguards, including variations with respect to consent.*%¢

B. CONSENT AND CHILDREN AS PATIENTS OR
SUBJECTS OF MEDICAL RESEARCH

Here the problem is one of '‘informed’’ consent for reasons of
legal, and when younger children are involved sometimes also
factual, incapacity. Again this is a much debated topic, but some
clear positions can be identified. One matter which can be settled
immediately is that, in my view, the dangers of coercion associated
with allowing payment for medical experimentation involving
children, would never justify any advantages associated with this
practice. Consequently, 1 propose that all payment in money or in
kind should be prohibited except where it is genuinely an indemnity,
or takes the form of a therapeutic advantage arising directly from the
experiment itseif.

1. Consent to therapy and therapeutic research

With respect to ‘pure’’ therapy or therapeutic research, which
by definition is for the benefit of the child, the parent may give
““informed”’ consent.**” This is so because the parent has both a legal
right and duty to care for his child, in default of which, the state
under its parens patriae power may intervene through its courts to
order necessary treatment, ¥
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On the same line of argument there seems to be no reason why a
minor, who is able to consent 10 therapy, could not also consent to
therapeutic rescarch. The problem then becomes whether, and when,
a minor’s conscnt to therapy is effective. This is a much debated
question, but one which has been resolved to a certain extent by
legislation in some jurisdictions. For example, in Quebcc a minor of
fourteen vears ol age or older may consent to “‘care and treaiment
required by [his| state of health’,**" as he may in at least one state of
Australia.*™® In Ontario,*”" British Columbia'™ and the United
Kingdom'™ he may so consent at sixteen years of age. The individual
states, of the United States of America display a variety of legislation
in this respect, which either generally lowers the age of consent (o
medical treatment, or does so at least for the purpose of obtaming
consent to treat certain specified medical conditions. "™

In default of legistation, or where there is legisiation but a minor
is below the age specified for consent, there may still be a problem
about whether or not his consent to therapy is effective, except when
the legislation expressly prohibits consent by a child below a
specified age.”™ One difficulty caused by some legislation is that
although it does not prohibit consent below a certain age, it may
create a presumption that it is meant to cover the field and hence
abrogate any previous law and, when, interpreted strictly according
to its terms, it may make a certain age of the child a condition
precedent to his giving a valid consent. The United Kindom
legislation is noteworthy in this respect. It has a saving provision,
that the Act does not make ineffective any consent which would
otherwise be effective. ¥ T suggest that it is preferable to view all the
relevant legislation in this way, except where this is impossible
because of express statutory direction such as under the Quebec Act.
That Act provides that the consent of the person exercising paternal
anthority is necessary when a minor less than fourteen years of age is
involved.*"”

It is at least arguable that apart from, and except where
abrogated by statute, at both Civil and Common Law a minor capable
of discernment can consent to medical treatment. Here again it is
important to make the distinction between consent to the medical
contract and consent to medical care. I suggest, that even if the minor
lacks capacity with respect to the former, he may have it in regard to
the latter consent. This is particularly true if one argues that consent
to a contract requires legal and factual capacity, whereas consent to
medical care only requires factual capacity. Such an approach may
even enable a minor to consent against the wishes of his parents.

72



Dierkens is of the view that: ‘‘les prescriptions du droit civil en
matiere de capacité régissent essentiellement . . . ’exercice de droits
partrimoniaux. Elles ne sont pas d’application stricte lorsque les
droits sur la vie ou le corps sont mis en question. La capacité
naturelle, appreciée essentiellement en fonction du degré de maturité,
peut prendre alors une importance determinante. C’est ainsi qu’en
cas d’absence ou méme d’opposition du pére, le mineur, qui jouit
d’une maturité suffisante, peut, sans aucun doute, autoriser valable-
ment le médicin a prendre les mesures conservatoires indispensa-
bles.”’*"® Similarly Crépeau,*™ speaking of the law in Quebec prior
to the enactment expressly requiring a minor to be at least fourteen
years of age to consent to medical treatment,*® says that an
adolescent minor capable of discernment had capacity to consent to a
medical intervention and to enter a non-lesionary, that is therapeuti-
cally beneficial, medical contract.*® This was so because ‘‘le droit a
I’inviolabilité est un droit extrapatrimonial, personnel, qui ne saurait
étre exercé que par son titulaire s’il est en mesure de la faire et s'il est
doué de discernement’”.*® This is still the applicable policy
enshrined in the statutory provision allowing a minor to consent. The
difference is that the criteria chosen for its application are a specified
age and, presumably, discernment,**? rather than solely the latter.

In Common Law there is very early authority establishing that a
minor can enter a medical contract. Coke** states that *‘an infant
may bind himself for his . . . necessary physic’’, and an ancient case,
Dale v. Copping ,** held that the necessaries for which a minor can
contract include medical services. One must realize here that the fact
that the contract was for a ‘‘necessary’” overcame invalidity of the
contract even due to lack of consent, not just invalidity due to lack of
capacity in the sense of legal status. Hence the minor could be bound
to such a contract although incapable of discerniment; the basis of his
liability was either that being for a necessity the contract must have
been entered in some way, therefore lack of actual consent was
irrelevant or alternativcly, consent establishing the existence of a
contract may have been implied by legal fiction from the minor’s
state of necessity. Whatever the basis for this law, its application is
conditional on the medical contract being ‘‘necessary’’ for the minor.

Where the treatment is not within the above category but is for
the benefit of the minor, there is support, including that of Nathan,
for the view that if the minor has the intellectual capacity to fully
appreciate the nature and consequences of the medical procedure
performed for his benefit, then he can give a valid consent.* On the
other hand, one author sums up the situation at Common Law as

73



being **not clear if the minor has power to consent lor| whether one
must also obtain the consent of the parent’”.**7

One must here again make the distinction between the two
consents involved, that to the medical contract and that to medical
care, in order to understand the authoritics and aid analysis. Coke
was speaking of consent to the medical contract,*® Nathan and the
other authorities quoted,* of consent to a medical intervention, in
the sense of consent being necessary though not always sufficient, if
an intervention is not te constitute a crime, nor the torts of assault or
battery. The vital question with respect to minors is, whose consent
in the latter sense is both necessary and sufficient?

In an interesting historical approach Annas, Glantz and Katz
survey the early Common Law on minority and conclude that the
concept of an age of majority was based on feudal law and custom,
and is not related to modern needs.™® However, even within the
limitations of this early law a study of Blackstone*' shows that
minors were not without significant tegal capacity, for example with
respect to marrying, or making a will disposing of their personal
estate. Also, if one looks to minors’ consent in the law of torts in
general, it is often assumed to be present in non-, or minimal, risk
situations, as otherwise every physical social contact would become
an assault and battery. Further, where risks are involved, if the minor
understands these and voluntarily accepts them, his assumption of
risk either for himself or of his conduct to others, is as valid as {or an
adult. ¥

The question then becomes should any general ability at law of a
minor to consent to being touched, or to acceptance of risk, be
modified in the medical context. The rationale {or allowing the parent
to consent for the child, putting aside any prerogative the parent may
have arising from his liability for costs incurred as a result of
successful or unsuccessful treatment of the child,*® is that the former
is better able to take into account all the interest of the latter, because
the latter is incapable of making an educated and rational choice.**?
This argument applics in the case of a minor incapable of
discernment, but not necessarily to a mature minor, and hence the
“‘mature minor’’ exception to needing parental consent has been
recognized by various courts. This rationale also explains two other
generally recognized exceptions to needing parental consent to
therapy on a minor. These are the emergency situation, where what is
in the best interest of the minor is obvious, and where an emancipated
minor is involved. "™
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Finally one must consider the situation in the Civil or Common
Law with respect to resolution of conflicts between a parent and
child, which is usually when the parent consents to therapy and the
child does not. Implied in discussion of the opposite situation, that is
where the child consents and not the parent, a principle may be
deduced that it is mecessary to recognize the child's wishes and to
justify overriding them, especially as the minor approaches matur-
ity. "™ This reflects a more recent approach of the law which has been
to realize that attaining maturity is not an overnight event but a
process, and should be recognized as such: further, there may be
increasing recognition that perhaps a child has a right of veto which
arises before he has capacity to consent and which one must justify
contravening. ™ Pilpel™® describes this evolution as a change from
seeing children as the property of parents, to recognizing them as
persons with rights and, with this, a change from their not being able
to consent, to being able to do so by common law (or *‘droit
commun’’) exception, or pursuant to statutory provision and, as a
corollary, with at least some right to refuse treatment.***

2. Consent to non-therapeutic research

One now moves to the much more difficult area of consent to
non-therapcutic medical resecarch on children. The point just
discussed is important here, in that it leads to the conclusion that if
the child objects to participating in such research, one is not justified
in overriding his wishes 3 Thus with the mature minor the capacity
to consent to beneficial treatment must carry with it an ability to
refuse non-beneficial intervention, but whether it also carries the
capacity to consent to the latter is a further question.”™ When
therapeutic treatment of an immature minor is involved, I have
suggested that the parents must be justified in overriding his wishes,
but such justification would never be present in the non-therapeutic
situation.

In relation to non-therapeutic interventions on minors one is
therefore left to deal with the situations of the non-discerning,
non-objecting minor and the discerning, consenting minor. The
question is whether the parents’ “‘consent’ is sufficient and
necessary in each case 5%

There are many lines of philosophical, cthical and legal

discussion® which can be only briefly outlined here, but all of them
have influenced and are influencing the evolving consensus on the
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subject. The most interesting and most publicized philosophical
argument has been engaged in between Ramsey™* and McCor-
mick.?® The former is of the view that children incapable of consent
may never be used in non-therapeutic research, whereas the latter
believes that this is justified where children ‘‘ought’’, as members of
the human race, to accept this obligation. Such an obligation would
exist when risk, discomfort and pain are minimal and the research is
very likely to be useful. Tn such cases, McCormick argues, parents
may give ‘‘proxy’’ consent. There are inherent problems in each
view: Ramsey’s approach is probably not feasible, accepting the
current state of research carried out on children;**® McCormick’s
view probably has a generally unacceptable logical extension. If one
can use children as subjects in situations where they ‘‘ought’’ to
consent, why apply this rule discriminatorily, that is why not apply it
equally to adults who could then be conscripted as experimental
subjects within the terms of the *‘ought’’, in much the same way as is
done for military service? It is in avoiding this difficulty that
Toulmin’s™®? modification of McCormick’s formula is useful. He
says the stress should be on that to which the child (or other
incompetent) could not reasonably object. In practical terms the
results are the same, but this avoids imputing an obligation to the
child and not to others.

The legal development in this area is best traced in the context of
live organ donation by children, which is, of course, non-therapeutic
for the donor.

In France, such donations, by any person, chiid or adult, were,
like non-therapeutic medical experimentation, initially considered
illegal. However, this was modified by the development of a legal
doctrine of a ‘‘state of necessity’’, functioning as a justification for
the wrong of operating on the donor, when the purpose was to avoid a
greater evil, namely the death of the recipient.”™ This doctrine is
applicable to minors capable of discernment in exceptional cases,”"
but it is not clear whose consent is necessary and sufficient, the
minor’s alone, the parents’ alone, or both !¢

In Quebec the situation is governed by legislation. Article 19 of
the Civil Code of the Province of Quebec enacts a general rule of
invioliability, requiring consent for its valid waiver. Article 20, infer
alia, enables a minor capable of discernment to consent (o infer vivos
organ donation, or to experimentation, one of the conditions being
that no serious risk to the minor's health results from this. The
Article’s original version also called for the consent of both the
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person having paternal authority and a judge of the Superior Court.
Quite apart from the problem of determining what amounts to a
“‘serious risk’’ there was another difficulty in interpreting this
proviston—it was not clear where effective consent arose, either with
the minor, or with the parent or judge or all three. This Article has
now been amended®'! to provide for the consents of the minor and of
the person with parental authority as well as an guthorization by a
judge.

In regard to the effects of the minors and parent’s consents under
this new provision, in my view the better interpretation is that the
minor’s consent is constitutive, with the consent of the parents being
regarded as enabling or declarative. This view may be supported
either on the basis that under the ‘*droit commun’’ a minor capable of
discernment has capacity to consent to a medical intervention,”' and
that Article 20 extends this capacity to non-therapeutic interventions,
or that Article 20 grants this capacity de novo, provided in either case
that its terms and conditions are complied with. Any other
interpretation of Article 20 leads to the result that one is taking an
organ from, or experimenting on, a minor for another’s benefit,
without his consent being recognized as the primary although
insufficient justification of the intervention. With respect to adults
such interventions are not permitted except on the primary basis of
the adult’s consent and they should not be permitted on the basis of a
third party’s consent with respect to minors. Thus Article 20
legislates “‘le droit de sacrifier pour autrui’’®'? and extends this to
discerning minors in certain circumstances. Whether one is justified
in contravening the inviolability of a minor on the basis of some
justification other than personal consent is a further guestion and
discussed later.>**

In Commeon Law jurisdictions the regulation of organ donations
by living persons is also instructive regarding consent to non-
therapeutic medical interventions on minors. Among the Common
Law Provinces of Canada, Ontario,*'™ British Columbia,?'® Nova
Scotia®'? and Newfoundland®'® have prohibited tissue donation®'” by
minors and in doing so, have followed the uniform legislation®*
recommended for adoption in all Common Law provinces of this
country.

In England there is no legislation governing donation of organs
by living persons, whether child or adult, and the rights of parents to
consent to medical interventions on their children, although not
questioned in the therapy situation, have only been clearly recog-
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nized by the courts in reported decisions in recent years.*' Some of
these cases involved paternity disputes in which blood tests were
required and where. consequently, there was an element of
non-therapeutic. rather than therapeutic, benefit involved. However
in these cases there was no question of the intervention being without
benefit to, or contrary to the best interests of the child.”* There is
dicta in these cases that has subsequently been used to ground an
argument that a parent may consent in the *‘best interests’’ of the
child, which does not necessarily mean for the child’s therapeutic
benefit, the latter being the traditional requircment for any consent
validating a medical intcrvention.?** In my view this is an unfortunate
extension™® in relation to children incapable of discernment, an
extension demonstrated in the American courts’ reasoning in the
minor, or mentally incompetent, organ donor cases.

In Bonner v. Moran™¥ the court held that a fifteen year old boy
could not alone consent to be a donor of skin, but by implication
indicated that his parents could have consented.”®” In conformity with
a view that parents can consent to non-therapeutic interventions on
their children, a Connecticut court, in Hart v. Brown,”* authorized
the parents of seven-year-old twins to consent to the donation of a
kidney by one to the other. Simitarly in Nathan v. Farinclli** the
court characterized its duty not as one of deciding whether or not to
allow the operation to take place, but of reviewing the parents’
decision. The Court both relied on Bonner v. Moran and cxpressly
rejected the psychological benefit test, thus interpreting this case as
authority supporting the parents’ right to consent in a non-therapeutic
situation. In contrast to instances in which immature minors were
involved in non-therapeutic procedures. in Rappeport v. Stotr™° a
Massachusetts court held that a seventeen-ycar-old girl was intellec-
tually, and thereforc legally, capable of consenting to a bone marrow
donation. This is an application of the *“mature minor rule”’, that is
that the consent of such a minor is sufficient.

If one accepts that parents may consent to some non-therapeutic
interventions on non-discerning children one must examine the
conditions under which the courts have allowed such consent. In this
respect ¢ comparison of two cases involving mental incompetents,
who are in a directly analogous situation to non-discerning minors as
far as capacity to consent is concerned, is instructive. In Strunk v.
Strunk™! the court authorized®?? an operation to remove the mentafly
incompetent donor’s kidney for transplatation into his brother. This
was done on the basis of the parent’s petition and after finding, on
very slim grounds, that there would be psychological harm to the
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incompetent donor if his brother died, as he would be *‘saddened’’.
The avoidance of this sadness was equated to psychological benefit.
In Re Richardson™ on the other hand, the court held that the parents
couid not consent, nor could the court autherize the organ donation
operation on the incompetent, certainly not in this case since they had
found no benefit to the donor: and possibly not in any case.

The development of the test of psychological benefit used in
these incompetent transplant donor cases, evolved from the courts’
difficulty in finding that the requirement of therapeutic benefit to the
person on whom a surgical operation was carried out was fulfilled.
This requirement was necessary for the legality of an operation at
Common Law.5** This was dealt with by changing the content of the
requirement of therapeutic benefit to include not only the traditional
element of possibility of physical benefit to the patient, but aiso
psychological benefit, or merely benefit, in the sense that the
intervention was in the “‘best interests’”’ of the donor.*® Thus in
instances of non-therapcutic interventions for *‘inter-vivos'' organ
donation the presence of psychological benefit, or any benefit, to the
prospective factually or legally incompetent donor, seemed to be
regarded by the courts as a sufficient condition precedent to an
incompetent’s or minor’s consent, where such consent was possible,
or to the guardian’s or parents’ consent, or to the court’s
authorization.

This modification of ‘‘therapeutic benefit’” to psychological
benefit was first developed in three Massachusetts cases, each
involving kidney donations between twins,*¢ in which psychiatric
evidence was given that there would be **grave emotional impact’’ on
the donor if not allowed to donate. Avoidance of this trauma was
characterized as benefit. However, in all these cases the minors
concerned could have been regarded as ‘‘mature’’, as two sets of
twins were aged fourteen and the other nineteen years. However, it is
not clear whether the “*mature minor rule’’ applied, assuming that
this connotes equivalence to the competent adult situation with
respect to consent and does not have special rules of its own. This
doubt is caused because with competent adult donors “‘informed’’
consent has come to be regarded as an alternative to, or substitute for,
therapeutic benefit; and yet the courts in the cases under discussion,
went out of their way to find psychological benefit to these mature
minors. Further, these cases do not answer the question of whether
the parents’ consent alone is sufficient, cither with or without
psychological benefit, when a non-discerning minor is involved. 7
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Two cases already mentioned, in which the donor children were
seven and six years of age respectively, are of interest in this latter
respect. In Hart v. Brown™* there seems to have been an easing of the
psychological benefit test, to one of lack of **substantial harm’’ to the
donor and substantial benefit to the recipient, as justification for the
non-therapeutic intervention.™? In Nathan v. Farinelli®¥ there was
an overt weighing of costs and benefits to both children on the basis
of what was ‘‘fair and reasonable’’, and the court expressly rejected
the psychological benefit test as highly speculative.

These cases and the change in the requirement of therapeutic
benefit that they show, are significant when one considers whether
parents may consent to non-therapeutic medical interventions on their
children. They constitute at least some precedent for saying that
parents may consent when the minor is not capable of discernment,
when the procedure is not therapeutically beneficial to him, and
when, perhaps, it is not even in his best interests. The harm does not
outweigh the benefit to the minor in the latter case but rather the
justification advanced is that the harm to him is outweighed by the
benefit to someone else. In my view this proposition is unacceptable
as a general policy, and perhaps even as a particular one. Such
precedents must be contained within the strict limits of their facts,
that is where a close, identifiable relative is being benefited by the
non-therapeutic intervention. This limitation may be achieved by
arguing that, at their widest, doctrines of *‘proxy consent’ or
““substituted judgment’’, historically and in these cases as well, have
only been applied to assist close relatives in need.”' However it is
disturbing to realize that a strong argument can also be made for
expanding the application of the precedent set by these cases only on
the basis of this same fact, that they involved close relatives, usually
brothers and sisters. This occurs because it can be suggested that if
the court allowed parents to consent to a non-therapeutic intervention
when they were faced with such a terrible conflict of interest,
between choosing the death of one child and maiming another, they
would more readily permit this in the non-therapeutic research
situation, when such a conflict is not present.>*?

In summary 1 submit thal non-therapeutic medical resesarch
involving risk, may not be carried out on minors who have not
personally given *‘informed’’ consent and, in particular, may not be
justified on the basis of '‘proxy’” consent. This position is not the
same as saying that any such research is mever justified. Such a
position should also be generalized 1 suggest to cover other
non-therapeutic or doubtfully therapeutic interventions, such as the
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sterilization of mental incompetents, or to controversial technigues
such as psychosurgery. Similarly the following discussion of the
medical research situation, dealing as it does with many of the issues
raised by “‘proxy’’ consent in reiation to such interventions, may also
be generalized to those other non-therapeutic or doubtfully therapeu-
tic interventions.

The question then is; short of banning all non-therapeutic
medical interventions on children personally incapable of giving
“‘informed’’ consent, when should they be allowed and how should
they be regulated? Firstly, to ensure that the consent of parents is not
seen to be a justification, in the area normally referred to as *‘proxy"”
consent, cne should end the “‘charade of consent’’.”*® That is the
reality of what is taking place must be stated bluntly so that **proxy’”
consent is not seen as consenting on the child-subject’s behalf, but
rather as consenting directly to the intervention on the subject. This
means dropping the use of the word consent and rather speaking of
selection of child-subjects, the child's assent, and the permission of
parents.** Although such a change may only be in nomenclature and
not reflect any difference in reality, it is, I submit, important for the
purpose of developing attitudes and sensitivity to the issues involved.
The aim is to distinguish **what a person may do for oneself, [ic]
consent, from what one may do on behalf of another, grant
permission’” .

Then, arguably, ‘‘no risk’ or **minimal risk’’ non-therapeutic
interventions,**® may be allowed with the assent of the child where
the child is capablc of such assent, and with the permission of the
parent. In this case one is not contravening the general rule that
parents have no authority in non-therapeutic circumstances and may
not purport to consent to infliction of harm on their children. ™7
Rather, arguably”*?® their consent is not needed because of the lack,
or insignificance, of any harm or risk of harm >

With respect to more than minimal risk, non-therapeutic
interventions, the *‘mature’” minor, subject to proper safeguards of
ethical review by a committec and possibly parental permission in
some circumstances, ought to be allowed to give “‘informed’’
consent. There would also be other conditions precedent to carrying
out such interventions, in additon to those normally required. For
instance, in relation to medical research, one condition is it must be
impossible to carry this out, or conduct it further, on adults. Another
is that the studies must be initiated on older children, if this is valid
for research purposes, prior to including younger children, even
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though the latter are capable of discernment.?* Or, with regard to
other procedures, for example sterilization, this must at least be the
least restrictive and least harmful alternative available.

There is, however, a fundamental problem in allowing more
than minimal risk, non-therapcutic medical interventions on minors
capable of discernment, and this is the problem of identifying when a
sufficient level of discernment is present. A child may be considered
legally capable of discernment as young as seven years of age, but
this may not indicate he has the necessary discernment to consent to
medical research, as has been empirically demonstrated by
Schwartz.** This researcher found, that despite careful and detailed
effort, children under eleven vears of age were unable to be made
aware that they were participating as research subjects. Six of
nineteen minors aged eleven to seventeen years had some awareness
of the research element involved, and of these six, five suffered acute
anxiety. If the results of this study are generally applicable it throws
doubt on whether one can, or should, use even ‘*discerning’’ minors
as medical research subjects.?!

Thus it is strongly arguable that parents cannot consent fo any
non-therapeutic medical intervention involving risk, or more than
minimal risk, and that such interventions should never be allowed on
minors incapable of giving fully **informed’’ consent at a subjective
level.®2 And yet there may be exceptional circumstances where this
is justified, for example where all children are threatened by a serious
disease and no other type of medical research except that on children
offers any prospect for discovering a curc, or where children are
afflicted with a fatal disease and while research on the disease does
not offer them any potential benefit, it may nevertheless benefit
others with the disease in the future. In such cases the emphasis must
be on two matters: the truly exceptional nature of allowing the
research intervention®*** and further, that although permission or
consent of the parents may be a necessary condition precedent, it
does not have the effect, in itself, of making the intervention legally
valid. ™

Rather a system of elaborate safeguards, which include the
parents’ permission and the child’s assent to the extent that he is
capabie of giving it, must be set up®* and a further and adequate
justification for conducting the research must be found. In the latter
example cited above, of non-therapeutic research on a fatal disease
from which a child is suffering, it may be that the patient’s
“*identification’’,*** with future sufferers of the same disease, goes
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some way towards this. However a justification such as this must be
used with extreme caution and reluctance, or it will open the way to
using non-consenting patients incapable of discernment, simply on
the basis that there is some connection between a disease from which
they suffer and the research. It is only within such a framcwork of
safeguards that one may honour the rule that parents may not conscnt
to any risk of harm or more than a minimal risk of harm being
intlicted on their children, while still recognizing that some truly rare
situations do exist, where the ethics may mandate the medical
intervention being conducted.

3. Institutionalized children

These children deserve special mention and special protection,
which means they should never be subjected to non-therapeutic
medical interventions or used in non-therapeutic medical research,
and exceptional care must be taken in accepting third party
permission to any intervention with their physical or mental integrity.
In a sense they have a double ‘‘disability’”, that of being children and
of being institutionalized and, in the latter respect, are comparable to
prisoners.”™" They are too available, too easily coerced, too little
protected by someone with the necessary bond of affection and
personal commitment. This bond is necessary for cven ‘‘proxy’
consent to serve its proper function, assuming for the moment this is
legally adequate and should be treated as effective. This has been
legislatively recognized with regard to medical experimentation in
Pennsylvania,?" where non-therapeutic research on juvenile inmates
of state and county correctional institutions is banned.

The matter is more difficult with respect to therapeutic medical
research or to doubtfully therapeutic interventions. However, here
there must be a heavy onus on the physician to show that the
intervention is carried out with a geniune therapeutic aim for rhat
child, that there have not been coercions applied to either the child or
parent,*™ and that there is adequate independent scientific and ethical
review of the proposed intervention or research protocol. This
includes determining that the procedure is within the definition of
therapy.

It is worth noting that in the United States, the National
Commission in its dratt paper on *‘Research lnvolving Children’'>%
and in its subsequent ‘‘Report and Recommendations™ ™ on this
topic, does not distinguish between therapeutic and non-therapeutic
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medical research for the purpose of deciding what safeguards should
apply in a particular research situation. Rather, benefit to the
child-subject is one factor taken into account in deciding whether to
approve the particular research. Within this wider context special
provision is made for children who are wards of the state or
institutionatized, in that with some narrow exceptions there is a
general prohibition on including them in medical research ™!

4. “‘Consent’’ by the state and its refusal to recognize
consent with respect to medical interventions on
children

Just as the state can anthorize treatment of children against the
wishes of the parents, under its parens patriae power or specific
statutes it can intervene for similar reasons to prevent unjustificd
treatment to which the parents have consented. It is interesting here
to consider whether parents® power over their children as well as the
power of the state to intervene, is original or derivative, The more
acceptable view is probably that the parents’ power is original, but
limited by the rights of the child, and that the state’s power is
derivative, both from the parents’ power and the child’s rights, either
of which it can enforce for proper ends. In the process of maturation,
one can then argue there is a progressive handing over of power from
parent to child, so that one finally has a competent adult with
individual, original rights, which are limited only to the extent
specified by law.

The bases on which the state may intervene to authorize or
prohibit medical treatment or research may be simply under its
general protective power over minors or those unable to protect
themselves. Or it could be pursuant to child abuse legislation®® such
as that in California, where it is a misdemeanor to endanger the health
of a minor or to subject himn to urjustifiable mental or physical
suffering.?* Levine® suggests that a parent who consents to a child
participating in non-therapeutic cxperimentation may be liable, with
the physician, for conspiracy to commit child battery. Hershey and
Miller,®® in a list of possible actions arising from the same
circumstances, include first, court determinations that the child is
““dependent and meglected'”, with the possible consequences of
parental loss of custody and the child being made a ward of the state.
Secondly, they list criminal liability of both the parent and researcher
where harm is actually inflicted on the child as part of the study. If
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such a situation amounts to child abuse then there may be further
liability, since failing to report an incident of child abuse about which

one has knowledge, may in itself be an offence, as it is for example in
Quebec, 7%

C. CONSENT AND FOETUSES AS PATIENTS OR
SUBJECTS OF MEDICAL RESEARCH

The most difficult problem here is consent as it relates to
medical research on foetuses. This is not only a controversial topic in
itself, but it often involves another ethically polarized area, that of
induced abortion.?%%* Therefore some reference to the arguments put
forward regarding this practice are necessary to an analysis of
consent in relation to medical interventions on foetuses. If one
believes abortion to be morally unacceptabie, then it is difficult to
accept arguments justifying research on aborted foetuses as their
availability depends on a moral wrong. It is argued against this that
the ethics of abortion are irrclevant, as a utilitarian justification
applies, and that as the foetuses have been aborted it is simply
wasteful not to use them for research. The problem with this rebuttal
is that the act making the foetuses available is a deliberate human
intervention, and in my view it is not clear that one can morally apply
utilitartan arguments of waste as justification in such a situation. The
same type of arguments could be applied to prisoners, and vet we
take a different approach, probably because society is seen as having
acted to place them in a situation of availability where they may be
coerced. Thus we make a distinction between this ‘‘artificially
created’’ type of availability or coercion and that arising in the
“‘ordinary course of events’’, for example pressure from one’s family
group. As a result we sec persons affected by the former as needing
more, rather than less, protection.

Depending on the proposed future of the foetus, it may be
included within one or more of the categories of patient or research
subject already discussed. Whether it should be governed by the rules
suggested for consent to treatment and research on children while still
in utero, is a matter of debate, and to some extent, relates to one’s
views on the acceptability of abortion and the basis upon which one
justifies and performs it. If one regards the foetus as a person, in fact
or law, from conception, or from implantation, or from viability, or
from some other arbitrarily determined time, then at that point in time
abortion, for many people, becomes unacceptable. But whether or
not abortion is acceptable past this point in time, the logical corollary
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of recognizing the personhood of the toetus is that from that time, the
foetus in wrere must be treated with respect to consent to medical
interventions on it, according to the same rules as an infant child.

With respect to medical research on the foetus in urero prior to
its personhood being recognized, it is very much a moral value
judgment as to what experimentation may be consented to on its
behalf. 1 suggest that for reasons of distributive justice one is not
entitled to discriminate between foetuses going to term and those to
be aborted. The rule must be that only interventions which would be
allowed on a foetus going to term, which interventions are governed
by the criteria applicable to treatment or research on non-discerning
children, are allowable. There is, however, one modification which
must be made because of the physiological unity of the mother and
foetus. This is that the mother may consent to therapy for herself, and
even to non-therapeutic research directed towards her when the latter
involves at most minimal risk for the foetus, and even if it carries
more than such risk if it is necessary therapeutic experimentation for
the mother,

It is sometimes argued that if one can intervene to kill the foetus
by abortion, why not do so in a more socially usetul way, by
experimentation?**? One of the answers to this question is that even
though the woman may have a right to an abortion, this does not
necessarily mean she, or anyone else, has the right to consent to
experimentation on the foetus. In other words if one recognizes a
right to have an abortion this must be premised on a woman’s right
which in the circumstances overrides rights of the foetus; when there
is no right of the woman being upheld, as in experimenting on the
foetus, its rights may not be ignored or waived by consent.

There is also a danger in allowing consent to minimal risk
research on foetuses. Although this does not seem very difterent from
the situation with regard to non-discerning children, where it has
been suggested that such research may bc acceptable, a subtle
distinction has been and may be made. This is that the assessment of
risk is subjective and with a foetus intended for death by abortion, in
comparison, almost any procedure can be considered minimal risk.
That is *‘risks to the foetus-to-be-aborted may be considered minimal
in research which would entail more than minimal risk for a
foetus-going-to-term’”.3%*

Assuming that one finds it cthically acceptable to conduct some
or all forms of medical rescarch on one or more ‘‘categories’ of
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foetus, that is ‘‘to-be-aborted’’, aborted, non-aborted, viable,
pre-viable, living or dead, there are still problems of *‘informed"’
consent. If the foetus is not to be aborted the situation is directly
analogous to that governing children incapable of discernment, and
the parents may ‘‘conscnt’’ or give permission for treatment or
research on the same conditions and in similar circumstances. When
abortion is involved the matter is more complicated as there is an
ohjective conflict of interest, and probably not sufficient mutuality of
interest, at least betwceen the mother and the child, to allow the
consent of the mother on its behalf to be recognized as legally valid.
However, in the United States the National Commission and the
D.H.E.W. agreed to the contrary, *‘that a pregnant woman need not
be presumed to lack interest in her fetus even when she has decided to
terminate her pregnancy; thus she may validly be asked for consent
for rescarch involving the fetus™ .>%

The Peel Report®™ is consistently vague with respect to the
consent required for research on the foetus. It speaks of research,
presumably therapeutic, on a viable foetus to which “‘the parent’s
consent can normally be inferred™, (quaere} and then of **areas of
research which whilst not jeopardizing the helath and welfare of the
foetus are not of direct benefit to that particular foetus. Tn such cases
[the members of the Advisory Groupl consider that express consent
should be obtained from the parent’’.*"! The Report then deals with
the dead foetus, where if the United Kingdom Human Tissue Act®™
applies, the consents required under this must be obtained and if not,
there must be **no known objection on the part of the parent who has
had an opportunity to declare any wishes about the disposal of the
foetus’’.”™ The latter alternative given here, apparently implements
the opinion that “*[wihere the separation of the foetus from the
mother leads to the termination of its life there is no statutory
requirement to obtain the parent’s consent for rescarch, but equally
there is no statutory power to ignore the parent’s wishes’’.*"* The
provisions regulating consent to rcsearch on the pre-viable foetus
while still alive, are the same as for the dead foetus.>™ This probably
explains the complexity of the terminology used in the passage last
cited above, as the words *‘dead foetus™ could just as easily have
been used if this was all that was intended to be covered within these
terms, in comparison to the terminology necded if the provision is
meant to extend to the living pre-viable foetus, as this provision, in
all likelihood, does. It is also possible that the Advisory Group
considered such a pre-viable foetus to be already dead,”™* which
raises the difficult but essential distinction between the process of
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dying considered medically, and the event of death considered
ethically and legally.

Some commentators believe that, as a matter of law, consent to
experimentation on the foetus may not be required at all, “‘because
there is no interest in young foetuses that needs to be protected by the
use of consent™ *”” or because the foetus is a tissue specimen
removed from the mother and the mother’s consent to the abortion
surgery covers any dealing with such specimens that the hospital’s
pathology laboratory deems to be fit and proper.™ It has also been
argued that one does not neced the consent of the foetus, and
therefore, nor the “‘proxy’’ consent of the parent, to foetal research,
because if this were the case one would also require **proxy’” consent
to abortion on behalf of the foetus.”™ In fact this latter argument
shows why ‘‘proxy’’ consent to foetal experimentation involving
abortion should not be regarded as valid, as it is a protective device
for those *‘unable to speak for themselves’’ and one can never justify
using it to achieve the very opposite of its intent’’ .** The conclusion
then should not necessarily be that because ‘‘proxy’” consent is not
needed to abortion it is therefore not needed to rescarch on the foetus,
but perhaps that the research requiring such consent may not be
carried out.

In relation to defects of consent with respect to consent to foetal
experimentation, coercion in the form of payment can present one of
the major problems. The D.H.E.W. Regulations provide that “‘no
inducements, monetary or otherwise, may be offered to terminate
pregnancy for purposes of ' research®™', and the Peel Report’s
““Recommended Code of Practice’” states there must be “‘no
monetary exchange for foetuses or foetal material’”.”™ This ap-
proach, I submit, is an essential safeguard, not only of the foetus, but
also of the mother, in order to ensure she is not coerced into decisions
she may later regret.

There is one final question to be raised in relation to consent to
medical interventions on the foetus, and this is how does consent to
such interventions affect the foetus's right to sue if, and when, it
becomes legally recognized as a person? Once the foetus is born, and
certainly if it is viable, there is now no doubt that in all relevant
jurisdictions it has the protection of law and remedies for pre-birth
injury available to it."* {n Civil Law jurisdictions the *‘nascituris
tule”’ seerns to apply, which means that any right of the child to sue
for damages for personal injury only accrues on viable birth. It is not
as clear that this is the case in Commeon Law. The situation between
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various states of the United States of America, differs in that there
are some precedents which require the injury to have occurred after
viability for recovery of damages, which recovery does not,
however, depend on live birth, and other precedents which hold that
it does not matter when the injury occurs, but the cause of action only
accrues on live birth, The latter is the approach taken in England,
Common Law Canada and Australia.*** Such remedies, provided
their necessary conditions precedent were fulfilled, would be
applicable in the case of a foetus suffering harm from in urere
medical interventions, whether later aborted or not, depending on the
effect that the consent of the parents has on the child’s right to sue. In
my view this effect would vary, according to whether the treatment of
research was therapeutic or non-therapeutic, and whether the foetus
was born as a result of induced abortion or not. In the case of therapy
or therapeutic experimentation where abortion was either not
involved at all, or was medically indicated as **pure’’ therapy for the
mother, the parents’ consent would probably bind the child, who
should be taken to have had his right to sue waived on his behalf. As
one moves along the continuum to clearly non-therapeutic research
on the foetus and “‘abortion on demand’’ the parents’ consent
becomes legally less effective in binding the child, until it is of no
effect at all.

D. CONSENT AND MENTAL INCOMPETENTS
AS PATIENTS OR SUBJECTS OF MEDICAL
RESEARCH

There are two disabilities covered by the term mental
incompetency—Ilegal and factval incapacity, either of which may be
temporary or permanent.>** When the latter incapacity is present, the
situation is analogous to medical interventions on non-discerning
children, with the same ‘‘caveat’” present about involvement of
institutionalized persons in medical research.®®® Neville®® analyzes
the reasons why institutionalization should be a bar to using such
persons as research subjects, which really amounts to a delineation of
coercive factors which may affect the validity of consent. He says
that civilized protections, to ensure that one person does not have
undue and inappropriate power over another, are not effective in this
situation. He maintains this is so because such protections require a
right to dissolve personal relationships and to belong to contrasting
groups for support; and they suppose a practiced development of
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private judgment and an environment that ““does not conspire to
subject the individual to the interests of the environment itself”’ n8

When mental incompetents are involved in medical interven-
tions, special care is needed in assuming or accepting the concor-
dance of interest of the parent or guardian and the incompetent for the
purposes of **proxy’’ consent, or any granting of permission. With a
child one has the promisc of life in the future as a fully legally
capable person. The lack of this feature with respect to some mental
incompetents, may alter judgments made by others concerning them,
to the cffect that their interests are more likely to be sacrificed. As
with children, account must also be taken of the degree of the factual
incapacity and assent of the patient sought to the extent that this is
possible. This is so even when the intervention is independently
justifiable because, for instance, it is therapeutic. Likewise, more
weight should be given ethically and legally to such a person’s
objection to participation than would be to his consent, so that his
power of veto is stronger than his ability to consent.>*

This shows that in determining what is an ethically and legally
adequate consent to a medical intervention on a mentally incompetent
person, it is necessary to examine both legal and factual incapacity,
the former of which may or may not coincide with the latter, and
further to recognize that institutionalization is not recessarily
conclusive of either.”™ Where a person is factually incompetent he is
also legally incompetent, but he may have been declared legally
incompetent, by a process of law such as commitment or interdiction,
and at some later time be factually competent.”® Traditionally a
functional test of competency in relation to managing one’s estate
was used as the basis for a declaration of legal incompetency, which,
as a corollary, was often aimed at protecting the incompetent’s
property and not his person. Such a declaration, however, was
generally regarded as rendering the person subject to it incompetent
in all respects. This global effect should be re-examined and a person
who is factually competent in regard to medical decision-making
should not be deprived of this right. Rather, a person should only be
declared to be totally legally incompetent where this is necessary to
protect both his person and his property.

Legal processes of commitment or interdiction have the effect of
vesting the power to exercise some, or all, of the incompetent’s rights
in a guardian, tutor, or curator. It follows from the fact that the aim of
this process is protection of the incapable person, that if the protector
has the right to consent to violation of his ward’s bodily integrity, he
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can only do so for the benefit of the person under his care.?? This, T
submit, is an even clearer case than when the same arguments are
applied to ‘‘proxy’’ consent involving children, because there is
absolutely no question of custody coming into play, that is custody in
its ancient sense of ownership rather than care. Thus, { propose, a
guardian or tutor of a mental incompetent may only consent to
therapy or therapeutic research undertaken for the benefit of the
incompetent. Apart from lacking legal ability to consent on any other
bases, there is a strong policy reason to limit the “‘proxy’’ consent to
this extent, and that is the otherwise present danger of taking account
of social worth in the selection of sabjects for risky medical
research, %3

When one examines legal doctrine, it is the unanimous view of
Civil Law writers that a tutor or curator of a legally incompetent
person may not consent to non-beneficial medical interventions being
undertaken on the latter.®®® Kornprobst™3 looks at the various
categories of legal incompetents under French law, and says that
‘‘petits mentaux’’ must consent for themselves, whereas for *‘in-
ternés’’ a relative may do so, while for ‘‘interdits’” a tutor may
consent, and with *‘prodigues’, as the tutor is only appointed to their
goods, they retain the right to give personal consent. Thus those who
are legally not permitted to consent for themselves are excluded from
participating in non-therapeutic medical interventions, as another
may not consent to a procedure not for their benefit. With those able
to consent for themselves, assuming the proposed non-therapeutic
medical intervention is otherwise permissible, it is a question of fact
as to whether they have given the necessary *‘consentement libre et
éclairé’”.

The general regime for mental incompetents is essentially the
same in Quebec® as that just outlined, but one must take account of
the effect of Article 20 of the Civil Code of the Province of Quebec. |
suggest that in conformity with the general principles of the Civil
Law, the desirable interpretation of this Article is that it does not
extend to allowing ‘‘proxy’’ consent of the legal representative to
non-therapeutic experimentation on, or organ donation by, a
factually or legally incompetent person.®® Further, I submit, the
person himself, while subject to a decree of legal incompetency
taking away his power to consent to medical interventions, may not
consent within Article 20, even though at the time he is factually
competent.>¥® This, in reality, is to interpret the word *‘consent’’ in
Article 20, as meaning and requiring for fulfillment, personal consent
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given by a person with full legal and factual capacity, except if such
person falls within the express provisions covering minors.

In Common Law the matter is not clearly settled as to the extent
to which a legal guardian may consent for an incompetent,™
although one may draw an implication relevant here from the fact that
the Common Law Provinces of Canada have prohibited the mentally
tncompetent as inter vivos organ donors,*™ and the Australian Law
Reform Commission proposes the same rule.®®! There is again no
doubt that the guardian can and must act for the benefit of the
incompetent and the problem therefore arises in relation to consent to
non-therapeutic medical interventions. The live organ donor trans-
plant cases in the United States of America which involved mentaily
incompetent donors, and which have already been discussed,®®? are
instructive in this regard. They show that a court may or may not feel
itself free to authorize, or to validate ‘‘proxy’ consent to such a
non-therapeutic intervention on the incompetent.

Also with respect to use of the doctrine of substituted
judgment®® in relation to such interventions, a further comment
should be made here, as this doctrine traditionally has closer legal
links with mental incompetency in its strict sense, than with decisions
involving non-discerning children and hence may be more readily
applied in the former area. This doctrine has been used for one
hundred and fifty years to provide for needy dependents from
incompetenis’ estates, but it is another matter to use it as a
justification to invade another’s bodily integrity, especially when it is
much easier to be altruistic on behalf of that other rather than oneself.
The Kaimowitz Case®* is a strong precedent that the Court will not
recognize ‘‘proxy’’ consent to experimental treatment of doubtful
therapeutic value, to say nothing of non-therapeutic interventions on
a mental incompetent.

It is necessary now to mention the problem of the sterilization of
mentally incompetent persons,®® which is a non-therapeutic, non-
experimental intervention, but which in some circumstances, is
arguably in the ‘‘best interests’” of the person subjected to this
procedure. Great care is needed to ensure that the real, but latent,
“‘best interests’’ taken into account are not in fact those of the
comumunity rather than of the mental incompetent. If the former were
the case, which should never be, the situation would much more
closely resemble that of non-therapeutic medical research. But
where such decisions are based solely on the best interests of the
mental incompetent, cases®® determining whether *“proxy’’ consent
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to the sterilization procedure is valid may be regarded as special
examples of courts’ reactions to a unique problem, with no direct
application outside the realm of sterilization to other non-therapeutic
situations especially as far as doctrines of ‘‘proxy’’ consent are
concerned.

Another factor which must be taken into account in Common
Law jurisdictions is the potential law-making effect of recognized
current professional practice. For instance the proposed D.H.E.W.
Regulations in the United States of America, limit medical research
on institutionalized mentally disabled individuals to that ‘‘related to
the etiology, pathogencsis, prevention, diagnosis or treatment of
mental disability or the management, training or rehabilitation of the
mentally disabled and {whichl seeks information which cannot be
obtained from subjects who are not institutionalized mentally
disabled’”.%" It could be that there Regulations will have a general
limiting effect on what is legally acceptable medical research on such
persons. This would occur if such Regulations defined the scope of
what a guardian may consent to on behalf of a mental incompetent,
assuming this may extend somewhere beyond direct therapeutic
benefit, or if they outlined the extent and content of acceptable
medical practice with respect to such a person.

Some Codes relevant to human experimentation are informative
with regard to consent to medical interventions on mentally
incompetent persons. The Nuremberg Code®®® does not provide for
consent by the legal guardian of an incompetent, although Mishkin5®®
reports that Ivy who drafted it had included this, but it was omitted
from the Court’s judgment in which this Code was first handed down
probably because it was irrelevant to the case. Under the Declaration
of Helsinki, as with children, the legal guardian can consent to
research on his mentally incompetent ward.%" The United Kingdom
Royal College of Physicians Committee on Ethics®'! would permit
negligible risk, non-therapeutic experimentation on mental incompe-
tents with the consent of the guardian, giving, as the justification for
this approach, the advancement of medicine. In contrast, English
*‘staff volunteer’” research subjects must be of “‘full age and sound
mind"".%"* The American Medical Association Guidelines®"® allow
the legal representative to consent to non-therapeutic experimentation
on a mental incompetent, but only where **mentally competent adults
would not be suitable subjects’ and the circumstances are such that
“‘an informed and prudent adult would reasonably be expected to
volunteer himself or his child as a subject.”” There is an important
proviso that “*[n]o person may be used as a subject against his will””.
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But notwithstanding this safeguard 1 query the legitimacy of the
previous criteria, as they require that competent adults arc not
suitable subjects and then that the circumstances are such that they
would be expected to volunteer. It is much easier to get someone to
agree to participate in unwelcome tasks where this is clearly not
possible, than to obtain the same agreement when faced with the
reality of participation. Thus, in delimiting the area of acceptable
research, mental incompetents may not be protected by this provision
to the same extent that *'normal’” adults would be. This provision in
the Guidelines is meant to be an objective test of the acceptability of
the “proxy’’ consent of the guardian. But I suggest that one also
should insist upon subjective acceptability, which requires both
criteria couched in terms that demand affinity of interest between the
guardian and the incompetent, as well as that the research be
subjectively beneficial to the person involved.

The point is that all three elements necessary for valid consent,
capacity, voluntariness, and information, are suspect with mental
patients and, when doubts are present as to all of them, there must be
a strong presumption that the personal consent of the person is
invalid. Further, there are special problems with protection of
privacy in respect to mentally incompetent persons, particularly in
psychiatric research, in which the mentally incompetent are probably
more likely to be involved than other members of the community.

Such factors indicate that the need for fully informed personal
consent is greater and certainly not less, with respect to non-
therapeutic medical interventions on mentally incompetent patients,
than with ‘‘normal’’ patients. Even looking to the only available
alternative, *‘proxy’’ consent, in relation to children unable to
consent for themselves [ have argued®'? that the scope of proxy
consent should be strictly limited to therapeutically beneficial
interventions or at most to minimal risk ones, and there would be no
justifiable or logical reason for having a different rule apply in the
case of mental incompetents. As Frenkel"'® says, a guardian who
could consent to non-therapeutic experimentation would have a right
over the incompetent’s body not far from slavery. And perhaps the
acceptance of slavery in 1667 explains why, at that time, the use of a
mental incompetent as an experimental subject for the transtusion of
sheep’s blood®'® was apparently acceptable and why it should not be
today .
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E. CONSENT AND PRISONERS AS PATIENTS
OR SUBJECTS OF MEDICAL RESEARCH

In different factual circumstances, and in a different form,
medical treatment of prisoners and their involvement as subjects of
medical research raises many of the questions already discussed, for
nstance, the issues related to institutionalization and its effect on
voluntariness of consent. Some types of medical procedures which
have been locoked at in a more genecral context, may need *‘special
treatrnent”” in relation to prisoners. For example, even if
psychosurgery is acceptable therapeutic experimentation on consent-
ing members of the non-institutionalized population, are the dangers
of abuse, or the difficulty of obtaining **informed’” consent, too great
in the prison setting to allow it to be performed on prisoners? Further,
even if consent is possible, is it appropriate or acceptable to allow a
method which irreversibly ‘‘ncutralizles] the violent prisoner or
political dissident’'*", as a means of dealing with the perceived
problems such persons pose to society? For the purposes of the
present discussion, 1 will assume that the prisoner has factual, mental
capacity and is adult. If this is not the case the prisoner must not only
be safeguarded as such, but safcguarded under the protections
applicable to any other relevant *‘special’” catcgory, such as mental
incompetency or minority.

The most acute problems involving a prisoner’s capacity to give
“*informed’’ consent arise in the medical research context and it is
from this basc that the difficulties will be examined. Other situations,
including therapy, involve the same considerations with respect to
consent, but the rules applicable in the latter may be less stringently
applied or a wider range of justifications may be present. However,
as with all disadvantaged persons, one should start with the
presumption that the strictest and most protective rule applies and any
derogation from this must be clearly justified. For this reason an
examination of consent in relation to conducting medical research on
prisoners is particularly worthwhile,

First a problem arises with respect to legal capacity, as a
prisoner was traditionally regarded as losing all his rights with
tmprisonment.®'® But this has been increasingly modified and one
hopes that there will be full acceptance of the idea that a prisoner
retains enjoyment of all civil rights. However he may partially or
totally lose the right to exercise some of these rights during his
imprisonment, either personally only, or also by way of an agent or
mandatory.*'¥ A prisoner should only lose the exercise of those rights
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essentially connected with the fact of imprisonment, such as loss of
the right to freedom of movement, or loss of those rights affected by
the necessity to examine the prisoner for contagious discase. Any
additional interference with the prisoner’s physical or mental
integrity must be with his fully “‘informed’’ consent. The attitude to
be adopted, 1 suggest, is that as the prisoner’s righis as a human
person are necessarily curtailed to some extent, he is entitled to more
protection. This added protcction should not, as it often is, be
confused with leniency, " soft-treatment’’ or pampering of prisoners.
Such protection must include, aithough it should not be limited to,
the right of a prisoner to appeal to a court of law to vindicate his right
to inviolability.*** However, it scems that courts have been reluctant
to interfere in the internal affairs of a prison,®*' and where this is the
case, then a necessary but not sufficient condition precedent to
conducting medical research is absent and experimentation on
prisoners cannot be justified. How far such a condition should apply
in relation to therapy is a more difficult question. 1t is not relevant
when the prisoner gives ““informed’’ consent to such an inlervention,
but it probably is where he refuses therapy.

As to other necessary conditions precedent to conducting
medical research on prisoners, there is at least one commentator who
believes that one is never, under any conditions, justified in using
these persons as research subjects. Bronstein"* argues that the
distinguishing and prohibitive element in the use of prisoners as
subjects, is the involvement of the state and the necessary rights it has
over the prisoners’ bodies simply by virtue of the fact of imprison-
ment. He makes the thought-provoking statement that **[ilt is not so
much the actual, occasional abuse of captive human subjects, but the
potential for abuse which concerns [bim|’.%%* Thus it is not
necessary to show abuses to invalidate experimentation in prisons,
because the ‘‘potential for abuse’ is sufficient to do this. 1t is
important to consider these matters because it makes one rcalize that
adiscussion of ““informed’’ consent in relation to the use of prisoners
as research subjects is not enough, as there may be a duty to not even
request the prisoner’s consent to participation in the experiment.®*!
Kilbrandon®® states this in a very effective way when he says that to
put a man in prison is to deprive him of a large number of consents,
therefore it is distasteful to confer on him a consent which is not for
his own benefit.

An argument contrary to the above views advocating prohibition
of medical experiments on prisoners, or only allowing it upder much
more restrictive conditions than apply to the unconfined population,
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is that prisoners should not be deprived of any more rights that accrue
to other members of society, than absolutely necessary. One such
right is that of personal inviolability of both mind and body, any
exceptions normally depending on consent. And thus the corollary,
the right to consent and the right not to consent. For reasons quite
apart from medical experimentation, for instance to give a legal right
of action against brutality in prisons it may be important to retain for
prisoners these rights to inviolability, and to consent, and not to
consent. Therefore, in the context of medical treatment or research,
the right to consent should not be abrogated for fear that the rights
associated with it, that of inviolability and the right not to consent,
will also be affected. Rather its exercise must be safeguarded. This is
expressed by Ramsey in the following words: “‘I am one who
happens to believe that prisoners have not been and should not be
drummed out of the human race. They ought, therefore, not to be
excluded in principle from the community of risk-filled human
consent to good purposes, even if the needed practical protections for
them are so formidable as to prohibit the general use of prisoners in
medical research,''62¢

It may be that if research participation is seen as a privilege, it
should not be allowed because distribution of this privilege can
become a coercive tool in the hands of wardens and prison
authorities, thus affecting the voluntariness of prisoner’s consent.
This is related to another reason for not allowing research on
prisoners. It is that the attitude of prison staff towards prisoners often
leaves much to be desired and may amount to coercion to consent, or
even ignores, in all but theory, the necessity for free and informed
consent. For instance, with respect to prisoner experimentation, a
warden at Montana State Prison stated: ‘‘we want our prison to be a
living laboratory for the people of Montana . . . There should be no
conflict in offering our physical and human resources [prisoners] to
other disciplines . . . "'%27

Further, some arguments put forward in support of prison
experimentation rely on the controf factor inherent in imprisonment,
as an advantage justifying research on prisoners taking place. But
these arguments themselves provide further arguments against using
prisoners, because they raise serious doubts about the validity of the
consent given. Examples of such reasoning are that it is beneficial for
experimental purposes to be able to totally control the subjects,2®
and the experimentation and the rewards it offers may themselves
augment the effective power of the prison authorities over prisoners.
Newman®™® found a reason given to justify the use of prisoner
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subjects was the doubtful altruism that wardens, as public officials.
were interested in promoting science and, perhaps more realistically
if still not acceptable, in promoting a research program which helps
the training and education of prisoncrs. Both these words, training
and education, may be used in their genuine sense, but may also be
cuphemisms for establishing and justifying a more effective system
of control of prisoners, without corresponding educative benefit to
them. Thus the very advantages of using prisoners—their availabili-
ty, the convenience they offer as subjects, the ease with which they
can be controlled—are precisely the factors throwing doubt on the
validity of their consent and weighing against their participation in
medical research.

There is a further problem in relation to obtaining **informed™’
consent from prisoners and this relates to the informing of the doctor
by the patient or research subject. It is usually taken for granted that
this occurs in “‘normal’’ situations, or if not, and the doctor has not
been negligent in failing to enquire, the patient or subject runs the
risks associated with his non-disclosure. A presumption that a
prisoner has disclosed all relevant facts, which disclosure affects the
assessment of risk and the information the doctor should give to the
patient or subject, may not be justificd in the prison setting. From the
community’s point of view it has been suggested that prisoners
should not be used as experimental subjects because they may not be
medically normal and that therefore the results of research may be
obscured or distorted.®® This distortion may occur as a result of
latent disease or deliberate concealment of known conditions. Such
concealment is more likely with prisoners than members of the
unconfined population because, it is said, prisoners are an an(i-social
group,®' because there are pressures on them to participate as
subjects, and because of other collateral reasons. Such a reason
would be for instance holding that medical records of prisoners are
the property of the state, in which casc a prisoner may be fearful of
disclosing some medicalty significant facts.%* One way of verifying
results from trials on prisoners would be to use a “‘free group”
control. This may also have ethical and legal advantages in that it
would show that the risk level was acceptable to members of the
general population, which would be one factor in assessing whether
the prisoner’s consent may have been coerced, and would represent a
move towards more equitable distribution of the burdens of research.

There is one very special class of prisoner and of experimenta-
tion which must be menttoned, and this is the prisoner condemned to
death, The guestion is whether the execution should be allowed by
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way of experimentation.%** Some authors®** suggest this is acceptable
with full and clear consent,%* others, with whom I agree, reject it.%¢
This is at least one instance in which consent should be irrelevant
with respect to ‘‘medical’’ interventions on prisoners, the interven-
tion in this manner itself being prohibited.

There is another relevant question in relation to obtaining
“informed’’ consent of prisoners and this is to what extent does
medical experimentation occur in prisons? It the requirements in
relation to ‘‘informed’ consent to therapeutic or non-therapeutic
research are more stringent than with therapy, the identification of
research becomes very important. This is a very difficut question to
answer for two rcasons. First it 1s possible that some activities which
would be classed as experimentation by one researcher may not be by
another; and secondly, it is difficult to survey prisons.

The first reason is particularly affected by how one views crime
and prisoners in general. For example, Visscher secs behaviour
maodification experiments on prisoners as ‘‘therapy for sick
people””.**7 Such a classification will profoundly alter the characteri-
zation of any activity as either therapy, research, or therapeutic
research, which in turn may determine the ethical and legal validity
of the procedure, including the consent required.

With regard to the sccond problem, it is clear that in the United
States of America for example there is a great dcal of medical
experimentation on prisoners, but the rcal scope of this is un-
known.®* In the United States, the National Commission conducted
a survey on the extent of research involving prisoners. The report
shows in general terms®™Y that in the majority of states, research on
prisoners is allowed and that drog companies are heavily involved.
Evidencc was given to that National Commission that, “*in none of
the countries surveyed [which included Canada, France, United
Kingdom and Australial was it found that prisoners are used as
volunteer subjects for medical projects, and we know of no countries
other than the United States where this is done™".%*® This is consistent
with Dickens’ statement, that the federal and provincial governments
of Canada do not approve research on prisoners,’' and with the
British Medical Journal report that it is generally accepted that there
should be no research trials carried out on prisoners in the United
Kingdom.%* However, one would need careful evaluation of the
medical and other procedures allowed in prisons to determine that
there was no research taking place, even though this may not be as
overt as drug trials carried out by pharmaceutical companies.**
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It is possible to eliminate the remaining theoretical possibility
that medical research is taking place in prisons, and hence the
problems of ‘‘informed’™ consent associated with this, by banning
such research in prisons. With regard to codes or legislation, | have
already noted that the Nuremberg Code and®** initially, the
Declaration of Helsinki®*®, prohibited research on prisoners, but the
latter has now been changed.®*® Several American States have
banned®” or regulated®*® the use of prisoner subjects and, in March
19776, the Director of the United States Federal Bureau of Prisons
anpounced that all biomedical research in federal prisons would be
discontinued.®*® As far as 1 have been able to ascertain, the only other
relevant jurisdiction which has legislation in this field, is France.
There the Code de procédure pénale, forbids all medical or scientific
experiments on prisoners. %

Now, assuming that after analysis of all factors, one favours
allowing some medical research on prisoners with, among other
safeguards, their ‘‘informed’ consent, what are the problems
inherent in this? 1 have assumed the prisoner has factual and legal
capacity, thus difficulties associated with lack of these are eliminated
and the problems which must be dealt with are ones relating to
informing and consenting.

Leaving aside deliberate deception, which is not mormally
acceptable with any research subject,®' informing a prisoner
adequately may be a problem even with the best intentions. Ayd®”*
found that prisoners voluntecred before an explanation of the
research was given, suggesting that their motivation may have been
irrational and thus, he suggests, ethically unacceptable. But the same
phenomenon has been observed in non-prisoner organ donors,%* and
it is therefore debatable whether this factor alone should exclude
prisoners. Martin er a{®* investigated the degree to which prison
volunteers were informed, and found it was low and no greater than
with non-volunteers. They noted further that assessment of risk was
not a factor in volunteering. Whether consent should be recognized as
legally valid when in a given instance an adequate informing process
has taken place, regardless of its real effectiveness in influencing the
subject’s decision-making, is a value judgment which depends on
many of the same factors involved in deciding whether subjective, as
opposed to objective, comprchension of information should be
required. #%°

Assuming that one has fulfilled the legal requirements for
informing the prisoner, the next siep is consenting and the major
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problem here is voluntariness or defects of consent: coercion, duress,
and undue influence, arising from even the most advantageous
circumstances in which a prisoner may find himself. Often, in
practice, such defects arise from the fact that incredibly sub-standard
living conditions augment this unavoidable element of coercion
inherent in imprisonment. The coercive factors which have been
identified in prison life are multiple and can be broken down into two
major sub-groups: the effects of institutionalization, and those of
deprivation. The former sub-group has been mentioned in relation to
mstitutionalized mental incompetents and is a psychological
phenomenon that persons may exhibit who have been confined for a
period of time. This phenomenon includes an inability to make
decisions and a dependency on those in authority.%* It would need to
be seriously taken into account in assessing the true degree of
veluntariness that a decision to be an experimental subject represents,
and hence in assessing the legal validity of such consent.

The more extrinsic coercive factor is deprivation, which, apart
from the necessary deprivation of liberty, includes: inadequate
medical care®™” and loss of freedom of choice of a physician;5
grossly sub-standard living conditions, including the lack of basic
articles or amenities for personal hygiene; a lack of money,
especially if it is possible to provide better conditions for oneself as a
prisoner with this; no, or little, opportunity to fulfill the need to work
per se, quite apart from monetary reward for work; boredom, so that
the experimental situation offers interest, an exciting change, and the
transfer to the hospital ward is seen as a vacation; and finally a lack of
company of the opposite sex.%?

Deprivation may also give rise to secondary coercive effects in
two ways. First, the ability to volunteer as a subject, and thus avoid
some deprivation, may be seen as a privilege in which case it may be
used to coerce certain behaviour. Although this does not represent
coercion to consent to research, such a factor increases the general
coercion present in the prison situation. Secondly, deprivation is
linked to coercion directly affccting consent if there is, or a prisoner
thinks there is, any possibility of his volunteering to be a subject
being taken into account in either a parole or release decision. It is
especially important with regard to prisoners to keep in mind their
particular deprivations and hence the possible coercive effects of
non-monetary forms of payment, from early parole or reduction of
sentence which are probably the most coercive, to better or some
medical care, and then to minor ‘‘luxuries’’ as rewards, bribery, or
pressure, all of which are unacceptable.
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This multiple deprivation, which Morris®" calls a *‘poverty of
alternatives’”, probably explains why prisoners and low income
groups are more willing to volunteer as medical research subjects!
and therefore why the validity of their consent should be more
suspect. Meyer®®? demonstrates this dramatically when he shows that
prisoners act as subjects for one-tenth the pay of non-prisoners and
further that prisoners are iwice as willing to participate in any
experiment as would be an unconfined person, even in the absence of
cash payment to the prisoner. This, he says, may be analyzed in
terms of opportunity costs. Because the prisoner is so deprived
relative to other members of sociely, he sees himself as having less to
lose and more o gain by participation, whercas the same ratio does
not apply to a frec person.

The reasons given by prisoners for participation in medical
experimentation are altruism, money and respect,”” not necessarily
in that order, Probably altruism and respect are acceptable coercions,
money or other payment may not be. There is a conflict between
doing equity and avoiding coercion in paying prisoners. As a matter
of justice they should be paid the same amount as free members of the
community would be, but this would be coercive in a prison setting
where alternative opportunities to make money are very few and pay
badly. Clearly the payment should not be so large as to amount t¢
undue influence, that is it must not obscure appreciation of the risk or
weaken the will to self-preservation, ™ but it is very difficult to draw
a line between permissible and impermissible payment in this
respect. Todd®® believes that payment may be coercive and
exploitive not only in causing prisoners to enter a protocol, but in
their continuing as research subjects, as it may cause them not to
report adverse reactions because this would risk their dismissal from
the project, with the consequence that such prisoners are exposed to
excessive risk and the results distorted.

The problems, in summary, with respect to the voluntariness of
prisoners’ consent, arise from deficiencies of living conditions and
health care, arbitrary exercise of authority and restriction of
communication®® and lack of opportunity to earn money or even to
work. These deficiencies and the doubts they raise regarding consent
can only be overcome by mandating that there shall be no medical
experimentation on prisoners unless, infer alia, it is open to public
scrutiny, grievance procedures are provided in the prison, the
standard of living is raised to a basic minimum,%7 an opportunity to
work and earn money is provided and there are effective procedures
ensuring that parole boards cannot take account of a prisoner’s
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participation in research and that prisoners know this.®™® Once this
state of affairs is achieved some of the coercive effect of monetary
payment is eliminated, but it must still not be so high as to constitute
undue inducement, or so low that it mecans taking economic
advantage of prisoners.%® One scheme is to pay additional money
into a prisoners’ fund used to augment the wages of all prisoners or
for distribution to prisoners on releasc.

Such an approach recognizes that it is not possible to directly
determine that a decision is the result of a free power of choice, rather
this must be shown by the absence of unacceptable influences and
interferences,*™ which is the method of protection of prisoners
adopted by both the ‘“National Commission’” and the D.H.E.W. in
the United States.

Finally the requirements relating to therapeutic treatment of
prisoners should be no diffcrent with respect to *‘informed’’ consent
than with any other person, with the possible exception of when a
disease state itself threatens other inmates. Here again it 18 necessary
to clearly determine whether therapy is truly involved, or, especially
in regard to psychological treatment, whether it is being used as a
disguise for activitics which should be classified as punishment. %"
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