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The Concepts of Informed Consent
and Competence

Covered by the account of autonomous action in Chapter 7, we now turn
to analysis of the concepts of informed consent and competence. We
argue that "informed consent" has two distinct senses or general uses.
In the first sense, an informed consent is a special kind of autonomous
action: an autonomous authorization by a patient or subject. The second
sense of "informed consent" is analyzable in terms of rules governing
informed consent in public policy and institutional contexts.

The policy dimensions of this second sense of informed consent
require that attention also be paid to the concept of competence, espe-
cially the competence to consent. Competence is analyzed in later parts
of the chapter in terms of criteria of autonomous persons, as distinct from
autonomous actions. Judgments of competence, we argue, primarily
serve a gatekeeper function by identifying persons from whom it is
appropriate to obtain informed consents.

Two Concepts of Informed Consent

Legal, philosophical, regulatory, medical, and psychological literatures
have generally discussed informed consent in terms of its "elements."
The following elements have been identified as the concept's analytical
components:1

1. Disclosure
2. Comprehension
3. Voluntariness
4. Competence
5. Consent

The fifth element is labeled "consent" in only a few analyses. Some com-
mentators omit it entirely as an element; others prefer to call this ele-
ment decision,2 and still others prefer to emphasize shared decisionmak-
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ing or collaboration3 as a substitute for the consent of a patient or
subject. Whatever the precise formulation, the fifth element refers to
the final stage in the act of giving an informed consent.

Disagreements such as those over the proper label for "consent" are
minor, and there is otherwise more agreement than disagreement over
the appropriateness of these five elements. Indeed, there may be more
consensus on this analysis of informed consent into its elements than on
any other topic in the literature on informed consent. These elements
are also extensively used in this literature as the conditions in a definition
of informed consent—or, as some prefer to say, as the conditions in a
definition of valid consent.4 According to this mode of definition, X is an
informed consent if and only if some of the elements 1-5 above are con-
ditions that are satisfied in the circumstances. Precisely which of the five
elements is used varies from theory to theory. Transformation of all five
elements into a definition of informed consent yields the following:

Action X is an informed consent by person P to intervention I if and
only if:
1. P receives a thorough disclosure regarding I,
2. P comprehends the disclosure,
3. P acts voluntarily in performing X,
4. P is competent to perform X, and
5. P consents to I.

Although this schema is at first glance an attractive definition of
informed consent, and one that is faithful to the uses of the term in such
practical contexts as clinical medicine and law, the list of conditions in
this analysis is biased by the special concerns of medical convention and
malpractice law. Conditions 1-5 are less suitable as conditions in a con-
ceptual analysis or definition of informed consent than as a list of the
elements of informed consent as they have emerged in institutional or
regulatory settings in which consent requirements appear in policies.
This approach to the definition of informed consent also unjustifiably
escalates into prominence the special orientations of both medicine and
law toward disclosure and responsibility for patients and subjects.

To take but one instance of the kind of bias at work in this form of
definition, the U.S. Supreme Court in Planned Parenthood of Central Mis-
souri v. Danforth found cause to reflect on the meaning of "informed
consent": "One might well wonder . . . what 'informed consent' of a
patient is ... [We] are content to accept, as the meaning, the giving of
information to the patient as to just what would be done and as to its
consequences."5 This definition is strikingly similar to definitions pro-
vided by physicians in the national survey discussed in Chapter 3 (see
pp. 98-99), where the focus was also exclusively on disclosure. Yet, this
is a profoundly inadequate conception of the general meaning of
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"informed consent," one tainted by an implicit assumption of medical
authority and by an unrelieved legal focus on the theory of liability,
which delineates not a meaning but a duty.

There is nothing about the nature of an informed consent per se that
requires disclosure as a necessary condition, and certainly nothing that
would orient its meaning around disclosure. A person otherwise knowl-
edgeable about a proposed intervention—a physician undergoing a pro-
cedure, for example—could give a well informed consent without any
disclosure whatever.6 Other conditions in the above list of conditions are
not necessary for similar reasons. For example, consider element 4, com-
petence: Some persons who are legally incompetent (which is often the
referent of element 4) may give informed consents, and in some
instances psychologically incompetent persons (also often the referent of
element 4) may be able to do so. We return to this problem in the final
section of this chapter.

The transformation of the above five-fold set of elements into a defi-
nition of informed consent thus raises as many problems and confusions
as it offers insights. There is no necessary association between these ele-
ments and logical conditions. That is, there is no necessary connection
between an analytical listing of the hallmark characteristics of informed
consent and the logically necessary and sufficient conditions of informed
consent that govern its meaning. Neither is there a necessary association
between the logical conditions of informed consent and normative
requirements (duties and the like) governing the obtaining of consent,
although the two have often been uncritically conflated.7 To assert that
some condition—for example, voluntariness—must be present could be
either a normative claim or could be a purely logical (conceptual) claim.8

Our task in the following pages is the purely logical one of providing a
conceptual analysis of informed consent.

Analyzing Informed Consent

What, then, is an informed consent? This question about the logical con-
ditions of informed consent should be approached in the same spirit as
the treatment of the logical conditions of autonomous action in Chapter
7. Answering this question is complicated because there are two com-
mon, entrenched, and starkly different meanings of "informed consent."
That is, the term is analyzable in two profoundly different ways—not
because of mere subtle differences of connotation that appear in differ-
ent contexts, but because two different conceptions of informed consent
have emerged from the histories traced in Chapters 3 through 6 and are
still at work, however unnoticed, in literature on the subject.

In one sense, which we label sense1 "informed consent" is analyzable
as a particular kind of action by individual patients and subjects: an
autonomous authorization. In the second sense, sense2, informed consent
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is analyzable in terms of the web of cultural and policy rules and require-
ments of consent that collectively form the social practice of informed
consent in institutional contexts where groups of patients and subjects
must be treated in accordance with rules, policies, and standard prac-
tices. Here, informed consents are not always autonomous acts, nor are
they always in any meaningful respect authorizations.

In analyzing these two concepts—sense1 and sense2—we will rely
more on our theory of autonomous action (in Chapter 7) and our histor-
ical analyses of informed consent (see Chapters 3 through 6) than on
either ordinary language subtleties of the term "informed consent" or
on beliefs pervasive in society about consent in medical settings. We
have already noted how physicians interpreted the term "informed con-
sent" in a recent survey. In that same survey, the responses from a sam-
ple of the American public were even more discouraging. When asked
"What does the term informed consent mean to you?", one of the most
popular answers from the public was that informed consent means that
patients agree to treatment by letting the doctor do whatever is "nec-
essary," "best," or "whatever he sees fit." Twenty-one percent of
respondents said that they have no understanding of the term.9 Such
responses form an inadequate basis for a conceptual analysis of informed
consent as that notion has emerged in modern medicine and research.
The settings for the actual practice of obtaining consents also provide an
unreliable basis, because the implicit understanding is often that
"informed consent" means no more than the empty formality, as health
professionals sometimes put it, of "consenting the patient"—that is,
obtaining a signature on a consent form.10

With these cautions in mind, we can turn to more controlled methods
of analyzing these two concepts of informed consent that rely only in
part on their historical foundations.

Sense;: Informed Consent as Autonomous Authorization

Just as choices, consents, and refusals are species of the larger category
of actions, so informed consents and informed refusals are, in sense1, spe-
cies of the larger category of autonomous actions. However, it is mis-
taken to say that informed consent in this sense is synonymous with
autonomous choice (or action). It is likewise wrong to hold that the con-
ditions of informed consent are identical to the conditions of autonomous
choice (or action). An informed consent is a specific kind of autonomous
choice (or action), an autonomous authorization by patients or subjects.

Jon Waltz and T.W. Scheuneman, in an influential early article (dis-
cussed in Chapter 4), define informed consent in terms of two elements
or conditions: "the dual elements of awareness and assent." They require
in addition that there be an "absence of such duress" as would render
the assent "inoperative."11 Their proposal is apparently that informed
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consent should be analyzed as an uncoerced willingness to undergo a
procedure regarding which the patient or subject has adequate infor-
mation (predominantly, in their analysis, through a disclosure of risks
and consequences). On the basis of the information the assent occurs.
This analysis is a foray in the right direction. The term "assent" is a syn-
onym for one general meaning of "consent," and "awareness" points to
the "informed" component; to assent is to agree with or acquiesce in an
opinion or to comply with an arrangement. This strikes close to what
occurs in giving an informed consent.

However, the idea of an informed consent suggests that a patient or
subject does more than express agreement with, acquiesce in, yield to,
or comply with an arrangement or a proposal. He or she actively author-
izes the proposal in the act of consent.12 John may assent to a treatment
plan without authorizing it. The assent may be a mere submission to the
doctor's authoritative order, in which case John does not call on his own
authority in order to give permission, and thus does not authorize the
plan. Instead, he acts like a child who submits, yields, or assents to the
school principal's spanking and in no way gives permission for or author-
izes the spanking. Just as the child merely submits to an authority in a
system where the lines of authority are quite clear, so often do patients.

Accordingly, an informed consent in sense! should be defined as fol-
lows: An informed consent is an autonomous action by a subject or a
patient that authorizes a professional either to involve the subject in
research or to initiate a medical plan for the patient (or both). Following
the analysis of substantial autonomy in Chapter 7, we can whittle down
this definition by saying that an informed consent in sense! is given if a
patient or subject with (1) substantial understanding and (2) in substan-
tial absence of control by others (3) intentionally (4) authorizes a profes-
sional (to do I).

It follows analytically from our analysis in Chapter 7 that all substan-
tially autonomous acts satisfy conditions 1-3; but it does not follow from
that analysis alone that all such acts satisfy 4. The fourth condition, then,
is what distinguishes informed consent as one kind of autonomous action.
(Note also that the definition restricts the kinds of authorization to med-
ical and research contexts.) A person whose act satisfies conditions 1—3
but who refuses an intervention gives an informed refusal. The condi-
tions of this latter kind of action are identical to 1-4 above, except that
the fourth condition is the converse, a nonauthorization or refusal to
authorize.

The Problem of Shared Decisionmaking. This analysis of informed con-
sent in sense! is deliberately silent on the question of how the authorizer
and the agent(s) being authorized arrive at an agreement about the per-
formance of "I." Recent commentators on informed consent in clinical
medicine, notably Jay Katz and the President's Commission (see Chapter
3), have tended to equate the idea of informed consent with a model of
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"shared decisionmaking" between doctor and patient. The President's
Commission titles the first chapter of its report on informed consent in
the patient-practitioner relationship "Informed Consent as Active,
Shared Decision Making," while in Katz's work "the idea of informed
consent" and "mutual decisionmaking" are treated as virtually synony-
mous terms.13

There is of course an historical relationship in clinical medicine
between medical decisionmaking and informed consent. The emergence
of the legal doctrine of informed consent was instrumental in drawing
attention to issues of decisionmaking as well as authority in the doctor-
patient relationship. Nevertheless, it is a confusion to treat informed
consent and shared decisionmaking as anything like synonymous. For one
thing, informed consent is not restricted to clinical medicine. It is a term
that applies equally to biomedical and behavioral research contexts
where a model of shared decisionmaking is frequently inappropriate.
Even in clinical contexts, the social and psychological dynamics involved
in selecting medical interventions should be distinguished from the
patient's authorization.

In Chapter 9 we endorse Katz's view that effective communication
between professional and patient or subject is often instrumental in
obtaining informed consents (sense!), but we resist his conviction that
the idea of informed consent entails that the patient and physician "share
decisionmaking," or "reason together," or reach a consensus about what
is in the patient's best interest. This is a manipulation of the concept from
a too singular and defined moral perspective on the practice of medicine
that is in effect a moral program for changing the practice. Although the
patient and physician may reach a decision together, they need not. It is
the essence of informed consent in sense1 only that the patient or subject
authorizes autonomously; it is a matter of indifference where or how the
proposal being authorized originates.

For example, one might advocate a model of shared decisionmaking
for the doctor-patient relationship without simultaneously advocating
that every medical procedure requires the consent of patients. Even
relationships characterized by an ample slice of shared decisionmaking,
mutual trust, and respect would and should permit many decisions about
routine and low-risk aspects of the patient's medical treatment to remain
the exclusive province of the physician, and thus some decisions are
likely always to remain subject exclusively to the physician's authoriza-
tion. Moreover, in the uncommon situation, a patient could autono-
mously authorize the physician to make all decisions about medical
treatment, thus giving his or her informed consent to an arrangement
that scarcely resembles the sharing of decisionmaking between doctor
and patient.14

Authorization. Because authorization is central to our account of
informed consent in sense1; it seems appropriate that we provide an anal-
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ysis of the notion of authorization. Because to do so with thoroughness
would require its own volume, our analysis must be brief: In authorizing,
one both assumes responsibility for what one has authorized and trans-
fers to another one's authority to implement it. There is no informed
consent unless one understands these features of the act and intends to
perform that act. That is, one must understand that one is assuming
responsibility and warranting another to proceed.

To say that one assumes responsibility does not quite locate the
essence of the matter, however, because a transfer of responsibility as
well as of authority also occurs. One's authorization gives another both
permission to proceed and the responsibility for proceeding. Depending
on the social circumstances, X's having authorized Y to do I generally
signifies either that X and Y share responsibility for the consequences of
I or that the responsibility is entirely X's (assuming, of course, that Y
executes I in a non-negligent and responsible fashion). Thus, the crucial
element in an authorization is that the person who authorizes uses what-
ever right, power, or control he or she possesses in the situation to
endow another with the right to act. In so doing, the authorizer assumes
some responsibility for the actions taken by the other person. Here one
could either authorize broadly so that a person can act in accordance
with general guidelines, or narrowly so as to authorize only a particular,
carefully circumscribed procedure.

Sense2: Informed Consent as Effective Consent

By contrast to sense1, sense2, or effective consent, is a policy-oriented
sense whose conditions are not derivable solely from analyses of auton-
omy and authorization, or even from broad notions of respect for auton-
omy. "Informed consent" in this second sense does not refer to autono-
mous authorization, but to a legally or institutionally effective (sometimes
misleadingly called valid) authorization from a patient or a subject. Such
an authorization is "effective" because it has been obtained through pro-
cedures that satisfy the rules and requirements defining a specific insti-
tutional practice in health care or in research.

We saw in Chapters 3 through 6 that the social and legal practice of
requiring professionals to obtain informed consent emerged in institu-
tional contexts, where conformity to operative rules was and still is the
sole necessary and sufficient condition of informed consent. Any consent
is an informed consent in sense2 if it satisfies whatever operative rules
apply to the practice of informed consent. Sense2 requirements for
informed consent typically do not focus on the autonomy of the act of
giving consent (as sense1 does), but rather on regulating the behavior of
the consent-seeker and on establishing procedures and rules for the con-
text of consent. Such requirements of professional behavior and proce-
dure are obviously more readily monitored and enforced by institutions.
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However, because formal institutional rules such as federal regulations
and hospital policies govern whether an act of authorizing is effective, a
patient or subject can autonomously authorize an intervention, and so
give an informed consent in sensel and yet not effectively authorize that
intervention in sense2.

Consider the following example. Carol and Martie are nineteen-year-
old, identical twins attending the same university. Martie was born with
multiple birth defects, and has only one kidney. When both sisters are
involved in an automobile accident, Carol is not badly hurt, but her sister
is seriously injured. It is quickly determined that Martie desperately
needs a kidney transplant. After detailed discussions with the transplant
team and with friends, Carol consents to be the donor. There is no ques-
tion that Carol's authorization of the transplant surgery is substantially
autonomous. She is well informed and has long anticipated being in just
such a circumstance. She has had ample opportunity over the years to
consider what she would do were she faced with such a decision. Unfor-
tunately, Carol's parents, who were in Nepal at the time of the accident,
do not approve of her decision. Furious that they were not consulted,
they decide to sue the transplant team and the hospital for having per-
formed an unauthorized surgery on their minor daughter. (In this state
the legal age to consent to surgical procedures is twenty-one.)

According to our analysis, Carol gave her informed consent in sense1
to the surgery, but she did not give her informed consent in sense2. That
is, she autonomously authorized the transplant and thereby gave an
informed consent in sense1 but did not give a consent that was effective
under the operative legal and institutional policy, which in this case
required that the person consenting be a legally authorized agent. Exam-
ples of other policies that can define sense2 informed consent (but not
sense1) include rules that consent be witnessed by an auditor or that
there be a one-day waiting period between solicitation of consent and
implementation of the intervention in order for the person's authoriza-
tion to be effective. Such rules can and do vary, both within the United
States by jurisdiction and institution, and across the countries of the
world.15

Medical and research codes, as well as case law and federal regula-
tions, have developed models of informed consent that are delineated
entirely in a sense2 format, although they have sometimes attempted to
justify the rules by appeal to something like sense1. For example, disclo-
sure conditions for informed consent are central to the history of
"informed consent" in sense2, because disclosure has traditionally been
a necessary condition of effective informed consent (and sometimes a suf-
ficient condition!). The Salgo court spoke of a "full disclosure of facts" as
"necessary to an informed consent," and the U.S. Supreme Court
denned "informed consent" entirely in terms of disclosure.16 The legal
doctrine of informed consent, as examined in Chapters 2 and 4, is pri-
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marily a law of disclosure; satisfaction of disclosure rules virtually con-
sumes "informed consent" in law.17 This should come as no surprise,
because the legal system needs a generally applicable informed consent
mechanism by which injury and responsibility can be readily and fairly
assessed in court. These disclosure requirements in the legal and regu-
latory contexts are not conditions of "informed consent" in sense!;
indeed disclosure may be entirely irrelevant to giving an informed con-
sent in sense1. If a person has an adequate understanding of relevant
information without benefit of a disclosure, then, as we saw earlier, it
makes no difference whether someone disclosed that information.

Other sense2 rules besides those of disclosure have been enforced.
These include rules requiring evidence of adequate comprehension of
information and the aforementioned rules requiring the presence of
auditor witnesses and mandatory waiting periods. Sense2 informed con-
sent requirements generally take the form of rules focusing on disclo-
sure, comprehension, the minimization of potentially controlling influ-
ences, and competence. Examples of such sense2 requirements can be
found in the Federal Regulations discussed in Chapter 6. The last sub-
section of the 1966 FDA Regulations, for instance, provides the follow-
ing formal definition of informed consent:

'Consent' or 'informed consent' means that the person involved has
legal capacity to give consent, is so situated as to be able to exercise
free power of choice, and is provided with a fair explanation of all
material information concerning the administration of the investigation
drug, or his possible use as a control, as to enable him to make an
understanding decision as to his willingness to receive said investiga-
tional drug. This latter element requires that before the acceptance of
an affirmative decision by such person the investigator should make
known to him. ... [a long list of items to be disclosed follows]18

This definition was adapted by FDA officials from parts of the Decla-
ration of Helsinki and the Nuremberg Code. The first principle of the
Nuremberg Code requires "voluntary consent," the meaning of which
is explicated as follows:

This means that the person involved should have legal capacity to give
consent; should be so situated as to be able to exercise free power of
choice. . . . and should have sufficient knowledge and comprehension
of the elements of the subject matter involved as to enable him to make
an understanding and enlightened decision. This latter element
requires that before the acceptance of an affirmative decision by the
experimental subject there should be made known to him. ... [a long
list follows]19

In the subsequent 1971 "Institutional Guide to DHEW Policy on Pro-
tection of Human Subjects"—the "Yellow Book"—the following abbre-
viated definition is provided:
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Informed consent is the agreement obtained from a subject, or from his
authorized representative, to the subject's participation in an activity.

The basic elements of informed consent are ... [a list of six types of
disclosure to be made follows]20

The above definitions of the term "informed consent" express the
present-day mainstream conception in the federal government of the
United States. They are also typical of international documents and state
regulations, which all reflect a sense2 orientation. These documents
derive from some conviction—perhaps based on a social consensus—
about the requirements or practices needed to enable effective authori-
zations in the special set of circumstances found in institutions dedicated
to health care and research.

Although most formal definitions of informed consent in sense2 have
been forged from contexts of public policy and law, definitions of
informed consent rooted more in moral theory than in law or public pol-
icy can also fall into the sense2 class. The following legally-indebted def-
inition—offered by Albert Jonsen, Mark Siegler, and William Winslade
and designed for the teaching of medical ethics in medical schools and
health care institutions—is illustrative:

Informed consent is defined as the willing and uncoerced acceptance
of a medical intervention by a patient after adequate disclosure by the
physician of the nature of the intervention, its risks and benefits, as well
as of alternatives with their risks and benefits.21

The Relationship Between Sense1 and Sense2

A sense1 "informed consent" can fail to be an informed consent in sense2
by a lack of conformity to applicable rules and requirements. Similarly,
an informed consent in sense2 may not be an informed consent in sense1.
The rules and requirements that determine sense2 consents need not
result in autonomous authorizations at all in order to qualify as informed
consents. For example, under a North Carolina statute a signed consent
form constitutes "valid consent" (informed consent in sense2) so long as
a reasonable person would have understood the information in its dis-
closed form, even if the patient in fact did not understand; moreover, if
the patient had not been informed at all, but a reasonable person would
have consented if informed, then the patient's "uninformed" consent is
valid.22

Such peculiarities in informed consent law have led Jay Katz to argue
that the legal doctrine of "informed consent" bears a "name" that
"promises much more than its construction in case law has delivered."
He has argued insightfully that the courts have, in effect, imposed a mere
duty to warn on physicians, an obligation confined to risk disclosures and
statements of proposed interventions. He maintains that "This judicially
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imposed obligation must be distinguished from the idea of informed con-
sent, namely, that patients have a decisive role to play in the medical
decisionmaking process. The idea of informed consent, though alluded
to also in case law, cannot be implemented, as courts have attempted, by
only expanding the disclosure requirements." By their actions and dec-
larations, Katz believes, the courts have made informed consent a "cruel
hoax" and have allowed "the idea of informed consent ... to wither on
the vine."23

The most plausible interpretation of Katz's contentions is through the
sense1/sense2 distinction. If a physician obtains a consent under the
courts' criteria, then an informed consent (sense2) has been obtained.
But it does not follow that the courts are using the right standards, or
sufficiently rigorous standards in light of a stricter autonomy-based
model—or "idea" as Katz puts it—of informed consent (sense!).24 If
Katz is correct that the courts have made a mockery of informed consent
and of its moral justification in respect for autonomy, then of course his
criticisms are thoroughly justified. At the same time, it should be rec-
ognized that people can proffer legally or institutionally effective author-
izations under prevailing rules even if they fall far short of the standards
implicit in sense!.25

Sense, as a Model for Sense?,. Despite the differences between sense1
and sense2, a definition of informed consent need not fall into one or the
other class of definitions. It may conform to both. Many definitions of
informed consent in policy contexts reflect at least a strong and definite
reliance on informed consent in sense1. Although the conditions of sense1
are not logically necessary conditions for sense2, we take it as morally
axiomatic that they ought to serve—and in fact have served—as the
benchmark or model against which the moral adequacy of a definition
framed for sense2 purposes is to be evaluated. This position is, roughly
speaking, Katz's position.

A defense of the moral viewpoint that policies governing informed
consent in sense2 should be formulated to conform to the standards of
informed consent in sense1 is not hard to express. We have argued in
earlier chapters that the goal of informed consent in medical care and in
research—that is, the purpose behind the obligation to obtain informed
consents—is to enable potential subjects and patients to make autono-
mous decisions about whether to grant or refuse authorization for med-
ical and research interventions. Accordingly, embedded in the reason for
having the social institution of informed consent is the idea that institu-
tional requirements for informed consent in sense2 should be intended
to maximize the likelihood that the conditions of informed consent in
sense1 will be satisfied—although we did not claim in Chapters 3
through 6 that historically they have always been so intended.

How informed consent in sense1 might function as a normative stan-
dard for informed consent in sense2 deserves at least brief explication.
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First, there is no way to decide rationally that a set of consent require-
ments in sense2 is morally acceptable only if at least some particular per-
centage of the authorizations that follow from them—60% or 70% or
80% or 100%—satisfy the conditions of informed consent in sense1.
However, a comparative, pragmatic justification can be offered: A set Y
of consent requirements in sense2 is morally preferable to any set Z if,
all other things being equal, (1) Y results in more informed consents (in
sense1) than Z, (2) Y results in fewer "false negatives"—that is, fewer
informed consents in sense1 will fail to meet the formal requirements of
informed consent in sense2—than Z, and (3) Y results in fewer "false
positives" than Z—that is, fewer authorizations that are not substantially
autonomous will meet its formal requirements as informed consents in
sense2.

Here we need to reintroduce the distinction (discussed at the end of
Chapter 6) between requirements that have served in institutional and
policy contexts and those that should be operative in such contexts. Our
book is not the appropriate forum for discussing the precision with
which the standards in sense2 should conform to the conditions of sense1
in order to have a morally adequate standard for sense2, but this moral
matter is so vital that it deserves at least brief attention.

A major problem at the policy level, where rules and requirements
must be developed and applied in the aggregate, is the following: The
obligations imposed to enable patients and subjects to make authoriza-
tion decisions must be evaluated not only in terms of the demands of a
set of abstract conditions of "true" or sensei informed consent, but also
in terms of the impact of imposing such obligations or requirements on
various institutions with their concrete concerns and priorities. One
must take account of what is fair and reasonable to require of health care
professionals and researchers, the effect of alternative consent require-
ments on efficiency and effectiveness in the delivery of health care and
the advancement of science, and—particularly in medical care—the
effect of requirements on the welfare of patients. Also relevant are con-
siderations peculiar to the particular social context, such as proof, prec-
edent, or liability theory in case law, or regulatory authority and due
process in the development of federal regulations and IRB consent
policies.

Moreover, at the sense2 level, one must resolve not only which
requirements will define effective consent; one must also settle on the
rules stipulating the conditions under which effective consents must be
obtained. In some cases, hard decisions must be made about whether
requirements of informed consent (in sense2) should be imposed at all,
even though informed consent (in sense1) could realistically and mean-
ingfully be obtained in the circumstances and could serve as a model for
institutional rules. For example, should there be any consent require-
ments in the cases of minimal risk medical procedures and research
activities?
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The problem of how to develop a morally acceptable set of require-
ments for informed consent in sense2 recalls the discussion in Chapter 1
of the need to balance competing moral principles and obligations in
implementing policy or institutional rules. This need to balance is not a
problem for informed consent in sense1; which is not policy oriented.
Thus, it is possible to have a morally acceptable set of requirements for
informed consent in sense2 that deviates considerably from the condi-
tions of informed consent in sense1 However, the burden of moral proof
rests with those who defend such deviations since the primary moral jus-
tification of the obligation to obtain informed consent is respect for
autonomous action.

Beyond Health Care and Research. One potential objection to our anal-
ysis of informed consent—in both sensc1 and sense2—is that it is too nar-
row: Why confine the concept of informed consent to medical proce-
dures and research projects? A wide variety of consents have nothing to
do with medicine or research. All classical contractarian political theo-
ries, for example, employ some notion of voluntary and informed con-
sent as the essential basis of the legitimacy or validity of government:
The people authorize by their free acts of consent that a government
obtain sovereignty. Many commonplace actions also qualify as informed
consents. For example, in one wedding ceremony, the bride and groom
are explicitly asked to give their "informed consent to marry. ... "In
short, informed consent in this first sense could be applied to autono-
mously authorizing appliance repairs, withdrawing money from a check-
ing account, hiring an agent, and hundreds of other daily activities.

We do not deny, of course, that the concept of informed consent could
be broadened to mean any authorization that is substantially autono-
mous. But we do deny that this is a plausible reading of what the term
has meant in any significant document on the subject of informed con-
sent. We noted from the outset that our analysis is to be consonant with
the historical development of the concept of informed consent, as pre-
sented in Chapters 3 through 6. The meaning that emerges from this
history is restricted to research and medical care. For example, in con-
texts other than medicine and research (contracts and leases, e.g.),
where the idea of a consent that is informed has been put to some serious
work, the language that is used is almost always something like "express
written consent" rather than "informed consent."

Practical Purposes of Sense1. In the remainder of this book we focus on
the conditions of informed consent in sense1. However, our objective is
not to present an ideal model of informed consent. Quite the contrary.
In delineating informed consent in sense1 in terms of substantial rather
than full autonomy, as in Chapter 7, we have already rejected the view
that it is never possible to obtain "true" informed consents. Many cir-
cumstances in medical care and research permit substantially autono-
mous authorizations, and in many settings they are now obtained.
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The conditions of informed consent in sense! can be used to serve two
practical purposes. First, because informed consent in this sense is an
evaluative standard for informed consent in sense2, a more detailed anal-
ysis of sense1 should make it easier for deliberative bodies such as courts,
commissions, hospital ethics committees, professional organizations, and
IRBs to assess the moral adequacy of requirements of informed consent
in sense2. Policy makers should be able to determine what existing sense2
requirements accomplish, how well they accomplish it, and how to
implement desirable changes. Second, the conditions elaborated in
Chapters 9 and 10 provide a blueprint for situations in which it is appro-
priate or morally desirable to obtain substantially autonomous authori-
zations. A better understanding of informed consent in sense1 is also use-
ful, of course, for those who wish to exceed operative policy or legal
requirements at the sense2 level.

In Chapters 9 and 10 we analyze the demands of two conditions of
informed consent in sensei in order to show what can be done to increase
the likelihood that these conditions will be satisfied. We do not consider
the problem of competence in either chapter. This may appear surprising
in the face of the substantial attention and prominence given to standards
of competence in informed consent literature. But Chapters 9 and 10 are
exclusively about informed consent in sense 1 and sense1, if a patient's con-

sent is sufficiently autonomous, then it is irrelevant whether the person
giving the authorization is competent in the light of some legal policy or
psychiatric standard. However, this is not true of informed consent in
sense2, where competence has enjoyed a justifiably central role in spec-
ifying from whom consent may and must be solicited. One problem is
who in the circumstance counts as a legitimate authority for the purpose
of consent. Because these issues are frequently treated at the policy level
almost exclusively as problems of competence, we turn in conclusion to
a brief discussion of competence as it functions in sense2 requirements.

Competence to Consent: The Gatekeeping Concept

Thus far we have argued that conditions of autonomous action, together
with a condition of authorization, define informed consent in sense1 and
that these conditions can and often do serve as the model in terms of
which policy requirements of informed consent (in sense2) are formu-
lated and evaluated. In this section we argue that the characteristics of
the autonomous person play a similar role for requirements that govern
competence to consent.

In legal and policy contexts, reference to competent persons is, of
course, more common than reference to autonomous persons. In these
contexts competence functions as a gatekeeping concept for informed

any conventional respect a sense1 problem. In sense1, if a patient's con-
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consent in sense2. That is, competence judgments function to distinguish
persons from whom consent should be solicited from those from whom
consent need not or should not be solicited. Although the reference is
generally to competent persons, judgments regarding from whom con-
sent rightly should be solicited are necessarily normative judgments
whose underlying moral rationale is rooted in the concept of autonomous
persons. This rationale is as follows: If a person is autonomous and situ-
ated in a context in which consent is appropriate, it is a prima facie moral
principle (derived from the basic principle of respect for autonomy) that
informed consent should be sought from the person. By contrast, if a per-
son is nonautonomous and situated in a context in which consent is
required, it is a prima facie moral principle (not derived from the prin-
ciple of respect for autonomy, but rather from beneficence) that some
mechanism for the authorization of procedures or decisions other than
obtaining the person's consent should be instituted.

Thus, gatekeeping by allowing autonomous persons—competent per-
sons—to give informed consent and not allowing nonautonomous per-
sons—incompetent persons—to give informed consent is accomplished
by an appeal to the moral principle that autonomous persons are right-
fully the decisionmakers. Gatekeeping of this description is not the only
framework for determining who is competent and who incompetent, and
therefore who should and should not be solicited to give an informed
consent. But classically this perspective has been a deeply embedded
model governing what we earlier in this chapter called the "element" of
competence, as that element appears in treatments of informed consent
in policy and legal contexts.

We shall expand on the relationship between autonomous persons and
competence as we proceed, but we need first to examine the general
concept of competence and its specific application to contexts of
informed consent.

The Nature and Degrees of Competence

The special commitments of medicine, law, psychiatry, philosophy, psy-
chology, and other professions have led to competing perspectives on
competence that are in many instances incompatible. Some have claimed
that there is not and likely never will be a consensus definition of com-
petence.26 This view is short-sighted: A core meaning of the word "com-
petence" ranges over all the many contexts in which it is applied. That
meaning is the ability to perform a task.27 By contrast to this invariable
meaning of "competence," the criteria of particular competences do
vary across contexts because the criteria are necessarily relative to spe-
cific tasks. The set of criteria for someone's being a competent magician
is necessarily different from the set of criteria for someone's being a com-
petent baker or a competent animal trainer.

288
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Judgments of incompetence are therefore impossible to understand
unless a task is assumed or specified. If X says, "Y is incompetent," an
appropriate query is, "Y is incompetent to do what?" To manage legal
affairs? To recognize a friend? To remember facts? To decide whether
to undergo a medical procedure? The description of persons as generally
incompetent is not an exception and should not avoid reference to par-
ticular tasks; rather, this category assumes numerous particular tasks that
the generally incompetent person is unable to perform. These tasks are
those encompassing the ordinary affairs of life, such as making purchases,
authorizing another to act on one's behalf, protecting one's property,
and the like. Confusion pervades much of the literature on competence
because authors glide uncritically between criteria of general compe-
tence and criteria of such specific task-oriented competences as the com-
petence to decide while in agonizing pain whether to undergo a specific
medical procedure that carries a risk of a particular type and degree.

The concept of "specific incompetence" has been invoked in law and
policy to reduce the risk that vague generalizations about vague criteria
of competence will function to exclude persons who are in fact compe-
tent from undertaking the relevant tasks, including giving an informed
consent or refusal. It has begun to be appreciated that a person can be
incompetent to perform some tasks, while competent at the same time
to perform other tasks. For example, some patients are capable of under-
standing simple low-risk procedures but not technologically complicated
high-risk procedures. A person can also lack the relevant abilities and so
be incompetent to do something at one point in time, and yet be com-
petent to perform the same task at another point in time. A manic-
depressive correctly judged incompetent to consent to or refuse treat-
ment during an acute manic phase might nonetheless be competent at
other times. These are clear indications of how a term like "competent
to consent" can, without the requisite specificity, seriously mislead.28

Competence is further complicated because it is a continuum concept.
Persons may be judged more or less competent to the extent they possess
a certain level of ability or number of abilities. For example, an experi-
enced surgeon is likely to be more competent to consent to surgery than
a frightened young soldier. We can often say not only that a person X is
competent to consent, but also that X is more or less competent to con-
sent than Y—or even that X is more or less competent to consent to
intervention I than X is competent in other areas, or that X is probably
more competent to consent to I now than he or she will be at some later
time.

Like the continua developed in Chapter 7 to explicate autonomous
action, the continuum of competence ranges without discernible breaks
from full competence through various levels of partial competence to full
incompetence. For practical and policy reasons cut-offs must be sta-
tioned on this continuum in order to establish that any person at or below
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the threshold point lacks a sufficient measure of abilities, and so is to be
treated as incompetent,29 and that everyone on the "competence side"
is to be treated as competent. All gatekeeping requirements for informed
consent (sense2) function by establishing or presuming thresholds. While
it is obviously untrue that all competent individuals are equally compe-
tent or all incompetent persons equally incompetent, the function of
competence determinations is to sort persons into these two basic
classes, and thus to treat persons as either competent or incompetent.

Naturally, it is often a difficult evaluative matter how and where the
cut-off distinguishing competence from incompetence should be situ-
ated. We shall now explore the various ways in which such judgments
are normative.

Normative Functions of the Concept of Competence

If the label "incompetent" is placed on a patient or subject, a train of
coercive events is potentially set in motion. The label "competence"
commonly functions to denote persons whose consents, refusals, and
statements of preference will be accepted as binding, while "incompe-
tence" denotes those who are to be placed under the guidance and con-
trol of another. The competent person must be dealt with as his or her
own person; that person's will, and not the will of another, must prevail
as the source of authorization or refusal. If such a competent person can-
not make an informed choice merely because of eliminable ignorance,
the information required to remove ignorance must be supplied; simi-
larly, if the competent person is in danger of control by the exertion of
family pressures, then steps should be taken to ease the family pressures.
But in the case of the incompetent person, matters are starkly different
because information will be provided to a third party authorized to
decide on the incompetent's behalf, and the decision will be reached by
that party.

Where the cut-off line should be situated on the continuum of ability
that divides competence from incompetence is a normative question
with several levels. Establishing the requisite abilities is a first level of
evaluation; then thresholds for each of those abilities must be fixed. Still
a third normative dimension is present if a test of competence is used to
determine who passes and who fails. Thus, selection of each of the fol-
lowing three distinguishable components always involves normative
judgments:

1. the relevant abilities,
2. a threshold level of the abilities in (1), and
3. an empirical test for (2).

Empirical judgments that a person is competent or incompetent cannot
be made without such evaluations as their presupposition. That is, it is
an empirical question whether someone has the requisite level of abili-
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ties, but this question can only be asked and answered if the evaluative
dimensions (#1 and #2, at least) have already been fixed and can be pre-
supposed in the empirical search.

The selection of abilities, thresholds, and tests will depend on moral
and policy questions closely related to the concerns that shape the selec-
tion of requirements for informed consent in sense2. Central issues
include the number of moral principles to be balanced and the weight to
be given to each principle in different circumstances. In determinations
of the competence of patients and subjects, the evaluative tradeoff is
usually between two principles—the principle of respect for autonomy,
on the one hand, and that of beneficence on the other.

Those who give priority in such evaluations to the medical welfare of
patients (under what we have called the beneficence model) over respect
for their autonomy will argue for a conservative or stringent set of abil-
ities, thresholds, and tests of competence to consent. By contrast, those
committed to the priority of the principle of respect for autonomy (the
autonomy model) over that of health and safety will likely argue for a
more liberal or less stringent set of standards of competence that will
result in more patients and subjects being classified as agents whose
authorizations and refusals ought to be honored. Conflicts based on these
competing moral commitments should come as no surprise. They are
simply one further instance of the clash that can occur between the
moral principles of autonomy and beneficence that we have had occasion
to point to in virtually every previous chapter.

A wide variety of standards of competence to consent has been sug-
gested in the literature. These tests are strikingly diverse, and some are
far more difficult for patients and subjects to qualify under than others.
The more demanding tests require a higher level of skill at a defined task
(a threshold problem), or an increased number of tasks and skills (a req-
uisite-abilities problem). Some tests require only the simple ability to
evidence a preference. Others require abilities to understand informa-
tion and to appreciate one's situation. Still others make it extremely dif-
ficult for many people to qualify as competent to give a consent. For
example, a person may be required to (1) show an accurate understand-
ing of a procedure, (2) weigh its risks and benefits, and (3) make a pru-
dent decision in the light of such knowledge.30

Psychological Competence, Legitimate Authority,
and Autonomous Persons
Standards of competence to consent tend to focus on psychological skills
or capacities, and competence to consent is often placed under the
generic category of "psychological competence." Theories of autono-
mous persons are often expressed in terms of such psychological traits
and abilities, namely, the cognitive skills and character traits that define
the autonomous person. However, psychological theories and the model
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of the autonomous person will only take us so far in an analysis of com-
petence to consent. Even if agreement existed as to precisely which psy-
chological properties define the autonomous person, the question of who
is competent to give an informed consent would still not be entirely
resolved. Social criteria of qualification in addition to purely psycholog-
ical criteria are almost invariably involved. Some persons who satisfy
threshold psychological conditions of competence to consent will not be
considered by society as able to give valid authorizations, either in gen-
eral or for a specific intervention or action. Usually this restriction is
believed justified because these individuals belong to a class of persons
not permitted by law, policy, or social convention to assume responsi-
bility for the consequences of their decisions (even if some class mem-
bers may possess sufficient psychological abilities).

It would be misleading, of course, to plunge a sharp wedge between
the "psychological" and the "social" criteria defining competence to
consent. Social criteria assigning responsibility for one's actions are often
merely easy and convenient markers for more complex attributes of
character. For example, age has conventionally been used as a rough
operational measure of maturity, with established thresholds floating
from ages 21 to 18 to 16, and sometimes even lower for specific pur-
poses. Here the broadly applicable social criterion of age has replaced a
related but more complex set of psychosocial criteria such as maturity,
experience, and good judgment. A modern trend of requiring individual
assessment of the competence of minors for specific purposes, including
consent to some types of health services, is but one of many indicators
that support this interpretation.31

The requisite social criteria of competence to consent may vary con-
siderably from one community or culture to another. In some tribal soci-
eties only village chiefs are believed competent to consent, and in some
traditional Eastern societies mentally healthy adults in their twenties and
thirties may not be viewed as competent to consent to such events as
marriage. Matters are not rigidly fixed in our own society. Willard Gaylin
has argued that judgments of a child's competence to consent are and
should be affected by what is at stake for the child. If the risks stemming
from a medical intervention are low, whereas the potential gain in health
is high, we will and should be less sanguine, he argues, about treating a
child's refusal as competent and therefore honoring it. But should the
child elect the intervention, we are likely to be, and should be, more
generous. In Gaylin's view, this is not an ad hoc maneuver or a sham
because competence judgments are connected by their very nature to
judgments about experience, maturity, responsibility, and welfare.32 The
President's Commission proposed a similar sliding risk-benefit scale, to
be applied to adults as well as to children: As an intervention increases
the risks or the benefits for persons, the level of ability required for a
judgment of competence to choose or refuse the intervention should be
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increased; and as the consequences for wellbeing become less substan-
tial, the level of capacity required for competence should be
decreased.33

Proposals like that of the President's Commission make it clear that
the model of the autonomous person is not the only force at work when
standards of competence to give an informed consent in sense2 are in
question. The welfare of patients and subjects, broad social interests in
ensuring good outcomes, and cultural views about responsibility and
authority all figure as countervailing forces. But if the role of these forces
in forming competence standards for informed consent is challenged, the
reference point for criticism and reconstruction is most plausibly the
model of the autonomous person. Perhaps nowhere is this conflict more
obvious than in the continuing debate about the competence of children
to consent to treatment, but here the major underlying problems are
usually not about the validity of the standard of the autonomous person
but rather about its applicability.

Conclusion

Building on the historical and conceptual foundations in Chapters 1
through 7, we have now provided an answer to the question, "What is
an informed consent?" Central to an adequate answer is the distinction
we have drawn between two concepts, or two senses, of informed con-
sent. Informed consent in sense! is defined in terms of the conditions of
a particular kind of autonomous action: an autonomous authorization.
Whether an attempted authorization actually authorizes is determined
by whether the act is an autonomous authorization. By contrast, an
informed consent in sense2 is defined in terms of effective authorization,
where the nature and acceptability of authorizations are established by
operative informed consent rules in a particular policy system. These
rules or requirements of informed consent in sense2 are developed in
institutional contexts in which "gatekeeper" requirements, such as com-
petence standards, are essential.

In examining the similarities and differences between the two senses
of "informed consent," we have maintained that in neither sense is the
concept merely an abstract ideal disconnected from the real world of
informed consent practices. One of the purposes of analyzing sense1 is
to assist those who wish to obtain substantially autonomous consents
even if there is no obligation to do so under existing sense2 rules. We
have noted that the conditions of informed consent in sense! can function
as model standards for fashioning the institutional and policy require-
ments of sense2. We have also argued that inevitable deviations from
sense1 conditions in the establishing of sense2 rules may be morally
acceptable, depending on the realities of consent-seeking in sense2 set-
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tings. However, because the primary moral justification of the obligation
to obtain informed consent is the principle of respect for autonomy,
whether a particular set of requirements for informed consent in sense2
is morally acceptable or morally preferable must depend in large mea-
sure on the extent to which it serves to maximize the likelihood that the
conditions of informed consent in sense1 will be satisfied.

In the remaining two chapters we attempt to make the standards of
informed consent in sense1 more workable and more accessible to policy
makers and professionals than our analysis has thus far made possible.
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