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CHAPTER 3 

Autonomy in medical ethics: 
issues of informed consent 

Following the previous general discussion of autonomy in philosophical and 
ethical theory, I will now turn to medical ethics, and set out how the prin
ciple of respect for autonomy has been interpreted and elaborated in that 
field. In standard works and textbooks on medical ethics, 'autonomy' is 
generally understood as the patient's right to self-determination within the 
context of medical and research practices. As mentioned earlier, this right 
to self-determination is primarily a negative right to non-interference: the 
right to make decisions concerning one's own life for oneself without being 
controlled by others. The principle of respect for autonomy thus functions 
as a moral rule that protects patients from unwelcome interference by 
physicians and other health care professionals and has become a principle 
that guides interactions between patients and care givers. Assuming this 
interpretation, the medical ethical literature discusses various aspects of 
and problems related to patient autonomy. Who has this right to self-deter
mination? How can we make sure patients' rights are respected? Can any
thing justify interference with these rights, and if so, what? What consti
tutes a free or autonomous choice? When is a person incapable of making 
such a choice, and how can his rights be respected when he is unable to 
exercise them? 

For the most part, these questions echo the questions and problems discus
sed previously from the perspective of autonomy and paternalism as more 
general philosophical and ethical issues. The development of the leading 
contemporary theories about autonomy and paternalism in ethics and legal 
and political philosophy took place simultaneously with the development 
of contemporary medical ethics1. Though influencing each other, these 
simultaneous developments in the fields of philosophy and medical ethics 
have remained to some extent independent. As a result, many similarities 
and interfaces have emerged between theories of autonomy and 
paternalism in general and theories of patient autonomy, informed consent 
and medical paternalism in medical ethics, while at the same time the 
authors in the respective fields often use different definitions and interpre
tations of major concepts. One example is the concept of voluntariness. As 

1 The report of the President's Commission on health care decisions and informed 
consent was published in 1982, the same year in which Childress' Who should de
cide, paternalism in health care was published. A year later Sartorius published a 
collection of essays on paternalism. Faden and Beauchamp's History and theory 
of informed consent was published in 1986, the same year as Van De Veer's 
Paternalistic intervention and Feinberg's Harm to Self. 
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used by Feinberg, it is somewhat different from the concept of voluntariness 
as used in the theory of informed consent. Another example is the concept 
of valid consent as used by VanDeVeer in his discussion of paternalism, and 
which is not exactly the same as the concept of informed consent used in 
medical ethics. Discussions and theories about autonomy, paternalism, and 
informed consent all focus on the same set of problems and intuitions but 
approach them from different angles or perspectives. For this reason, the 
discussions in this chapter will exhibit a certain amount of overlap with 
those in Chapter 2. At the same time, however, some central concepts and 
problems will receive their own specific meaning and interpretation or will 
be elaborated in greater detail. 
In medical ethics, the issue of patient autonomy is most frequently discus
sed in terms of informed consent, a concept that refers both to a patient's 
free and voluntary consent to treatment as well as to the procedures to be 
followed and the criteria to be satisfied to ensure this consent. After plac
ing the concept of informed consent into a social and historical perspective, 
the following sections go into greater detail to explain and discuss the con
cept itself. This is followed by a discussion of the manifestations of infor
med consent in practice as well as the exceptions to the requirement of 
informed consent. Section 5 will discuss the concept of competence that 
plays an important part as a prerequisite for informed consent. This chapter 
ends with an overview of the medical ethical literature on decision- making 
for patients who are found to be incompetent. 

3.1 Medical ethics, autonomy and informed consent 

Historically, the doctrine of informed consent was developed within the con
text of medical experiments with human subjects, but it has become equally 
important within the context of medical decision-making in a therapeutic 
setting. The doctrine of informed consent, however, is not only (and perhaps 
not even primarily) a product of medical ethics. It developed within the frame
work of law and medical practice as well as in medical ethics, and its devel
opment was stimulated by historical events and social changes and directed 
by legal and practical considerations and by social movements (such as the 
civil rights movement and the patients' rights movement) as well as by ethi
cal and philosophical theory. Since informed consent is simultaneously a 
legal doctrine, an ethical concept and a clinical practice, it is not surprising 
that a review of the literature on informed consent and associated issues 
reveals a recurring tension between what is morally desirable, what is legally 
required and what is feasible in clinical practice. Often, these aspects are so 
intertwined that it is difficult to separate them. 

Within the framework of medical ethics, informed consent is usually con
sidered to be primarily an important means [according to de Beaufort and 
Dupuis (1988), the only means] to achieve the goal of patient autonomy or 
self-determination. According to another viewpoint, the very attempt to 
secure consent is an expression of respect for the autonomy of the patient 
(Dworkin 1982, Brock 1987). The doctrine of informed consent is common
ly believed to find its most important justification in patient autonomy or 
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self-determination, although some authors consider beneficence or patient 
well-being to be equally important principles in justifying informed consent 
(Brock 1987, Wear 1993). These authors claim that informed consent pro
motes patients' well-being because it enables patients to make their own 
choices and because people's own choices will, in general, promote their 
well-being2. Besides protecting patient autonomy and promoting patients' 
well-being, some other functions or effects of informed consent such as the 
promoting of rational decision-making, stimulating self-criticism among 
physicians, protecting research subjects and reducing médicalisation (Brock 
1987, Kimsma 1993, Wear 1993) are frequently mentioned as well. For now, 
I will adopt the viewpoint that self-determination is the basic value behind 
the doctrine of informed consent. I will not go into its possible other func
tions at this point but will instead limit myself to a discussion of informed 
consent as an ethical requirement that protects and promotes the self-
determination of patients. 

3.2 The theory of informed consent 

This section addresses the theory of informed consent assuming the inter
pretation of informed consent as being the autonomous authorisation of a 
medical intervention. The basic elements of informed consent - intention-
ality, understanding, and voluntariness - will be discussed in succession. 

Informed consent as autonomous authorisation 

In their standard work entitled A History and Theory of Informed Consent, 
Faden and Beauchamp not only give a historical overview of the develop
ment of the doctrine in terms of both legal and ethical theory but also pre
sent a systematic conceptual analysis of informed consent. Their conceptu
al approach will be used here to clarify the basic ethical requirements for 
informed consent. 
Faden and Beauchamp distinguish between two common but starkly differ
ent meanings of informed consent that they label 'sense-1' and 'sense-2'. 
Sense-1 (or 'true') informed consent is a specific kind of action taken by 
individual patients and subjects,- it is an autonomous authorisation. Sense-
2 informed consent refers to a legally or institutionally 'effective' authori
sation from a patient or subject. In this sense, informed consent is not nec
essarily an autonomous act or a meaningful authorisation; here, a consent 
is called informed if it is obtained through procedures that satisfy the legal 
and institutional rules and requirements. From a moral point of view, the 
criteria for sense-1 informed consent ought to be the benchmark or model 
for sense-2 informed consent. The rules and regulations for sense-2 
informed consent should maximally conform to the conditions of sense-1, 
within the limits of what is fair and reasonable to require of health care 

2 As we have seen , th is is one of the a r g u m e n t s used to exp la in the va lue of the 
r igh t to a u t o n o m y in gene ra l . 
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professionals. Sense-1 informed consent thus serves as an evaluative stan
dard for informed consent in sense-2. In their study, Faden and Beauchamp 
discuss only this sense-1 informed consent and do not elaborate on the 
question of how and to what extent sense-2 informed consent should fulfil 
the conditions of 'true' informed consent. In other words, they do not ad
dress the properties of sense-2 informed consent. (This will briefly be dis
cussed in Section 3. For now, I will limit my discussion to the elements 
required of true informed consent.) 
The definition of true informed consent as an autonomous authorisation 
forms the starting point of Faden and Beauchamp's analysis. For this reason, 
they are not concerned with a theory of autonomous persons but only with a 
theory of autonomous actions. According to Faden and Beauchamp, an action 
is autonomous if it is performed: 1) intentionally, 2) with understanding and, 
3) without controlling influences. Consequently, true informed consent is a 
consent that is given intentionally, with understanding and without control
ling influences. With the exception of intentionality, these are conditions 
that can be satisfied to a greater or lesser extent, therefore actions can be 
claimed to be autonomous by degrees. Actions will rarely if ever be fully 
autonomous, but it is possible for actions to be substantially autonomous. 
This concept of substantial autonomy functions as a threshold above which 
acts are treated as being autonomous. The exact criteria for substantially 
autonomous action are context-dependent. 
Apart from the conditions proposed by Faden and Beauchamp, two other 
criteria are frequently mentioned, namely that the decision must be well-
reasoned and that the person making the decision must possess a set of rea
sonably stable and coherent values which he affirms as his own. Although 
Faden and Beauchamp explicitly state that "our concern is not with the 
quality of the reasoning behind the choice" (1986, p. 320), they do seem to 
include some idea of good reasoning in their condition of understanding. 
They do not consider the possibility that a person could understand infor
mation but be unable to draw inferences or to reason from premises to a 
conclusion. It appears to be inconceivable that a person who fulfils the con
dition of understanding (as they conceptualise it) would not be able to use 
this understanding for the purposes of reasoning. At the very least, acting 
with understanding seems to imply acting foi reasons one possesses. With 
regard to the second criterion - the possession of a set of values - Faden and 
Beauchamp offer equally little clarity. They leave open the possibility that 
it might be necessary to include the condition of an absence of internal 
controlling influences in addition to the absence of external control. 
Among these internal controlling influences, they include psychiatric con
ditions that distort a person's values. It can thus be reasoned that they 
appear to believe that some measure of stability and coherence in one's val
ues is important. 

Intentionality 

The first condition for autonomous action - intentionality - is not a matter 
of degree; an action is either intentional or unintentional. Intentional 
actions are actions that are consciously willed even though they may not 

4 2 



Autonomy in medical ethics:issues of informed consent 

be wanted but, for instance, only tolerated. Unintentional actions such as 
accidental or habitual behaviours can never be autonomous. This condition 
of intentionality is not discussed by other authors on informed consent, prob
ably because they presume that giving consent is always done intentionally. 
I believe that if the other two conditions for an autonomous action are sat
isfied, it is indeed difficult to imagine a situation in which consent is given 
non-intentionally. I therefore doubt that intentionality is necessary as a 
separate condition for sense-1 informed consent3. 

Understanding and information 

The second condition - understanding - is defined as follows: "A person has 
a full or complete understanding of an action if there is a fully adequate ap
prehension of all the relevant propositions or statements (....) that correctly 
describe (1) the nature of the action, and (2) the foreseeable consequences 
and possible outcomes that might follow as a result of performing or not 
performing the action" (Faden & Beauchamp 1986, p. 252). For an action to 
be substantially autonomous, only substantial understanding (as opposed 
to full understanding) is required. According to Faden and Beauchamp, this 
means that a patient must understand both the fact that he is giving an 
authorisation as well as all the material information pertaining to the 
treatment or procedure he is authorising. What information is material 
depends on the evaluation of the person giving the authorisation: as long as 
he thinks certain information is important for him to consider, it is. The 
standard used here to establish the quality and quantity of the information 
needed to reach substantial understanding is therefore subjective. 
Theoretically, it makes no difference how this substantial understanding is 
acquired. In practice, a patient will usually achieve understanding through 
information that is disclosed to him by his physician, but Faden and 
Beauchamp explicitly point out that for a true (sense-1) informed consent, 
it is not the disclosed information that is important but the degree of 
understanding that is achieved. However, in legal and clinical practice (and 
also in much of the ethical literature on informed consent), the disclosure 
of information is separated from understanding 
In American law, three standards have been developed to determine the 
nature and quantity of the information that should be disclosed. The oldest 
of these is the 'professional practice' standard that entails that the patient 
should be given as much information as is customary in medical practice. 
What a physician is required to disclose is determined by what any other 
'reasonable' practitioner would disclose under the same circumstances. A 
more recent standard is the 'objective' or 'reasonable person' standard that 
requires the patient to be given the information that any 'reasonable 
person' in the same situation would find relevant and necessary to enable 
him to make an informed decision. Finally, the 'subjective' standard 
concentrates on the information needs of the specific patient rather than on 

3 It remains necessary, however, as a separate condition for autonomous 
actions in general. 
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that of the hypothetical reasonable person. In the United States, the 'reason
able patient' standard is currently the most widely used, whereas Great 
Britain uses the professional practice standard and Germany the subjective 
standard (Goldworth 1996). In the Netherlands, the Medical Contract Act 
(WGBO) uses a criterion of 'reasonableness' which in turn refers to the 
standard of 'the care of a good caregiver' (Legemaate 1995)4. 
According to Hulst (1995), it can be concluded from jurisprudence that the 
physician should inform the patient on those aspects that are essential from 
the patient's point of view. It will probably take some time before further 
jurisprudence will determine what standard of information disclosure is 
referred to in the Medical Contract Act. 
All of these standards are associated with practical and theoretical problems. 
It is unclear, for example, whether a single standard of disclosure exists 
within the medical profession, and even if it does, this does not guarantee 
that it requires the physician to disclose the right kind and amount of in
formation. The reasonable person standard has to contend with the same 
kind of problems. It is not evident what a reasonable person would want to 
know and again, even if it were, every individual patient could still have 
specific informational needs that would be unlike those of the reasonable 
person. From the ethical perspective, both the professional practice standard 
and the reasonable person standard fail to protect patient autonomy and are 
therefore generally rejected (e.g. Brock 1987, Beauchamp & Childress 1989, 
Goldworth 1996). 
As the analysis of Faden and Beauchamp shows, the subjective standard is 
to be preferred from the ethical point of view because this best guarantees 
that the patient receives the information he needs to make a truly informed 
and autonomous decision. A disadvantage of this standard is that it can be 
difficult for both the physician and the patient to determine what informa
tion is needed. The physician will have to find out what the patient wants 
to know, while the patient, being a layman, will often be able to tell what 
information he needs only receiving it. In the use of a subjective standard, 
the inseparability of information and understanding becomes clear. The 
strategy Faden and Beauchamp suggest to promote substantial understand
ing among patients is that of effective communication, the ultimate goal of 
which is a shared understanding between doctor and patient. This means 
that through a process of communication, both parties come to share an 
understanding about the terms of the authorisation and the nature of what 
is being authorised. This does not mean that they also have to agree on the 
meaning or relevance of specific pieces of information, but only that they 
have to understand the meaning or relevance of the information from the 
perspective of the other party. Shared understanding means that an extra-
subjective component has to be added to the subjective standard of 
information since a patient has to understand some minimum of informa
tion if shared understanding is to be reached. For example, the patient has 
to possess at least a minimal understanding of the nature of the proposed 

4 For an analys is of the c o n c e p t k n o w n as the 'care of a g o o d ca reg ive r ' , see van 
der Burg et a l . 1994. 
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intervention. Faden and Beauchamp introduce the term 'core disclosures' to 
designate this minimum of information. In themselves, core disclosures are 
not enough to ensure a shared understanding but should serve to initiate the 
communication process through which this is reached. Core disclosures 
should contain: (1) the facts that patients usually consider material, (2) the 
facts the physician believes to be material, his recommendation and the 
reasons for making this recommendation and (3) what needs to be said to 
establish the purpose of seeking consent and the implications of consent as 
an act of authorisation. These core disclosures, while not sufficient to live 
up to a subjective standard, form a starting point. Legal and clinical practice 
seem to link up well to this idea of core disclosures since it is generally 
agreed that a patient must receive some information concerning the diagno
sis, prognosis, the nature, benefits and risks of the proposed treatment and 
the possible alternatives to this treatment. 
Like Faden and Beauchamp, many authors stress the importance of commu
nication between doctor and patient (President's Commission 1982, Katz 
1984, Brock 1987, Kimsma 1993, Brody 1989). Although these authors differ 
in their exact descriptions of what this communication should be, they all 
insist on the need to enter into a dialogue with the patient instead of offer
ing him a one-way stream of information5. 
A practical problem concerning the condition of understanding is that 
numerous psychological mechanisms can hinder conveyance and compre
hension of information. Information overload, for instance, is known to 
produce less rather than more understanding; stress, fear and other emotions 
can negatively influence both memory and comprehension; and the percep
tion of risks is notoriously difficult. Although psychological research has 
produced important insights into the occurrence and possible prevention of 
these kinds of effects, they can still impair understanding and therefore 
informed consent. 
Another problem concerning the condition of understanding is that of false 
beliefs. Patients may hold beliefs about their situation or about a proposed 
intervention that others consider to be incorrect. Since it is often extremely 
difficult to prove the truth or falsity of these beliefs, Faden and Beauchamp 
adopt a standard that asks whether or not the person holding the belief is 
justified in believing that which he believes is true, rather than a standard 
of truth or evidence. A standard of justified belief "captures the common-
sense conception of reasonable (even if not true) belief and assertion that 
underlies ordinary social agreements about what is veridical" (1986, p. 
254). This standard distinguishes 'false' beliefs from 'contestable' beliefs; 
while the former hinder understanding and autonomous decision-making, 
the latter do not. 
Finally, applying a subjective standard is time-consuming and places heavy 
demands on the professional in terms of communicative skills and psycho-

5 Its seems as if the legal c l ima te in the Un i ted States has c o n t r i b u t e d subs tan 
t ia l ly to the t e n d e n c y of phys ic ians the re to exhaus t i ve l y l ist all poss ib le r isks 
of a p r o c e d u r e fo r the p u r p o s e of avo i d i ng l i t i ga t i on , ins tead of fo r the 
pu rpose of i n f o r m i n g the i r pa t ien ts in a mean ing fu l way . 
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logical insight. From a legal and practical point of view, there remains the 
question about the amount of time and effort a professional can be obliged 
to invest in living up to the requirements of the subjective standard. At this 
point, one more remark is appropriate. From the perspective of the medical 
practitioner, the disclosure of information to the patient serves numerous 
clinical goals besides that of obtaining informed consent. After all, it also 
enhances patient cooperation, gives reassurance, strengthens the trust rela
tionship and helps the patient adapt to the effects of his illness (Wear 1993, 
Kimsma 1993, Widdershoven 1990). This means that informing patients is 
a very important aspect of medical practice, not simply a means to obtain
ing informed consent. 

Voluntariness as non-control 

The third condition of autonomous action is that of non-control. Again, 
substantial non-control suffices to make an action substantially 
autonomous. Completely non-controlled acts are defined by Faden and 
Beauchamp as: "acts [that] have either (1) not been the target of an 
influence attempt, or (2) if they have been the target of an attempt to influ
ence, it was either not successful or it did not deprive the actor in any way 
of willing what he or she wishes to do or believe" (1986, p. 258). Control is 
thus exerted through influence, but not all influences are controlling, and 
not all controlling influences are equally controlling. Faden and 
Beauchamp distinguish three categories of influence. First, coercion means 
that one person intentionally and successfully tries to influence another 
person by threatening him in a way that is both credible and irresistible. 
This must be distinguished from cases in which the situation itself is coer
cive, e.g., if a person suffers from a lethal disease for which only one treat
ment option is available. In Faden and Beauchamp's definition of coercion, 
it is crucial that the will of one person dominates that of another; coercive 
situations are not considered to be coercive (and therefore controlling) in 
this sense. Secondly, persuasion is the intentional and successful attempt 
to influence someone through an appeal to reason6. The persuader offers 
reasons for making a particular decision, but the person he is trying to per
suade is free to decide whether these are good reasons, whether he wants to 
accept them and whether he wants to base his decision on them. For this 
reason, persuasion is never controlling. Finally, manipulation is the name 
for a category of influences that are neither coercive nor persuasive but can 
be more or less controlling. Only minor manipulations are non-controlling 
to an extent that is compatible with true informed consent. There are three 
kinds of manipulation: manipulation of options (e.g. offers or resistible 
threats), manipulation of information (lying, withholding or distorting in
formation etc.) and psychological manipulation (e.g. flattery, inducing 
guilt, subliminal suggestion). The line between controlling and non-
controlling forms of manipulation is often difficult to draw and can be very 

6 Theoretically, an appeal to reason can and must be distinguished from an 
appeal to emotions, although this can prove difficult in practical situations. 
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thin. Lying and distorting information clearly obstruct autonomous decision
making. However, it is impossible to present information in a completely 
objective way, and even subtle nuances in the formulation can make a dif
ference in the measure of controlling influence exerted. Whether a particu
lar influence is controlling, therefore, can often only be determined within 
the context of a specific situation. 
In the literature on informed consent, this condition of non-control is usu
ally described as voluntariness. Although there are no empirical findings to 
confirm this, most authors assume that outright coercion is not a frequent 
problem in clinical practice. Manipulation is therefore seen as the main 
threat to voluntariness. Because of the emotions involved in serious illness, 
and because of social expectations of patient behaviour, patients are often 
more vulnerable to manipulation than healthy people. This is, however, no 
reason to argue as some physicians do that informed consent is meaningless. 
Instead, it is a reason to make a greater effort to help people exercise their 
right to self-determination7. 

3.3 Informed consent and shared decision-making 

Faden and Beauchamp have analysed the concept of informed consent and 
have elaborated the moral requirements this poses. However, as mentioned 
previously, they have not discussed how these requirements can be fulfilled 
in practice. In other words, they have not discussed what determines sense-
2 informed consent. Other authors, however, have proposed various 
decision-making models and guidelines to implement the requirements of 
informed consent in clinical practice. Many if not most of these models can 
be grouped together under the heading of shared decision-making. The term 
'shared decision-making' was introduced by Veatch as early as 1972, and in 
1982, the President's Commission redefined informed consent as 'active, 
shared decision-making'. 
For some time, the model of informed consent and the model of shared 
decision-making have been considered to be rival models. More recently, 
however, the controversy over these models appears to have died down. 
Some have argued that informed consent using the subjective standard of 
disclosure necessitates a dialogue between physician and patient and is 
thus a form of shared decision-making (Goldworth 1996, President's Com
mission 1982). It has also been argued that if informed consent is understood 

7 In this context, it is interesting to observe that the classic role of the patient 
seems to be slowly shifting. A 'virtuous' patient used to be obedient and sub
missive; lately, however, the patient is expected to be self-determined and 
self-assured. A patient that was once labelled non-compliant might now be 
called autonomous (cf. Donovan & Blake 1992, Holm 1993). 

8 In the third edition of their book, Beauchamp and Childress still treat informed 
consent and shared decision-making as two distinct entities. In the fourth edi
tion they state that "by viewing informed consent as a temporal process, we 
can avoid the model of mutual decision-making and the model of a single 
event" (1994, p. 143). 
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as a temporal process as proposed by Appelbaum, Lidz and Meisel (1987), 
the character of informed consent can be allowed to shift between an event-
model and shared decision-making depending on the situation (Beauchamp 
& Childress 1989, 1994)8. In some situations such as emergencies or medical 
research, the process of decision-making will be short and straightforward 
and the resulting informed consent will have an event character. In other 
cases, medical decision-making is a long and continuous process, and infor
med consent will take the form of shared decision-making. Beauchamp and 
Childress insist, however, that shared decision-making and informed con
sent are not identical. Instead, they say, shared decision-making is one of 
the manifestations of informed consent (1994, p. 143). 
Although the term 'shared decision-making' is now in common use and has 
become a term capable of covering almost all decision-making models that 
have been proposed in medical ethics, its content is not very clear and differs 
considerably among various authors (e.g. Charles, Gafni & Whelan 1997). 
The characteristic shared by these various authors and models appears to be 
that in shared decision-making, physician and patient exchange information, 
and both are involved in and responsible for the decision-making. This requires 
a dialogue between patient and physician that should result in agreement on 
(or mutual acceptance of) the final decision. 
An important distinction can be made between two groups of authors argu
ing for shared decision-making. One group understands shared decision
making as a logical extension of informed consent and sees it primarily as a 
means to reach a greater degree of patient involvement, while the other 
group appears to consider it as a way to enhance physician involvement. 
Authors from the latter group (e.g. Brock, Emanuel, Charles, Moody) have 
criticised the informed consent model for leaving the physician out of the 
decision-making and reducing his role to that of information supplier. 
According to these authors, physicians should not only supply their patients 
with facts and leave the final decision-making up to the patient but they 
should themselves be actively involved in decision-making and their own 
values should play (or at least should be allowed to play) a part in decision
making. 
Charles, Gafni and Whelan (1997) state that it is not necessary for both par
ties to be convinced that the option agreed upon is the best possible option 
for the patient, thus suggesting that the patient's values might not always 
be the decisive factor. Moody (1988), too, seems to imply that patient val
ues do not have to be the decisive factor, and Emanuel and Emanuel (1992) 
even state explicitly that the physician can and sometimes must put the 
patient's values into question. They propose a deliberative model of decision
making m which physician and patient engage in moral deliberation in 
order to assess the worthiness of the patient's health-related values. They 
give an example of a woman with breast cancer and argue that the physician 
should convince her that participating in a clinical trial is the best thing to 
do in terms of moral considerations. 
Such an explicit input and prominent role being played by the physician's 
norms and values in medical decision-making seems to run counter to the 
intention of informed consent, which is to allow patients to make their 
own decisions. After all, the explicit input of the physician' s norms and 
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values in the discussion may threaten the voluntariness of a patient's deci
sions. Additionally, the starting point for the doctrine of informed consent 
is that patients have the right to live their own lives according to their own 
values, without having to account for them. It can therefore be concluded that 
in this form, shared decision-making is not a manifestation of informed con
sent. Moreover, it can be doubted whether models stemming from this inter
pretation of shared decision-making, such as the deliberative model, show 
enough respect for patient autonomy. 

3.4 Exceptions to the requirement of informed consent 

The literature recognises a few exceptions to the requirement of informed 
consent that are generally accepted. First, in cases of emergency where 
immediate action must be taken to secure the patient's life or other impor
tant health-related interests, obtaining a true informed consent can either 
be impossible because the patient is incompetent (usually because he is 
unconscious) or because doing so would be too time-consuming and thus 
pose a grave risk to the patient's well-being. In emergency cases, it is often 
said that the patient gave an implicit consent. This is not correct, however: 
although under these circumstances most people would consent to 
treatment, and it can therefore be assumed that the patient would have giv
en his consent had it been solicited, no consent is actually given, either 
explicitly or implicitly, in situations like this (Dworkin 1982). Therefore, if 
the patient is not incompetent, his right to self-determination is being vio
lated. This can be justified by an appeal to the patient's well-being, and, in 
the case of life-saving treatment, on the ground that treating the patient 
without waiting for his consent was the only way to save his possibility of 
self-determination in the future. 
Some diagnostic or therapeutic procedures are so self-evident or routine that 
the cooperation of the patient can be rightly understood to be an implicit 
consent (Dupuis & de Beaufort 1988). Taking blood, auscultating the lungs, 
or suturing a wound are examples of this kind of situation. In addition, many 
treatments consist of a series of interventions so that if the treatment as a 
whole is consented to, this means that an implicit consent is given to the 
various parts of the treatment. Explicitly soliciting an informed consent in 
these cases would be impractical and sometimes even ludicrous. If a patient 
really gives an implicit consent, his self-determination is not being violat
ed. However, this concept of implicit consent calls for caution because it 
can easily be misinterpreted or abused. 
Another exception to the requirement of informed consent is the situation 
in which the patient waives his right to be informed and to make decisions 
concerning his own treatment. If the decision to waive these rights is made 
knowingly and freely, i.e. under the same conditions that apply to obtain
ing a valid informed consent, this decision must be respected. It must be 
noted, however, that waiving the right to make a decision does not automa
tically imply that one also waives the right to be informed. It is generally 
accepted that the right to autonomy or self-determination includes the pos
sibility of giving up one's self-determination in a specific situation, and 
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such a waiver is therefore not considered to violate self-determination. 
The next exception is the 'therapeutic privilege'. In some cases, a physician 
can be justified in not giving the patient full information because he fears 
that doing so would harm the patient. Whether this indeed justifies an 
exception to the general rule that patients should give informed consent 
depends on the kind of harm that is prevented by not informing the patient. 
In some cases, information can be thought to lead the patient to make a 
decision that would not be in his best interest. It is generally believed to be 
unacceptable to conceal information for this reason. Second, it can be 
claimed that certain information will have a harmful effect on the emotion
al state of the patient. According to some, this can be a valid exception on 
condition that the supposed harm is very likely to occur and would be very 
serious (Brock 1987). According to others, this kind of harm can never justi
fy the violation of self-determination, both because it would undermine the 
trust in the physician and because the possibility of a waiver gives the 
patient the opportunity to decide for himself as to whether he wants to 
hear certain information or not (Dworkin 1982). In these two situations, 
there is a clear conflict between the patient's supposed well-being and his 
right to self-determination. In some situations, however, it is said that 
informing the patient would affect him in a way that impairs his capacities 
to make an informed decision. In these cases, the withholding of informa
tion would not violate self-determination; on the contrary, it would 
promote or preserve it and could therefore be accepted (Dworkin 1982). 
A final exception to the requirement of informed consent is patient incom
petence. If a patient is incompetent, he is unable to give a true or meaning
ful informed consent and for this reason the physician cannot be required 
to solicit one. The physician should, however, ask a proxy to give an 
informed consent for the patient. A patient's incompetence, therefore, is 
not really an exception to the requirement of informed consent but rather a 
condition that determines from whom the consent should be sought. It is 
not always easy, however, to determine whether a patient is competent or 
not. Because of the complex nature of the concept of competence, this will 
be discussed separately in the next section. 

3.5 Competence 

Competence is often listed as one of the requirements for informed consent 
(Beauchamp & Childress 1989). Strictly speaking, however, competence is 
not an element of true informed consent but refers to a precondition for the 
practice of obtaining informed consent. Competence is therefore said to 
function as a gate-keeping concept for informed consent (Faden & Beauchamp 
1986, Buchanan & Brock 1990, Beauchamp & Childress 1994). This is gen
erally taken to mean that the function of determining competence is to 
divide people into two groups: one consisting of competent people whose 
voluntary consent or refusal is binding, and another consisting of incompe
tent people whose consent or refusal may be ignored (Buchanan &. Brock 
1990). Deciding on a person's competence, m this view, means deciding 
whether or not a certain person's free and informed decisions concerning 

v 
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himself will have to be respected. The fact that this is a matter of normative 
decision more than one of empirical facts or findings will become clear when 
we analyse the concept of competence in greater detail. 
Being competent means having the abilities or possessing the capacities 
required to perform a certain task. It follows from this definition that com
petence is always task-related: one can be competent to perform a certain 
task, but this does not imply competence to perform any task. Since abili
ties and capacities can change over time, competence, too, can change. 
Moreover, because most abilities and capacities contributing to competence 
can be possessed in varying degrees, persons can be said to posses different 
levels of competence. However, for the previously mentioned purpose, it is 
necessary to determine a cut-off point and classify individuals as either 
competent or incompetent. The burden of proof in this classification is on 
the side of incompetence: a person is considered to be competent until 
proven otherwise. 

Standards of competence 

To determine whether a person is competent to give an informed consent, it 
is necessary: 1] to determine what capacities are relevant, 2) to determine the 
appropriate threshold level for these capacities, and 3) to have an empirical 
test to establish whether this level is reached (Faden & Beauchamp 1986). 
Together, the first two of these conditions form a standard of competence. 
In the literature on informed consent, different kinds of standards have been 
proposed (Roth, Meisel & Lidz 1977, Freedman 1981, Drane 1984, Buchanan 
& Brock 1990). First, there is a 'minimal' standard in which the ability to 
express a preference is the only relevant criterion. This standard can be 
criticised because, as Buchanan and Brock state, it is "not in fact a criterion 
of competent choice at all" (1990, p. 49). Indeed, what is questionable is 
whether, besides the ability to express a preference, there are no other rele
vant capacities that a person must possess in order to be able to give an 
informed consent. The doctrine of informed consent itself asks for 'under
standing', so the ability to understand at least some information seems to 
be a necessary requirement for competence. 

Second, 'outcome' standards look solely to the outcome of a decision. 
This kind of standard has been criticised for the reason that it fails to pro
tect the patient's self-determination since it does not allow a person to 
pursue his own good as he perceives it. I believe it could also be said that 
this standard is in fact not a standard for determining competence at all, 
because it does not determine any capacities relevant for making a 
decision, nor specifies any threshold level. It could be argued, however, 
that it does so implicitly, and that such capacities as the ability to reason 
or to think rationally would be required. The outcome of a decision would 
then be regarded as the best empirical test for these capacities. This argu
ment, however, fails to consider that reasoning or rational thinking does 
not necessarily lead to a single outcome but, depending on a number of 
circumstances, can lead to different decisions while the favoured outcome 
might also be reached without proper reasoning9. 
Finally, 'process' standards focus on the process of decision-making itself 
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and really do consider capacities and abilities to be conditions for compe
tence. Buchanan and Brock, who favour this kind of standard, identify two 
sets of capacities that are needed for competence, namely, capacities for 
understanding and communication, and capacities for reasoning and delib
eration. Also needed in order to assign relative weight to different 
outcomes of a decision is a set of at least minimally consistent and stable 
values that the person in question affirms as his own. Other authors gener
ally agree on the relevance of these capacities. Some authors add the capac
ity to appreciate information, i.e. to 'grasp' what information means for 
oneself and one's situation as a separate capacity, while others seem to 
include this in 'understanding' (Appelbaum & Grisso 1988, Culver & Gert 
1990). Capacities to reason and deliberate are also described as capacities to 
"make a judgement in light of one's values" (Beauchamp & Childress 1994), 
as "rational reasoning" (Roth, Meisel & Lidz 1977) or as "rational manipu
lation of information" (Appelbaum & Grisso 1988). 
No matter exactly what the relevant capacities are decided to be, two distinct 
opinions are currently held in regard to the appropriate threshold level for 
these capacities. According to the first view, this threshold level must be 
variable and depend on the risks involved in specific decisions. This 'risk-
related' standard is promoted most explicitly and extensively by Buchanan 
and Brock (Buchanan & Brock 1990, Brock 1991. See also: Roth, Meisel & 
Lidz 1977, Drane 1984, 1985). The general idea is that the higher the risk 
connected to a choice10, the higher one must set the required level of capaci
ties. When the risks arising from a choice are fairly insignificant (e.g. when 
accepting a safe, commonly practised treatment for a certain disorder), the 
required level of capacities need not be high, whereas if a choice involves 
great risk (e.g. the refusal of life-saving treatment) the level of capacities 
must be high. An important implication of this view is that just because a 
patient is competent to consent to a treatment, it does not follow that the 
patient is competent to refuse it. This is called the 'asymmetry' of 
competence. Many authors regard this as one of the most problematic conse
quences of a risk-related standard (Wicclair 1993, Cale 1999), though others 
argue that it is not problematic (Buchanan & Brock 1990, Wilks 1997, 1999) 
In the second view, a fixed minimum level of capacities is required that can 
be either dependent on or independent of the specific decision or kind of 
decision that has to be made. Decision dependence would seem to be the 
most plausible option because decisions can differ substantially in nature 
and thus in the required level of capacities. For a particular decision, how
ever, the required level can be set in advance and would be independent of 
the outcome of the actual choice. Since competence is defined as the ability 
to give an informed consent, the appropriate level of capacities should be 

9 If this is the way proponents interpret the 'outcome' standard, their test for 
competence (determined by good reasoning or rational thinking) can be 
compared with establishing a person's competence to drive a car by looking 
to see whether he will wind up in the right place. 

10 Risk must be understood as including the chance of harm occurring, the seri
ousness of this harm and the reversibility or irreversibility of this harm. 
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derived from the requirements of informed consent, such as that of substan
tial understanding. 

The role of risk 

The risk involved in a choice can play various parts in competence determi
nation. It is important to distinguish these parts in order to get a clear pic
ture of the role of risk in setting a standard of competence. 
Because people are assumed competent until proven otherwise and because 
there is a strong bias toward treating patients, the question of competence 
will usually not be raised until a person refuses a treatment or makes a 
choice contrary to what is commonly considered to be in his best interest. 
When a patient makes a choice that entails a great risk for him, this will 
trigger the question of competence. 'Strange' or unusual choices will also 
trigger the question of competence, and choices that involve a great risk 
while there is a less risky alternative available will often be considered 
'strange'. This does not necessarily mean that the required level of capaci
ties must be raised in situations of greater risk. The trigger-function of risk 
should not be conflated with its role in setting the appropriate level of 
capacities. Other factors triggering a competence determination would be 
obvious or suspected deficiencies in one or more capacities that make up 
competence, an example being an apparent lack of understanding. 
Psychiatric illness, dementia and certain neurological disorders may also 
function as triggers. 

Some decisions involve risks no matter what alternative is chosen while 
other decisions involve almost no risks at all. The former situation would 
seem to present a much greater need to make sure whether or not a patient 
is competent than the latter. It can plausibly be argued, therefore, that a 
greater risk is a reason to make more sure that the required capacities are 
actually present to the necessary degree (Beauchamp & Childress 1994, 
Cale 1999, Wicclair 1999). A distinction must be made between the deter
mination of the appropriate threshold level of capacities, and the degree of 
certainty with which it can be established whether this level is attained. 
Finally, according to a variable (risk-related) standard of competence, risk 
should play a part in determining the required level of capacities. Buchanan 
and Brock, two of the most important proponents of a risk-related standard, 
claim that this is consonant with the way people actually make 
competence determinations. According to Wicclair, however, in doing so, 
they conflate the risk of a choice with its complexity, and they wrongly 
identify risk as the reason for setting a higher or lower standard. Wicclair 
(1991, 1993) argues that there may be a correlation between greater risk and 
increased complexity of a decision - the more risky a decision, the more 
complex the task of decision-making will probably be - but that it is the 
complexity of a decision rather than the increased risk that necessitates a 
higher level of decision-making capacities. If one accepts the definition of 
competence as a capacity, it is indeed the complexity and difficulty of a 
decision and not the risk resulting from a choice that is the relevant factor 
in determining whether a person is competent. The risk, however, can have 
an effect on the capacities required. It is particularly the capacity to grasp 
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information that seems to depend on the risk involved. It may require more 
of a person's capacities to grasp his situation when a high risk exists (e.g. the 
risk of death or lasting impairment) than when the risks are not so great. 
This means that the level of risk involved can have an indirect effect on the 
required level of capacities, because higher capacities for decision-making 
may be required (especially higher capacities for appreciating or 'grasping' 
information), when the risk is high. 
Buchanan and Brock also state that choices involving more risk are usually 
more complex, but they recognise that this is not always so. High-risk choic
es need not be complex and complex decisions need not involve much risk. 
They point out that there are very low-risk but complex choices that we 
allow people to make despite their inability to understand them. Proponents 
of a fixed standard would consider these to be situations in which the per
son in question is in fact incompetent to make the decision but is neverthe
less allowed to do so. However, following the requirements of informed 
consent, this is not a legitimate option. A physician should obtain a valid 
informed consent and should not be allowed to accept the consent of an 
incompetent patient. For this reason, Buchanan and Brock consider this sit
uation (accepting a low-risk choice made without understanding) to be one 
in which the required level of understanding need not be set high due to the 
low risk involved. They consider the person in question to be competent 
even though he has little or no understanding, and they explicitly choose to 
consider risk (and not the capacity for understanding) to be the relevant fac
tor in setting the standard for competence. 

Well-being and paternalism 

Buchanan and Brock (1990) give a few other reasons for preferring a variable 
(risk-related) standard over a fixed one. One of these reasons is that it 
"allows a better and more sensitive balance between the competing values 
of self-determination and well-being" (1990, p. 64). If a person's well-being 
is seriously at risk as the result of a certain choice, the balance tips in 
favour of protecting his well-being and he is then more likely to be deter
mined incompetent. If, on the other hand, the risk involved is small, the 
balance tips in favour of self-determination. This argument follows directly 
from the assumption that determinations of competence always involve a 
balancing of the right to self-determination and a person's well-being, 
which can be disputed. Wicclair (1991) is of the opinion that one should not 
conflate the two issues of whether the patient is capable of making a deci
sion with respect to a particular choice and whether there is sufficient rea
son to disregard a patient's expressed preference and to switch to surrogate 
decision-making. The first issue if one of competence, the second one of 
paternalism. Beauchamp and Childress agree with this view. They state 
that a risk-related standard leads to a "conflation of criteria of justified 
paternalism and standards of competence" and add that "the issue of justi
fied paternalism should be distinguished from criteria of competence" 
(1994, p.141). A similar point is also made by Culver and Gert (1990) who 
advocate a fixed, decision-dependent standard of competence which only 
determines whether the abilities needed to make an informed consent are 
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present and who introduce a separate criterion (rationality) to justify pater
nalism. Buchanan and Brock admit that such accounts of competence are 
also possible and coordinate better with the ordinary usage of the term but 
stress that they use 'competence' not as referring to decision-making capac
ity but as meaning "adequate decision-making capacity in the choice in 
question to warrant respecting the patient's choice and not transferring the 
decision to a surrogate" (Brock 1991, p. 107). Their main reason for doing so 
is that this use of the term fits the purpose of competence determinations 
in ongoing legal and medical practice. 
This brings us to their most important reason to favour a risk-related stan
dard: the fact that this "better coheres with our basic legal framework" 
(1990, p. 61). Whether or not this is a good reason to favour a particular 
standard is open to debate, of course. A standard that is consistent with the 
legal framework is not necessarily an ethically acceptable or conceptually 
consistent standard. However, a standard that is ethically and conceptually 
sound but unworkable in legal or medical practice will not do either. 
A second question is whether a risk-related standard really is more consis
tent with the legal framework than a fixed decision-relative standard. 
Buchanan and Brock claim that because the law makes a finding of incom
petence a necessary condition for justified paternalistic (i.e. beneficence-
based) interference with a patient's choice, a standard of competence should 
include a judgement of the justifiability of paternalistic interference. Their 
standard does so by making competence partially dependent on the balance 
between well-being and self-determination. In their view, if it is justified to 
overrule a person's choice for reasons of his well-being this person must be 
classified as incompetent. This view is criticised by Wicclair, who states 
that precisely because incompetence is a precondition for justified paternal
ism, the law implies that a finding of incompetence must be independent of 
whether paternalism is justified. If Wicclair's criticism is correct, the fixed 
decision-dependent standard may be the one that is more consistent with 
the legal framework. 

In summary, with regard to the notion of incompetence there is no consen
sus in the literature on the exact capacities that are needed for competence, 
nor on the required level of these capacities. An important controversy is 
that between proponents of a risk-related standard of competence and pro
ponents of a fixed standard. A generally accpeted account of what competence 
is and how it should be determined does not yet exist. Whatever account is 
accepted, however, the next question that presents itself is how decision
making should proceed once a patient is found to be incompetent. This 
question will be addressed in the next section. 

3.6 Decision-making for incompetent patients 

If a patient is found to be incompetent, he is no longer considered to be able 
or to have the right to make decisions for himself, and consequently deci
sion-making will have to be performed by others. This means that two 
important questions must be answered: who is the appropriate surrogate 
decision-maker and according to what principles or guidelines should he or 
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she decide? In this section, I will briefly review the answers to these ques
tions as they have been proposed in the medical ethical literature1 '. 

Who should decide? 

In the absence of a surrogate appointed by a court or by the patient himself 
(at a time when he was still competent), a patient's family members are 
commonly considered to be first in line to act as surrogate decision-makers. 
The reason for this is that "The family is generally both most knowledgeable 
about the incompetent individual's good and his or her previous values and 
preferences, and most concerned about the patient's good" (Buchanan &. 
Brock 1990, p. 136). Moreover, the family has a special moral relationship 
with the patient: "Members of a family typically have a special responsibil
ity for each other's welfare, a responsibility that emerges from the intimate 
nature of their union and long-standing patterns of cooperation" (Buchanan 
&. Brock 1990, p. 140; see also Brock 1996). I believe this last argument is 
interesting and deserves more attention and elaboration than it has received 
until now, especially since empirical evidence offers reasons to doubt the 
strength of the argument that family members are most knowledgeable 
about the patient's preferences12. Potential problems regarding the family 
as surrogate concern the possibility of conflicts between the interests of 
the patient and the interests of his or her family, and the proper hierarchy 
of authority within the family, which is especially relevant in cases of dis
agreement between family members. The Dutch Medical Contract Act 
(WGBO) sets a hierarchy based on the family relations between patient and 
surrogate. The partner or spouse is the first in line to act as a surrogate, fol
lowed by the parents, children or siblings of the patient. Such a hierarchy 
does not solve all practical problems (for example, it does not discriminate 
between different siblings or children) and, moreover, it can sometimes 
have consequences that are unjustified from an ethical point of view. From 
an ethical perspective, what matters is how well the surrogate knows the 
patient, not what his formal relationship to the patient is. 
It has also been proposed that physicians should be the primary decision
makers for incompetent patients because they have the expertise necessary 
to make medical decisions. However, the appeal to medical expertise fails 
to distinguish between the medical and value aspects of decision-making. 

11 I will not explore the issue of decision-making for incompetent patients in 
great detail, because it would take me too far from my central subject, auton
omy, and because it is such a complex issue that it deserves separate study. 

12 Studies indicate that (family member) surrogates correctly predict patients' 
treatment preferences in 60-70% of cases (Hare, Pratt & Nelson 1992; 
Mattimore et al. 1997). According to some studies, they do not even do any 
better than random chance would (Suhl et al. 1994). Physicians do worse 
than family members (Seckler et al. 1991, Ouslander, Tymchuk & Rahbar 
1989). Though family members do indeed appear to be most knowledgeable 
about the patient's preferences, they are nevertheless mistaken in a signifi
cant number of cases. 
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In general, physicians will be less knowledgeable about the values and pref
erences of their (incompetent) patients than family members. It is quite 
generally accepted, therefore, that in decision-making for incompetent 
patients physicians should provide information to enable the surrogate to 
make decisions, but should not himself act as a the patient's proxy. 
In practice, physicians probably do make a lot of decisions for their incom
petent patients as is shown by empirical research (Buchanan & Brock 1990, 
pp. 289-290). There are various reasons for this. First of all it is often much 
easier for a physician to make decisions himself than it is to involve the 
family since this takes time, effort, skills and organisation. Second, physi
cians may not always take the right to self-determination very seriously, or 
they may feel that once the patient has become incompetent it is no longer 
a relevant consideration. Third, family members themselves do not always 
want to have or take decisional responsibility. They may either reject such 
responsibility altogether, or lean heavily on the opinion or advice of the 
physician. In this respect, family members who act as surrogates are no dif
ferent from competent patients who can decide for themselves,- however, 
dependence on the physician's advice is not a sufficient reason not to (try 
to) involve either surrogate or patient in the decision-making or to deny 
them decision-making authority. 

What standard? 

With regard to the question of who should decide for incompetent patients, 
the general consensus is that family members should act as proxies, unless 
a court or the patient himself has appointed another proxy. The next ques
tion that arises is what guiding principle the surrogate should use in mak
ing decisions for the incompetent patient. In the medical ethics literature, 
it is generally agreed upon that respect for autonomy requires the surrogate 
to found his decisions on the patient's own preferences and values inasmuch 
as that is possible. Based on this idea, three standards or principles for sur
rogate decision-making are usually distinguished: advance directive, sub
stituted judgement, and best interest. 
The advance directive standard states that if there is a clear advance direc
tive, it should be followed. This offers the most direct extension of the 
patient's right to self-determination: through an advance directive a patient 
can make his competent wishes effective at a time when he has become 
incompetent. Though for this reason the advance directive standard is to be 
preferred over other guiding principles, there are some problems attached 
to it as well. Advance directives are not (yet?) widely used and they are not 
always as clear and unequivocal as one would like. They are often put in 
rather general terms that require interpretation and translation to be appli
cable in concrete situations13. Moreover, there can be questions about the 

13 One poss ib le w a y to ame l i o ra te th is p r o b l e m is by d r a w i n g up a 'va lues h is to 
ry ' in w h i c h , in a d d i t i o n to the a r t i cu la t i on of the pa t ien t ' s advance d i r ec t i ves , 
his va lues are exp l i c i t l y ident i f ied and exp la ined (Doukas & McCu l l ough 1991). 
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reliability of an advance directive (was the patient competent and well-
informed at the time he issued it?) or about its validity over longer periods 
of time, for instance if medical knowledge and possibilities have changed or 
if the patient himself has changed14. Finally, the advance directive standard 
is not applicable to patients who have never been competent to begin with, 
such as children or some mentally retarded patients,. 
According to the substituted judgement standard, the surrogate should choose 
as the patient himself would have chosen had he been both competent and 
aware of his medical situation and options. This means the surrogate must 
try to put himself in the patient's positions and deliberate and choose from 
his point of view. In some cases the patient will have expressed rather clear 
wishes concerning certain kinds of treatment at a time when he was com
petent, in other cases his wishes must be reconstructed from other expres
sions or more general views held by the patient. It is clear that this can 
result in more or less reliable accounts of the patient's alleged wishes. 
Buchanan and Brock mention five rules of thumb for determining how 
strong the evidence for a specific substituted judgement is. According to 
them, the more determinate, the more direct and the more durable the pref
erences once expressed by the now incompetent patient, the greater the 
number of sources of evidence and the greater their reliability, the more 
reliable the substituted judgement is (1990, pp.120-121). Buchanan and 
Brock are of the opinion that the greater the degree of uncertainty about 
what the patient would have wanted, the less weight should be placed on 
substituted judgement in decision-making, and the more importance 
should be attached to a patient's interests. They state that: "In cases in 
which the evidential base for substituted judgement is relatively weak, not 
simply what the patient would want, but his interests - at least the more 
basic interests - are relevant to the decision" (1990, p. 120). Collopy (1999) 
has argued that it might be wrong to insist on substituted judgement in 
spite of all the difficulties and uncertainties it invokes. Instead, he argues 
that it may often be more important to patients who the person is who 
makes their decisions for them, than whether or not this surrogate makes 
the same decisions he himself would have made. According to Collopy, the 
issues of trust and of the relationship between the patient and his (self-
appointed or family-member) surrogate have not received enough attention 
as important moral foundations for surrogate decision-making. 
Finally, the best interests standard states that the surrogate should choose 
the option that best promotes the patient's well-being. How a person's 
well-being should be determined depends on the theory of well-being one 
adheres to. In a more subjective theory of well-being, the best interests 
principle shows considerable overlap with the substituted judgement stan
dard, since according to such a theory a patient's best interests are 
determined (at least in part) by his own values and preferences (which sub
stituted judgement is meant to represent). However, in cases in which the 

14 An interesting and important discussion relevant for the validity of advance 
directives is that of (the continuity of) personal identity, for instance in the 
process of becoming demented. See Rich 1997, Newton 1999. 
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patient's wishes cannot be reconstructed, either because reliable evidence 
is lacking or because the patient has never been competent, a best interests 
standard must rely on other ways to determine what counts as a patient's 
best interests. 

3.7 Summary 

In this chapter, I have discussed the way in which the principle of respect for 
autonomy is commonly interpreted and elaborated in medical ethics. Central 
to this interpretation is the notion of informed consent, which refers to a 
legal doctrine and a clinical practice, as well as to a set of ethical require
ments intended to protect and promote the self-determination or autonomy 
of patients. 
As an ethical concept, informed consent can be defined as the autonomous 
authorization of a medical intervention by a patient. According to Faden 
and Beauchamp's influential theory on informed consent, a patient's autho
rization of an intervention is autonomous if it is given intentionally, with 
substantial understanding and without substantial controlling influences 
of others (that is, with substantial voluntariness). In order to reach substan
tial understanding, it is necessary that the patient receives adequate infor
mation about his situation and about the proposed intervention. Three 
standards are currently in use as to the amount and nature of the informa
tion that should be disclosed to the patient: the professional practice stan
dard, the reasonable person standard and the subjective standard. From an 
ethical point of view, the subjective standard, requiring the physician to 
disclose that information the individual patient needs in order to make a 
decision, is preferable. Most authors stress the importance of communica
tion between doctor and patient as a means to reach substantial 
understanding. Problems concerning understanding include false beliefs, 
and various psychological hindrances to the uptake and comprehension of 
information. 
In order to be voluntary, a patient's consent must be free from controlling 
influences by others. While coercion is always controlling and persuasion 
(an appeal to reason) is non-controlling, the line between controlling and 
non-controlling forms of manipulation can be difficult to draw. 
Various decision-making models have been proposed in order to implement 
the formal requirements of informed consent in clinical practice. Most of 
these models can be referred to as models for shared decision-making. The 
common characteristic of these models is that physician and patient exchange 
information, deliberate together, and are thus both involved in decision
making. Although shared decision-making can be understood as a concrete 
manifestation of informed consent, some authors appear to interpret it in a 
way that is not consistent with the intentions underlying informed consent, 
i.e. respect for the patient's right to self-determination. 
There are some exceptions to the physician's duty to obtain an informed 
consent from the patient before performing an intervention. I have discussed 
cases of emergency, self-evident or routine interventions, waivers and the 
'therapeutic privilege'. The latter is the most controversial, since it 
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ultimately allows physicians to conceal information on paternalistic grounds. 
A final important exception to the requirement of informed consent is 
incompetence of the patient. 
I have analysed competence as a precondition for the practice of obtaining 
informed consent. In this context, being competent means being in posses
sion of the capacities a person needs to give an informed consent or to 
make (medical) decisions for herself. The capacities usually identified as 
necessary for competence are the capacities to understand, appreciate, rea
son, deliberate and communicate. In order to be classified as competent, a 
person has to posses these capacities at or above a certain threshold level. It 
is quite generally agreed that this threshold level should be determined sep
arately for different decisions. However, there is disagreement between 
proponents of a risk-related standard of competence, who assert that this 
threshold level should depend on the degree of risk involved in a choice, 
and proponents of a fixed standard who maintain it should not. An impor
tant argument against a risk-related standard is that it brings paternalistic 
considerations into competence assessments. An argument in favour of a 
risk-related standard is that it is more consistent with actual practice and 
with the legal framework, but this latter claim can be disputed. 
Whatever standard of competence is used, if a patient is judged to be 
incompetent, a surrogate will have to make decisions for him. It is general
ly agreed that family members are the most obvious surrogates, but some 
difficult questions remain with regard to the proper hierarchy between fam
ily members and with regard to possible conflicts of interest between the 
patient and his family. Three guiding principles for surrogate decision
making are usually distinguished. Advance directives offer the most direct 
extension of the patient's right to self-determination, but are of limited use 
in practice. The substituted judgement principle seeks to reconstruct the 
patient's own preferences. In practice, a reliable substituted judgement can 
sometimes be difficult to obtain. Finally, in the absence of any (strong) evi
dence concerning the patient's alleged preferences, the best interests prin
ciple states that decisions should be based on the patient's best interests. 
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