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ABSTRACT: Informed consent has been implemented through a set of rules, at both na-
tional and international level, which protect individual autonomy as much as possible
from paternalism, abuse, inducement, mistreatment, and deception. However, in-
formed consent must not be merely understood as the outcome of a procedure for
the transfer of information, however precise and detailed it may be. The article ad-
vocates its being rethought within a relational perspective, according to which not
only the quantity or the quality of the information provided is at stake, but also the
relational context within which this information is developed. The precondition for
free and informed consent, besides the information received, is the relationship of
trust between the parties involved, and the consistency between their modes of in-
teraction and the need to maintain mutual trust. In that sense, the information is ad-
equate and relevant not in itself, but as a function of the kind of relationship be-
tween the parties.

KEYWORDS: Autonomy; relationship of trust; informed consent; communication; deci-
sion-making process

SUMMARY: 1. Introduction — 2. Informed consent and autonomy: the relational dimension — 3. Relational auton-
omy and trust — 4. Informed consent and trust — 5. Rethinking informed consent: some remarks — 6. Conclu-
sion.

1. Introduction

n the literature, significant consideration has been devoted to the relationship between au-
tonomy and trust, and even more to the problem of the relationship between autonomy and
informed consent'. However, less consideration has been given to the problem of the relation-
ship between informed consent and trust, and above all to the question of how to model informed
consent procedures so that the expression of consent is not a procedural alternative to fiduciary rela-
tionships. Rather than being a sort of inevitable surrogate of these relationships, informed consent
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procedures should be the regulatory context within which the subject's autonomy is guaranteed, and
the outcome of a relationship that fosters both interpersonal trust (between patient and physician)
and systemic trust (towards institutions and health authorities).

For this purpose, it is necessary to rethink both the methods and the content of informed consent
procedures, so as to tailor them to the person who is asked to express consent, also considering the
specific situation in which such information is to be given. In other words, we need to go beyond the
model in which some information is abstractly relevant, and a certain (pre-determined) amount of in-
formation is necessary, in order to adopt a perspective in which both the information and the way of
giving or explaining it differ from person to person, according to their specific vulnerabilities and
needs.

However, although desirable it may be to tailor the procedures of informed consent to the needs of
the individuals involved, this objective clashes with a number of difficulties of various kinds. Among
them, there is a theoretical difficulty (unrelated to practical, economic or individual factors) deriving
from the fact that, for understandable reasons, it is inevitable that informed consent is incorporated
(and therefore made evident) in documents with legal value: therefore, in necessarily formal, stand-
ardized, and pre- determined documents.

The asymmetry of power and knowledge between the provider (researcher or doctor) and the sub-
ject (patient or research participant) requires that both parties involved in the procedure be guaran-
teed, first of all, from a legal point of view. Renouncing to such guarantees, and simply relying on the
trust relationship between patient and doctor, is unrealistic. Notwithstanding this, it is possible to
ensure that informed consent is not simply an agreement between the parties for the guarantee of
mutual rights, but it is able to implement, and display, the relationship of trust between them.

My concern, and the purpose of this paper, is to argue that informed consent procedures should take
the relational character of autonomy into consideration, as well as the link between informed con-
sent, autonomy and trust. In so doing, one might protect the exercise of personal autonomy, rather
than its mere possibility, therefore fostering trust between the subjects involved, as well as in the
whole health care system. For this purpose, it is necessary to take into consideration the asymmetry
of power and information among the subjects involved, and make it the basis of an asymmetrical dis-
tribution of burdens: information providers must give evidence that they have taken due account of
the specific vulnerabilities and needs of the person expressing consent, through appropriate choices
of communication methods and contents.

In order to discuss these aspects, | will briefly highlight the relationship between informed consent
and autonomy, with specific regard to the relational dimension of autonomy; then, | will focus on the
interplay between autonomy, trust, and consent; finally, | will discuss how the procedures for in-
formed consent should be adapted, so as to be more suited to managing the relational dimension of
personal autonomy and fostering trust, at both an interpersonal and intra-personal level.

2. Informed consent and autonomy: the relational dimension

It has been argued, with compelling reasons, that the pivotal role of informed consent is linked to the
overcoming of the paternalistic model of the medical encounter, which for centuries had been un-
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derstood as necessarily asymmetric®. Therefore, informed consent may be understood as having two
different meanings, both linked to the concept of autonomy?; in a first sense, informed consent is the
act whereby an individual with substantial understanding, and in the absence of control by others, in-
tentionally authorizes a medical intervention or participation in research. In a second sense, it is a
form of legal authorization, that is, an authorization determined by prevailing social rules, like in the
cases of minors or other people not able to give their consent®. In both cases, informed consent ex-
presses authorization: in the first case, it is determined by an autonomous chooser, who acts inten-
tionally, with understanding, and without any controlling influence on his/her own behalf; in the sec-
ond case, the person’s wishes are expressed by others, according to social and legal provisions, due
to the person’s lack of understanding and consequent incapacity to give consent.

Over recent years, such a connection between informed consent and autonomy has been the subject
of an enormous amount of criticism, aimed at stressing its inability to balance individual and public
interests, and its inefficacy in the cases of patients with impaired capacity, psychiatric patients and in
end-of-life situations; moreover, its ambiguity has been stressed along with its tendency to conceive
the body as property, as well as the shortcomings of such an understanding in specific sectors, such
as genetics and the managing of genetic data®.

In addition, the focus on personal autonomy has been deemed to be misleading, since it does not
take the social, economic and personal factors of vulnerability seriously into consideration. In these
cases, and in similar ones, the exclusive reference to the principle of autonomy may be counterpro-
ductive, as it entails the risk of increasing people’s vulnerability rather than reducing it. For this rea-
son, a different understanding of autonomy is necessary, one which does not stem from a hyper-
individualistic conception.

Such a different model of subjective autonomy is more consistent with the intersubjective dimension
of human life. The notion of autonomy is understood not as a subjective predicate (a quality of indi-
viduals, due to which we may say that Paul is autonomous and Peter is not), but as an ontological
feature whose exercise is facilitated or inhibited by many factors: among these factors, the interper-
sonal networks available for any person are of paramount importance. In this sense, any person is
autonomous, even if some do need the support of others to exercise their autonomy, or a stronger
support than others®.

2 See Ibidem. See also P. BORSELLINO, Informed Consent. Some Philosophical-Legal Concerns, in Salute e Societd,
X1(3), 2012, p. 22.

3 See T.L. BEAUCHAMP, Autonomy and Consent, cit., p. 57.

4 See Ivi, cit., p. 59. R.R. FADEN, T.L. BEAUCHAMP, A history and theory of informed consent, Oxford, 1986.

5 See R.M. VEATCH, Autonomy's temporary triumph, in Hastings Center Report, 14 (15), 1984. P. BENSON, Auton-
omy and Oppressive Socialization, in Social Theory and Practice, 17, 1991, pp. 19-35. O. O’NEILL, Autonomy and
Trust in Bioethics, Cambridge, 2002. J. ANDERSON, J. CHRISTMAN. (eds.), Autonomy and the Challenges of Liberal-
ism. New Essays, Cambridge, 2005.

6 See M. FRIEDMAN, Autonomy and the Split-Level Self, in Southern Journal of Philosophy, 24, 1986, pp. 19-35. M.
FRIEDMAN, Autonomy in Social Context, in C. PEDEN, J.P. STERBA (eds.), Freedom, Equality, and Social Change,
Lewiston, NY, 1989, pp. 158-69. D.T. MEeYERs, Self, Society and Personal Choice, New York, 1989. C. MACKENZIE, N.
STOUAR, Autonomy Refigured, in C. MACKENZIE, N. STOUAR (eds.), Relational Autonomy: Feminists Perspectives on
Autonomy, Agency, and the Social Self. New York, 2000. J. ANDERSON, Autonomy and the Authority of Personal
Commitments: From Internal Coherence to Social Normativity, in Philosophical Explorations: An International
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For these reasons, autonomy largely depends on the resources available for the individual, as well as
on institutional facilities and legal instruments that make it possible to exercise it. Among these facili-
ties and instruments, social rights are of primary importance, because they provide the subject with
goods and resources, which make autonomy possible: education, healthcare assistance, welfare, the
possibility to participate in the cultural and religious life of one’s own community, etc.”. Moreover,
autonomy requires that the subject is inserted in a relational context suitable for the exercise of
freedom, which is characterized by positive relations of recognition: “autonomy is a capacity that ex-
ists only in the context of social relations that support it, and only in conjunction with the internal
sense of being autonomous”®. In other words, autonomous choices, that is choices that can be rec-
ognized by the subject as their own and corresponding to their goals®, depend on a series of support
conditions, which are at the same time normative, institutional, and social (or more generically rela-
tional). Such a relational theory of autonomy is based “on recognition of the ways in which, as
agents, our practical identities and value commitments are constituted in and by our interpersonal
relationships and social environment”*°.

Due to this complex interplay between personal capacities, institutional context, and relational re-
sources, autonomy shall be understood as a concept of degree: the social conditions that support au-
tonomy, are at the same time the factors that determine its strengthening or weakening. Personal
autonomy depends on a series of attitudes towards oneself and the world — self-esteem, self-respect,
and self-confidence — which are, in turn, dependent on relationships of recognition, in both a positive
and negative sense. In other words, the relationship that each person has with him/herself is the re-
sult of a complex set of social interactions: the normative systems (that recognize the dignity of the
person) interact with networks of affective relationships (that shape self-confidence), and with net-
works of social relationships (that evaluate individual choices and goals)!!. If this process is positive,
subjective autonomy is strengthened and sustained; if the recognition process is negative (because
the subject is placed in a context in which his/her choices are despised and devalued, his/her dignity
unprotected or misunderstood, or the bonds are a vehicle of humiliation and degradation), subjec-
tive autonomy will be severely limited, or otherwise greatly compromised*2.

Journal for the Philosophy of Mind and Action, 6, 2003, pp. 90-108. M. G. BERNARDINI, Disabilita, giustizia, diritto.
Itinerari tra filosofia del diritto e disability studies, Torino, 2016.

7 See R. YOUNG, Autonomy: Beyond Negative and Positive Liberty, New York, 1986. J. Raz, The Morality of Free-
dom, Oxford, 1986. M. OSHANA, Personal Autonomy and Society, in The Journal of Social Philosophy, 29, 1998,
pp. 81-102. A. SEN, Development as Freedom, New York, 1999.

8 ). NEDELSKY, Reconceiving Autonomy: Sources, Thoughts and Possibilities, in Yale Journal of Law & Feminism, 1
(1), 1989, p. 25.

9 See J. ANDERSON, Disputing Autonomy. Second-Order Desires and the Dynamics of Ascribing Autonomy, in Sats -
Nordic Journal of Philosophy, 9 (1), 2008, pp. 7-26.

10 C. MACKENZIE, Relational autonomy, normative authority and perfectionism, in The Journal of Social Philoso-
phy, 39, 2008, p. 519.

11 See A. HONNETH, Kampf um Anerkennung. Zur moralishen Grammatik sozialer Konflikte, Surkamp (tr. by J. An-
derson, The struggle for recognition: The moral grammar of social conflicts, Cambridge), 1996, p. 173. J. ANDER-
SON, A. HONNETH, Autonomy, Vulnerability, Recognition, and Justice, in J. ANDERSON, J. CHRISTMAN (eds.) Autonomy
and the Challenges of Liberalism. New Essays, Cambridge, 2005, p. 131.

12 See lvi, cit., 137.
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The relational account of autonomy does not exclude the value of the single individual. On one hand,
it is important to protect individual freedom to determine a person’s own goals, values, and desires,
without being conditioned by the will of other subjects with greater power, more information, or
more resources. On the other hand, the relational context, which is supportive toward the subject’s
choices, and in which these choices are recognised and appreciated, must be taken into considera-
tion. For a subject to make autonomous choices, in short, preventing an external will from overcom-
ing that of the individual is not enough: a supportive context is also necessary. Relationships that bol-
ster self-confidence, self-esteem, and respect are in this perspective just as important as the legal
recognition of individual autonomy?*?,

3. Relational autonomy and trust

The above-mentioned relevance of the “supportive context” makes the dialectic evident between
personal autonomy and trust. Any person may be autonomous (and make autonomous choices) not
merely thanks to her inner capacities and resources, but also with regard to certain kinds of relation-
ships, which support both self-trust and trust in other people. If autonomy is not an ideal of inde-
pendence, referred to people with no ties to others!*, social relationships and trust are causally nec-
essary for it.

A significant amount of literature has been devoted to the analysis of such an interplay. The basic
idea is that conditions necessary for the exercise of personal autonomy (e.g. adequate options, in-
formation relevant for the decision) depend on the help of others that are trustworthy'®. In other
words, if autonomy is relational, a certain extent of trust in others is essential. What is at stake is,
therefore, when and on what conditions trust is justified. More precisely, for trust to be plausible,
the parties (both the trustor and the trustee) must have and display attitudes toward one another
that permit trust, and they must be trustworthy'®. By trusting, we acknowledge the fact that we are
vulnerable (at least to betrayal), and we express a kind of optimistic aptitude towards others, par-
ticularly with regard to their competence in a certain domain. The central existential question we ask
when we trust is, therefore, whether it is reasonable for us to trust, given the information we have
and the way things appear to us.

If we move towards a typical medical setting, we can translate this question by asking whether, and
on what conditions, the patient may trust the health care provider, and may place his/her trust in the
complex of health care institutions, including hospital administrators, and the legal and judicial sys-
tem. In this perspective, to trust in health care providers does not mean waiving the autonomous
agency: when we trust we do not waive our goals, our needs, and our values. As Karen Jones writes,

13 See C. MACKENZIE, W. ROGERS, Autonomy, vulnerability and capacity: a philosophical appraisal of the Mental
Capacity Act, in International Journal of Law in Context, 9 (1), 2013, pp. 42-44.

14 See V. HELD, Feminist transformations of moral theory, in Philosophy and Phenomenological Research, 50,
1990, pp. 321-44.

15 See M. OsHANA, Trust and Autonomous Agency, in Res Philosophica, 91 (3), 2014, pp. 431-447.

16 See C. McLEoD, Trust, in E. N. ZALTA (ed.), The Stanford Encyclopedia of Philosophy, 2015,
https://plato.stanford.edu/archives/fall2015/entries/trust/ (last visited 03/08/2015).
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we “hope that what the physician takes to constitute acting with integrity and takes to constitute the
interests of her patients will be, at least in part, shaped by the expectations of those patients”’.

As Joffe and Truog explain, in some medical decisions (those about ends, as well as those about
means that necessarily entail choices among ends), physicians function as adviser-fiduciaries to their
patients. In other cases, (when considering decisions about means to settled ends) physicians func-
tion as agent fiduciaries to their patients'®. Of course, we are not always guaranteed that a physician
will “allow the expectations of her patients to shape her understanding of what, here and now, good
medical practice consists in”'% for that reason, any autonomous choice of the patient is also in a bal-
ance with the trust she must place in the health care and the legal system.

In other words, the fact that personal autonomy is relational (that is, shaped by and exercised in so-
cial and relational contexts) means that when we affirm that a person is acting autonomously, we are
recognising in her decisions a certain extent of self-governance, of self-authorization, and of self-
determination?’, within the interactive dynamic between the people involved. On one hand, these
three axes of autonomy are possible because (and to the extent that) the person is participating in
social relations that afford her this authority?’. On the other hand, the person who acts autonomous-
ly also: a) expects a benign behaviour from others (doctors, nurses, health care providers, family
members, etc.); b) attributes a general integrity on the part of these subjects; c) accepts a certain ex-
tent of dependence on these people, as well as the risk and vulnerability connected to this?’. The
person may act autonomously also because her autonomous agency is promoted and reinforced by
trust in the other subjects involved, as well as in the complex of relevant institutions and social struc-
tures. The deliberative process within which autonomy takes shape is a collaborative partnership: in
a medical setting, patients give expression to their expectations and wishes about the care, taking
the information received into consideration, and trusting that others will accord to their will a rea-
sonable and respectful consideration®®.

At the same time, to be able to do such an intense epistemic work (is it reasonable for me to trust? Is
trust well-grounded? It is justified? How do | evaluate the information | have?) people need, first and
foremost, to trust themselves to do it. Analogously, to choose and act according to their values and
desires, people need some degree of self-trust: people need to understand themselves as beings
whose will and desires will be taken reasonably into account (namely, not underestimated or misrec-
ognised).

Being able to make autonomous choices is a socially constructed attitude, as well as the ability to
trust others. In both cases, people need self-trust: they need to be able to understand themselves as
trustworthy, people whose decisions, values, and wishes are worthy of consideration. People act au-

7K. JoNEs, “Trust as an Affective Attitude” in Ethics, 107 (1), 1996, p. 10.

18 See S. Jorrg, D. TRUOG, Consent to Medical Care: The Importance of Fiduciary Context, in F.G. Miller, A.
Wertheimer (eds.), The Ethics of Consent: Theory and Practice, Oxford, 2010, pp. 353-355.

19 K. JONES, “Trust as an Affective Attitude”, cit., p. 10.

20 See C. MACKENZIE, Three Dimensions of Autonomy: A Relational Analysis, in M. PIPER, A. VELTMAN (eds.), Auton-
omy, Oppression and Gender, New York, 2014.

21 See M. OSHANA, Trust and Autonomous Agency, in Res Philosophica, 91 (3), 2014, p. 435.

22 See T. GOVIER, Self-Trust, Autonomy, and Self-Esteem, in Hypatia, 8 (1), 1993, pp. 99-120.

23 See M. OSHANA, Trust and Autonomous Agency, cit., p. 440.
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tonomously only when they trust in their own ability to be worthy of consideration by others. Peo-
ple’s self-conception as marginal, vulnerable, unworthy of consideration, crazy, undermines their
sense of self-worth and, hence, their capacity for autonomy. Even if they may be able to reflect and
critically understand information, their capacity to form preferences and make decisions are consid-
erably impaired: as Taylor rightly writes, we “define our identity always in dialogue with, sometimes
in struggle against, the things our significant others want to see in us”?*. People’s sense of self-worth
stems from social and interpersonal networks: self-trust depends, first and foremost, on relation-
ships of recognition, in both a positive and negative sense. Starting from this attitude towards them-
selves, people build and shape their attitude toward the world: this is the reason why their capacity
for autonomous choices, which is their way of interacting with the world, depends on self-trust, self-
respect, and self-confidence.

4. Informed consent and trust

The informed consent is the legal instrument that reminds us of the primacy of human autonomy?>: it
allows the individual to make a decision (either to accept or decline healthcare services) freely, with-
out any form of coercion or constraint. More precisely, it is a process (i.e. not a single event), which
allows the patient to make an informed and autonomous choice between the healthcare options
available, including the option of refusing the service. However, it has not only been criticised for its
tacit individualistic conception of personal autonomy — which | mentioned in the first chapter — but
also for being at odds with the strengthening of trust within the medical encounter?®. Or, at least, for
being alternative to it?’.

| will briefly discuss to what extent informed consent procedures seem to be alternative to the trust
between patient and health care provider; then, | will discuss why such a tension between informed
consent and trust is unavoidable, and even necessary. Finally, in a subsequent chapter, | will discuss
how to rethink informed consent procedures, in order to make them consistent with the need of in-
terpersonal trust.

In a rightly famous book Neil Manson and Onora O’Neill argue that the current model of informed
consent is grounded in a notion of information that is quite abstract and scarcely justified. They high-
light that informed consent procedures are a kind of abstract transfer of information between doc-
tors and patients, along standardised lines of conduit. In this perspective, to say that relevant and
adequate information shall be provided to the patient (as any legal instrument actually does) is to as-
sume that information can be classified, and that such a classification is somewhat objective, being
for instance dependent on clinical factors or therapeutic protocols?®.

24 C. TAYLOR, The Politics of Recognition, in C. TAYLOR, A. GUTMANN (eds.), Multiculturalism: examining the politics
of recognition, Princeton, 1994, p. 33.

25 See M.D. KIRBY, Informed consent: what does it mean?, in Journal of medical ethics, 9 (2), 1983, pp. 69-75.

26 See N.C. MANSON, O. O’NEILL, Rethinking Informed Consent in Bioethics, Cambridge, 2007.

27 See F. MACIOCE, Between autonomy and vulnerability: rethinking informed consent in a relational perspective,
2019 (Forthcoming in Notizie di Politeia).

28 See N.C. MANSON, O. O’NEILL, Rethinking Informed Consent in Bioethics, cit., p. 28.
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Additionally, written consent forms containing information that are given to the person, where signa-
ture testifies the terms and the limits of the consent, tend to be mere documents detached from the
specific features of the interaction between the subject involved. On the contrary, they argue, both
informed consent processes, and their ethical value, cannot be properly reduced to legal agree-
ments. Informed consent procedures have to be understood as discursive practices, which take place
in webs of social norms and interpersonal transactions: “This rich normative context (...) is occluded
or downplayed when we think of communication merely as the transmission or flow of information
from person to person”?°.

Human relationships are the framework of autonomous acts and decisions: within these webs of in-
teraction, people express their wishes, make decisions, try to realize their desires and answer to their
needs. Thus, the simple fact of exchanging information, which is the premise for these actions, can-
not be understood as if it were independent from the action by which the communication is
achieved, and from every feature of such a communication. Intentions, behaviours, gestures, and any
other act that shape interpersonal communication, are an intrinsic part of the communication itself,
rather than being detached (or detachable) from it.

If information is not a pre-existing object of the relationship, we should therefore think of infor-
mation as something that is produced within a specific relationship, due to the characteristics and
purposes of the interaction. For this reason, information is deemed adequate or relevant with regard
to what the people involved (in the interaction) do, think, expect, deem as important, as well as to
the broader context within which the dialogue takes place. This also means that communication (be-
tween doctor and patient, for instance) cannot only fail because of the quantity or the quality of the
information provided; it can also fail because of the way this information is elaborated within the
context of the discourse, because of the interaction between the parties®. Consequently, regardless
of the quantity, adequacy, and relevance of the information, the outcome of the communication de-
pends on the relationship and the dialogue between the people involved (doctors, care team, sup-
port providers, family members, etc.); this relationship, along with the information received, may in-
deed bolster interpersonal trust, and guarantee individual autonomy against paternalism and op-
pression®t,

| am sympathetic to the arguments of Manson and O’Neill, and | am convinced that the precondition
of free and informed consent, besides the information received, is the relationship of trust between
the parties involved. Moreover, the consistency between their modes of interaction and the necessi-
ty to keep mutual trust between them must be guaranteed. In this sense, the information is ade-
guate and relevant as a function of the kind of relationship between the parties.

However, as Kukla® rightly observed, the focus on ethical aspects of discursive interaction, as well as
on the trust between the parties, may be misleading. It may lead to overlooking the fact that the
process of obtaining informed consent occurs in settings that are shaped by the asymmetrical rela-

2 |vi, cit., p. 42.

30 See B. FRANZ, J.W. MURPHY, Reconsidering the role of language in medicine, in Philosophy, Ethics, and Humani-
ties in Medicine, 13 (5), 2018, pp. 1-7.

31 See E. WEIL, Logique de la Philosophie, Paris, 1996, p. 24.

32 See R. KukLa, Communicating consent, in Hastings Centre Report, May-June 2009, pp. 45-48.
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tions of authority and power, even when both parties are well intentioned. Once we consider the
context where medical encounters take place, we must notice that such a context is unavoidably
asymmetrical: “The institutional and material setting of the clinic affords special social and cognitive
authority to the doctor. In the context of the clinic, even a patient who has plenty of authority in
other social arenas is inherently at the doctor’s mercy in various ways” %,

This is the reason why, as Kukla explains, we talk about patient’s consent, rather than doctor-
patient’s agreements, or directives, etc. The term we use displays such a power asymmetry, and the
fact that the patient generally accepts one among the different options given by the doctor, or (more
frequently) acquiesces to the plan proposed by others. But — more importantly — this is the reason
why we need a document with legal force, however formal and rigid it may be. To be more precise,
the emphasis we place in the legal force of informed consent, and consequently on the content of
the written and signed documents that encapsulate consent, is inherent to the discourse interaction,
rather than being separable from it. It is not something that blurs the ethical value of the discourse,
or that is alternative and separable from it: rather, it is the necessary framework of such discursive
interactions. The fact of signing a document with binding force (however bureaucratic it may appear)
does change what both the subjects involved are willing to say, to hear, and to understand: the pro-
tection that these documents give to them may counterbalance the potential of manipulation, disre-
spect, coercion, and misplaced trust that is inherent to such an asymmetrical interaction®. In other
words, even if signing a document is not sufficient to eliminate the asymmetries, these documents
enable the parties (and in particular the patient) to re-negotiate their role within the interaction and
manage power relations.

Therefore, on one hand, written documents (with their unavoidable traits of formality, rigidity, and
generality) do not ensure that communication has occurred rightly, fairly, and properly. Moreover,
they do not ensure that the patient has been informed in the right way, and that the consent is veri-
table, autonomous and consistent with the patient’s authentic values and desires. Trust, and trust-
worthiness, may guarantee the ethical value of consent, by ensuring that the background of under-
standings and rules about interaction (generally, not made explicit) has been adequately taken into
account. In this perspective, Manson and O’Neill are right in saying that “signatures, let alone ticks in
boxes, may have legal weight, but they lack ethical weight”®.

On the other hand, as we have discussed before, legal documents play a pivotal role in medical en-
counters, given the asymmetrical structure of these interactions. We cannot simply give these docu-
ments up, or reduce them to the legal realm, as if they had no ethical relevance and value. On the
contrary, they play a pivotal role in counterbalancing and managing power relations between the
parties. What is at stake is therefore how to rethink these (formal, legal, and generic) documents, to
make them consistent with the need for trust and trustworthiness between the parties, rather than
alternative to it.

33 i, p. 47.
34 Ibidem.
35 See N.C. MANSON, O. O’NEILL, Rethinking Informed Consent in Bioethics, cit., p. 192.
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5. Rethinking informed consent: some remarks

Consent should be rethought as the outcome of a dialogue, rather than as a provision of a certain
amount of information. The decision-making process must primarily guarantee that such information
is intelligible and correctly understood by the person; in addition, far from being ethically neutral, the
relationship should be based on specific values: it must be reliable, truthful, non-manipulative, not
misleading, free from prejudice, oriented to mutual understanding. Moreover, it must be grounded
in the recognition of the other person as the partner of a dialogue, that is, as a person whose reasons
and needs must always be taken into consideration.

To be more explicit, | argue that informed consent procedures must ensure (and give proof) of an ef-
fective dialogue between the parties, with specific consideration of three basic aspects: language,
time, and specific vulnerabilities and needs of the person. By giving relevance to these aspects, in-
formed consent procedures can bolster interpersonal trust between the parties, beyond the mere
transfer of a certain amount of information. Informed consent documents may be the outcome of a
dialogical relationship, only by allowing the parties sufficient time for communication, ensuring a
common understanding of the situation, and taking the specific needs of the patient into account.

a) Sharing a common language

First, power asymmetries arise from the use of an overcomplicated or overspecialised language by
the healthcare provider. This is the reason why main international instruments concerning informed
consent require the use of a plain, lay language, that is a language accessible to the person con-
cerned (for instance, Regulation EU No 536/2014, whereas n. 30: “the potential subject should re-
ceive information in a prior interview in a language which is easily understood by him or her”). Health
literacy, understood as the capacity of the person to obtain and understand information about health
and services, is a key factor that must be taken into consideration. It also encompasses the
knowledge of the healthcare system, of its mechanisms, its costs, and its interfaces with secondary
care and social services.

By saying that information must be given in a language accessible to the person | do not simply mean
that the words used by healthcare providers must belong to the daily language (which may certainly
be a wise option). Moreover, to say it by using Habermas’ categories, informed consent procedures
must rely on the patient’s lifeworld, rather than on the system perspective. A common knowledge
about the objective world (in medical interactions: knowledge about physical data, tests, examina-
tions, treatments, symptoms, but also life habits, workload, place of residence, etc.), about the social
world (the way people relate to others, the social norms they consider binding, values they respect,
etc.), and about the subjective world (intentions, thoughts, and wishes; what the patient perceives as
good and desirable) must be reached®. Long before the provision of the relevant information, it will
be necessary that the participants in the interaction define a common horizon for communication,
made of cognitive premises and common beliefs within which the communication takes place: oth-

36 See L. TVEIT WALSETH, E. SCHEI, Effecting change through dialogue: Habermas' theory of communicative action
as a tool in medical lifestyle interventions, in Medicine Health Care and Philosophy, 14(1), 2011, pp. 81-90.
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erwise, however relevant the information may be from an objective point of view, its subjective rele-
vance will be very limited®.

Therefore, not only a plain language must be used, but evidence must be given that participants in
the dialogue addressed each other as equals, and that their values and choices have been met with
respect. Evidence must be given that people’s point of view and their opinions have been taken into
account, explanations have been provided for what is said, and patients have been permitted to ask
and raise questions®®, no matter how relevant they might be.

b) Finding adequate time

The second factor that must be taken into account is time: trust and trustworthiness are related to
the time available for dialogue and communication. Time constraints are at odds with communica-
tive decision-making, and facilitate strategic action or systematically distorted communication®. On
the contrary, “trust is generally earned through repeated encounters (...), and it can easily be lost
through a perception, even a misinterpreted one, that the other party lacks interest, commitment or
skill”®. Therefore, adequate time must be given for the medical encounter, and for the informed
consent procedure that is an essential part of it.

Allocating adequate time may appear a sort of wishful thinking due to the time constraints resulting
from the recurrent cost-cutting policies (in Italy, but not only there); however, | argue that it could be
fostered by law. For instance, the Italian legislator seems to be aware of the need for such a re-
quirement: in a provision (which is as unnoticed as it is important) of the new regulation concerning
informed consent (art. 1 para. 8 of Italian Act No. 219/2017) it states that “the time of communica-
tion between patient and doctor is considered treatment time”.

By asking to place this process within a dialogical context, this rule imposes much more than a mere
informative burden on professionals. It calls for the specific condition of every person to be taken in-
to account, and to adapt the informative process to the needs of the patient*. In other words, the
time dedicated to communicate with the patient is the pivotal part of the process of informed con-
sent: patients’ needs and their existential situation (values, desires, fears, vulnerabilities, situations
of dependency, resources, relational bonds, and any other circumstance that might influence the de-
cision) may become known thanks to it. Moreover, the time devoted to talk to patients, to explain to
and motivate them, to listen to their needs and doubts, is as important as the time devoted to thera-
py or diagnostic workup: that is, it is not a waste of time, but a pivotal part of what doctors and
members of care teams are expected to do. The time dedicated to building and consolidating a rela-

37 See J. HABERMAS, Faktizitaet und Geltung. Beitraege zur Diskurstheorie des Rechts und des demokratischen
Rechtsstaats, Suhrkamp Verlag (tr. by W. REHG, Between Facts and Norms. Contributions to a Discourse Theory
of Law and Democracy, Cambridge Mass.), 1996, p. 14.

38 See L. TVEIT WALSETH, E. SCHEI, Effecting change through dialogue: Habermas' theory of communicative action
as a tool in medical lifestyle interventions, cit., pp. 81-90.

39 See T. GREENHALGH, N. RoBB, G. SCAMBLER, Communicative and strategic action in interpreted consultations in
primary health care: a Habermasian perspective, in Social science & medicine, 63(5), 2006, pp. 1170-1187.

0 Jvi, p. 1178.

41 See M. DI PAOLO, F. GORI, L. PAPI, E. TURILLAZZI, A review and analysis of new Italian law 219/2017:‘provisions for
informed consent and advance directives treatment’, in BMC medical ethics, 20(1), 2019, p. 17.
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tionship of trust is functional in the decision-making process, and an essential part (even from a legal
point of view) of the medical practice®.

c¢) Taking vulnerabilities and needs into consideration

The third main feature of informed consent procedures should be the consideration of the specific
needs and possible vulnerabilities of the person, in order to tailor the information to the individual.
Informed consent documents should therefore provide evidence that these vulnerabilities and needs
have been taken seriously into account, and that the information has been given in a way that is ap-
propriate for the person.

Different kinds of vulnerability may become relevant, and different needs should be taken into ac-
count. To give some examples, the age of minority, or pregnancy, or breastfeeding, are not in them-
selves conditions of vulnerability, but they may be in specific situations (e.g. a clinical trial), owing to
the specific type of risks and burdens they expose the person to. Similarly, the belonging to a group is
not in itself a sufficient reason for being a person considered vulnerable, but it may be the case due
to the particular group the person belongs to (a discriminated minority, or people deprived of their
liberty)®. In a different perspective, being subject to the authority of others, being undervalued by
society at large, being deprived of important goods and services, being under sedation, and lacking
the necessary linguistic or cultural competences, may be regarded as conditions of vulnerability**.
Some of these conditions are well known, and expressly mentioned by national and international le-
gal instruments; others are situations of vulnerability that are the outcome of contingent factors,
which for instance produce a fear of negative consequences, or other stressful conditions®. What is
at stake, however, is not to elaborate a definite list of conditions of vulnerability, but to recognise the
necessity of tailoring the information to the needs of the person, so as to counterbalance (rather
than to increase) the power asymmetries among the parties of the medical encounter.

By asking that healthcare providers provide evidence of the actions they have undertaken, in order
to address the specific vulnerabilities of the person who receives the information, | am placing an
additional burden on them. They have not only to tailor the information to the specific needs of the
person, but they also have to provide evidence of how the informed consent procedure has been tai-
lored (by describing the specific vulnerability they noticed, and the way they have adapted the in-
formed consent in order to take it into account).

42 See S. CANESTRARI, La relazione medico-paziente nel contesto della nuova legge in materia di consenso infor-
mato e di disposizioni anticipate di trattamento (commento all’art. 1), in Biolaw Journal — Rivista di Biodiritto, 1,
2018, p. 24. |. CAVICCHI, Le disavventure del consenso informato. Riflessioni a margine della legge sul consenso
informato e sulle disposizioni anticipate di trattamento, in Biolaw Journal — Rivista di Biodiritto, 1, 2018, p. 100.
43 See W. ROGERS, Vulnerability and Bioethics, in C.A. MACKENZIE, W. ROGERS, S.M. Dobpps, Vulnerability. New Es-
says in Ethics and Feminist Philosophy, New York, 2014, p. 64. J. ALDRIDGE, Working with Vulnerable Groups in
Social Research: Dilemmas by Default and Design, in Qualitative Research, 14(1), 2014, pp. 112-130.

4 See P.J. CANDILIS, Advances in Informed Consent Research, in F.G. MILLER, A. WERTHEIMER (eds.), The Ethics of
Consent: Theory and Practice, Oxford, 2010, p. 337. K. KIPNIS, Seven vulnerabilities in the paediatric research
subject, in Theoretical Medicine and Bioethics, 24(2), 2003, pp. 107-20.

4 See M. BIrRos, Capacity, Vulnerability, and Informed Consent for Research, in The Journal of Law, Medicine &
Ethics, 46, 2018, p. 75.
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Such a burden of proof is a way (consistent with the characteristics of legally binding documents) to
counterbalance the power asymmetries between the parties involved in a medical encounter. There-
fore, it is a feasible strategy to underpin trust (or, at least, to settle the conditions that make the rela-
tionship of trust possible): acknowledging the asymmetrical starting point of the relationship be-
tween patient and provider, it assumes that the perspective of the subject who is in a position of
powerlessness, or of vulnerability, deserves a privileged consideration. The interests, needs, and ar-
guments of the parties are not on a par with each other: and even if a mutual understanding must be
the expected outcome for both, providers have additional burdens, which counterbalance (as much
as possible) their different starting point and their position within the dialogue.

6. Conclusion

Informed consent procedures are the context within which the subject's autonomy is guaranteed, as
well as the outcome of a relationship that fosters interpersonal trust. Rather than being written doc-
uments with mere legal value and no ethical value, they could become a powerful instrument to fos-
ter interpersonal trust between the parties (for instance, a doctor and a patient, or a researcher and
a person enrolled in a trial).

For this purpose, informed consent procedures must be rethought, by taking the relational character
of autonomy into consideration. The idea that information can be classified and transferred as a
thing must be abandoned: information that is to be given should be tailored to the person who is re-
quired to express consent, also considering the specific situation in which such information is to be
given.

Moreover, documents certifying informed consent must also guarantee that the entire process is a
dialogue, where power asymmetries are (as far as possible) reduced. Furthermore, it must be relia-
ble, truthful, non-manipulative, not misleading, free from prejudice, and oriented to mutual under-
standing. It must also ensure (and provide evidence) that three basic aspects have been taken into
consideration: the language has to be as lay and shared as possible; the time for the dialogue has to
be adequate; attention has to be given to the specific vulnerabilities and needs of the person.

By giving relevance to these aspects, informed consent procedures can bolster interpersonal trust
between the parties, beyond the mere transfer of a certain amount of information. Informed consent
documents may become the outcome (and the proof) of a dialogical relationship, and of interper-
sonal trust between the parties.
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