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ABSTRACT
The current ethical and regulatory framework for
research is often charged with burdening investigators
and impeding socially valuable research. To address
these concerns, a growing number of research ethicists
argue that informed consent should be adapted to the
risks of research participation. This would require less
rigorous consent standards in low-risk research than in
high-risk research. However, the current discussion is
restricted to cases of research in which the risks of
research participation are outweighed by the potential
clinical benefits for the individual research participant.
Furthermore, current proposals do not address the
concern that risk-adapted informed consent may result in
enrolling participants into research without their
autonomous authorisation. In this paper, we show how
the standard view of informed consent—consent as
autonomous authorisation—can be adapted to risk even
when the research does not have a favourable risk-
benefit profile for the participant. Our argument has two
important implications: first, it implies that current and
proposed consent standards are not adequately
calibrated to risk and, second, that consent standards
also need to be adapted to factors other than risk.

INTRODUCTION
Biomedical research exposes participants to risks
primarily for the benefit of others. It is widely held
that this is ethically permissible only if competent
participants have given valid informed consent and
other ethical requirements for research are met.1

On the standard view, consent is valid when a com-
petent adult receives relevant information about
the study and adequately understands this informa-
tion before voluntarily agreeing to enrolment.2–4

This view is enshrined in most research regulations
and guidelines.1 5–8

On the standard view, investigators are respon-
sible for ensuring that the conditions for valid
consent—competence, disclosure, understanding
and voluntariness—are met. For example, the
Council for International Organisations of Medical
Sciences Guidelines state that ‘by informing the
potential subjects…and by ensuring that each indi-
vidual understands each procedure, investigators
elicit their informed consent…’.5 But this view
seems to place quite a burden on investigators.
They need to ensure that information is disclosed
in an understandable way and must also guarantee
that enrolment decisions are based on a thorough
understanding of that information and are free
from coercion and undue influence. These stan-
dards can seem overly demanding in low-risk

research that involves a low likelihood of experien-
cing physical, psychological or other harm (e.g. a
single blood draw), or in research where the risks
are thought to be outweighed by the potential clin-
ical benefits for participants (e.g. a comparative
effectiveness study of two established treatments
with no other research procedures).
To ease the burden, some research ethicists argue

that the standards for obtaining informed consent
should be adapted to the risk–benefit profile of the
research. Gopal Sreenivasan contends that under-
standing a trial’s risk-benefit ratio is not required
when the risks of the study are outweighed by the
potential clinical benefits for participants.9 Franklin
Miller and Alan Wertheimer take this idea one step
further, arguing that defective understanding does
not invalidate consent to studies comparing clinic-
ally indicated treatments.10 Robert Truog and col-
leagues question the need to seek specific consent
altogether in certain randomised controlled trials
of licensed interventions,11 and others are currently
extending this idea to comparative effectiveness
research.12 Recent proposals for regulatory reform
seem to embrace these ideas. For example, the
European Clinical Research Infrastructures
Network suggests disclosing no more than ‘light
information’ in trials with marketed drugs that are
used for a new indication.13 All this suggests that
consent standards need not be as rigorous when
the research has a favourable risk-benefit profile for
the individual participant.
However, current discussions are limited insofar

as they only pertain to ‘win-win’ scenarios in which
the research is expected to clinically benefit current
participants as well as benefiting future patients.
But more difficult questions arise about the permis-
sibility of adapting consent to risk when a study
offers participants no prospect of clinical benefit.
Furthermore, adapting the standards for disclosure
and understanding to risk might suggest that parti-
cipants can be enrolled into research without their
autonomous authorisation when the research is
unlikely to pose serious harm to them.2 Some con-
sequentialists may be unconcerned about this when
studies are socially valuable. But a question natur-
ally arises for deontologists: how can the plausible
intuition that consent standards should be adapted
to the level of risk posed by a study be reconciled
with the impermissibility of enrolling participants
into research without their autonomous
authorisation?
Some commentators are sceptical that the two

can be brought together. For example, Miller and
Wertheimer have recently argued that the standard
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view of informed consent as autonomous authorisation does not
have the conceptual resources to be adapted to risk.10 If correct,
their argument implies that current regulations and guidelines,
as well as recent proposals for regulatory reform, rest on shaky
normative ground. It also suggests that any attempt to promote
risk-adapted consent inherently conflicts with the standard view
of informed consent.

In this paper, we argue that the standard view of consent as
autonomous authorisation can be reconciled with the plausible
intuition that requirements for the informed consent process
should be adapted to the risks posed to participants. We assume
the standard view of risk as the likelihood of experiencing
harm, as well as standard frameworks for evaluating the risks of
research interventions and studies; these frameworks require
investigators, research ethics committees (REC) and others to
evaluate the risks and potential benefits (if any) of individual
research interventions before judging the aggregate level of risk
posed by the study as a whole.14 15 We show that investigators
can often discharge their duties in an abridged consent process
when the risks of research participation are low, while a more
rigorous consent process is required as the risks of the research
increase. Importantly, our argument applies to studies whose
risks are not, or not entirely, outweighed by the potential clin-
ical benefits for the participant. Our argument also has import-
ant practical implications. It shows that current and proposed
consent standards are not adequately calibrated to risk and,
interestingly, that consent standards also need to be adapted to
factors other than risk.

THE PURPOSE OF INFORMED CONSENT
Consider a simple natural history study that involves undergoing
a single blood draw. When the risk of research participation is
so low, why is it important to obtain valid informed consent?
The answer is simple: because competent adults have autonomy
rights. That is to say, they have the right to control certain
aspects of their own lives, which includes the right to control
what happens to their bodies. Their right to bodily control gen-
erates a duty on others not to control decisions about their
bodies or trespass on them without their permission.

This explanation is at the heart of the concept of informed
consent that underlies the standard view found in most research
regulations and guidelines: informed consent as autonomous
authorisation.1 5–8 According to Ruth Faden and Tom
Beauchamp, who have developed the most influential concep-
tion of this view, ‘…informed consent is rooted in concerns
about protecting and enabling autonomous or self-determining
choice by patients and subjects.’ (ref. 2, p.235).

Autonomy rights protect competent adults from unwanted
interference and they also give them the opportunity to live
their lives in accordance with their own interests, preferences
and values. Competent adults have the power to exercise their
autonomy rights and permit, among other things, bodily
contact. By giving valid consent, they can permit acts that
would otherwise be rights violations. For example, if an investi-
gator draws a participant’s blood without his valid consent, she
violates his right to bodily control. But no such rights violation
occurs if the participant gives valid consent to this procedure.

Consent only has this morally transformative power if it is
valid, and to be valid the competent person giving consent must
do so voluntarily and in enough understanding of the act being
consented to. This implies that a token of consent is invalid if it
is proffered by a mentally incompetent individual, given in sub-
stantial ignorance or obtained as the result of coercion, decep-
tion or fraud.

This standard view of informed consent should be familiar to
most readers. But what often goes unnoticed is the connection
between the disclosure requirement and the voluntariness (or
non-control) requirement for valid informed consent. Even
Beauchamp, the chief exponent of the standard view, claims that
commentators have given too much emphasis to disclosure and
not enough to voluntariness.16 Disclosure is important because
of its relationship to control. Illegitimately controlling a partici-
pant’s enrolment decision can render the resultant token of
consent involuntary and thereby invalid. The most widely dis-
cussed forms of illegitimate control are coercion, intentional
deception and manipulation. But there are subtler forms of
control, and these relate to inappropriate disclosure.

To see this, notice that in some contexts, the act being con-
sented to is familiar enough to rescind the duty to inform the
person giving consent. For example, if you ask your hairdresser
to take a couple of inches off your ends, you convey enough
understanding of what it means to get a haircut; she does not
have to explain that procedure to you. The research context is
different, however. Various facts about a given study might influ-
ence a potential participant’s enrolment decision, but he cannot
be expected to know these facts on his own. For example, the
purpose of the study might make a difference to his decision,
but he cannot know this until it is disclosed to him. When an
investigator fails to appropriately disclose information that
might influence a participant’s enrolment decision, she (adver-
tently or inadvertently) exercises control over his decision and
thereby fails to respect his right not to be illegitimately con-
trolled in the consent process.17 This illustrates that in addition
to not coercing or unduly influencing potential participants,
investigators have another duty not to exercise illegitimate
control in the informed consent process: they must not with-
hold relevant information or disclose such information in an
incomprehensible way.i

RESPONSIBILITIES IN THE INFORMED CONSENT PROCESS
When the purpose of informed consent is properly understood,
it becomes clear that investigators’ responsibilities in the
informed consent process are not as burdensome as is often sup-
posed. Additionally, potential participants have responsibilities if
they want to make good decisions about study participation.

Investigators’ responsibilities
Regardless of the risk level of the research, investigators have a
duty not to illegitimately control a potential participant’s enrol-
ment decision. This implies that they must guard against the
ways in which they can undermine or reduce the voluntariness
of this decision. In addition to avoiding acts of coercion, decep-
tion and certain forms of manipulation, discharging this duty
involves disclosing relevant information in an understandable
way and in an appropriate situational context.17 Appropriate
disclosure requires investigators to disclose all those facts that
they know about the research, and have reason to believe would
be relevant to the participant’s enrolment decision. This should
include ‘known unknowns’, e.g. the possibility of unknown side
effects of an investigational drug, or uncertainty about its risk-
benefit profile. Moreover, the manner in which information is

iTo improve readability, we refer to investigators’ responsibilities
although nurses, study coordinators and others may be responsible for
obtaining consent. We also recognise that duties in the informed consent
process are shaped and shared by policy makers, RECs and others
responsible for ensuring the ethical conduct of research.
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disclosed is as important as the information itself. An investiga-
tor would exercise illegitimate control over a participant’s enrol-
ment decision if she disclosed information in a foreign
language, or using complicated scientific terminology. Disclosure
is, therefore, only appropriate if information is disclosed in a
manner that gives a prospective participant a fair opportunity to
understand. Finally, since investigators cannot know exactly
what would influence an individual’s enrolment decision, they
must give potential participants the opportunity to ask questions
and answer their questions honestly.17

However, discharging the duty not to illegitimately control a
participant’s enrolment decision does not require investigators
to ensure that a potential participant understands everything
that ought to be disclosed to him. Nor does it require investiga-
tors to ensure that the participant makes a decision that best
protects his particular interests, preferences and values. After all,
not ensuring that he has achieved this advanced level of under-
standing does not amount to exercising illegitimate control over
his enrolment decision.

At the same time, investigators have a duty not to accept a
token of consent from a person who is substantially ignorant of
what they are authorising or who lacks capacity. This implies
that investigators must form a reasonable belief that a potential
participant has capacity and has achieved the requisite level of
understanding before accepting his consent.18 There are some
uncertainties about exactly what participants need to understand
for consent to be valid. Yet, according to the standard view of
informed consent as autonomous authorisation, ‘[a]t minimum,
persons understand only if they have acquired pertinent infor-
mation and have relevant beliefs about the nature and conse-
quences of their actions. Their understanding need not be
complete, because a grasp of the material facts is generally suffi-
cient…’ (ref. 16, p.68).

Unless there is evidence that a potential participant lacks
decision-making capacity, investigators are justified in assuming
his competence. That is, it is widely accepted that investigators
do not need to test capacity unless there is reason for doubt. We
believe that the same is—or should be—true when assessing the
requirement of material understanding in the context of uncom-
plicated and low-risk research.

To illustrate this point, consider the informed consent process
for a natural history study that involves three blood draws with
no prospect of clinical benefit. The investigator has a duty to
inform potential participants in clear and simple language about
the purpose of the study, the three blood draws and their asso-
ciated risks, the collection of anonymised personal medical
information and the absence of negative implications for their
clinical care if they decide against enrolment. But if a potential
participant agrees to enrol in the study, the investigator can take
his token of consent as valid without testing his understanding.
To test his understanding of what it means to have his blood
drawn after this has been explained to him would be tanta-
mount to testing his capacity to give consent. When a potential
participant shows no signs of cognitive impairment and the
material information about the study is easily comprehensible,
an investigator is permitted to presume that the participant has
achieved adequate understanding.

Potential participants’ responsibilities
By virtue of having the right to control their own lives, compe-
tent adults are free to make poor decisions. Others should
respect these decisions unless they are the products of illegitim-
ate control or substantial ignorance.19–21 By implication, if a

potential participant wants to make a good enrolment decision,
he also has responsibilities in the informed consent process.

As a prudential decision maker, a potential participant must
ensure that he has all the necessary information to make a deci-
sion consistent with his interests, preferences and values.
Investigators are responsible for tailoring the information dis-
closed to the informational needs of the person thinking about
study enrolment. Since the investigator cannot know what facts
will be dispositive for the given person, disclosure should
include those facts that the study population usually finds rele-
vant, in addition to any other facts that the investigator believes
this particular person would find relevant. This information will
suffice for most people, but it may be incomplete when a poten-
tial participant has unusual preferences and values.

Moreover, if a potential participant wants to best protect his
own interests, then he has a responsibility to ensure that he
understands the information disclosed to him. There are obvious
perils of agreeing to enrol in a study without material under-
standing, despite being perfectly capable of comprehension.
Giving lazy consent puts the participant at risk of incurring harm
if the investigator non-culpably takes his consent to be valid—
that is, if the investigator reasonably (but mistakenly) assumes
that the participant has achieved adequate understanding. Giving
lazy consent also puts the participant at risk of not being able to
benefit from study participation when his failure to achieve
adequate understanding results in exclusion from the study.

CAN INFORMED CONSENT BE ADAPTED TO RISK?
With the responsibilities clarified, it is now possible to explain
how informed consent standards can be adapted to the risks of
the research. We have argued that when research is low-risk and
otherwise simple, investigators’ responsibilities in the informed
consent process are not as burdensome as is often assumed. We
now argue that, as the risks of research increase, so do concerns
about the validity of consent given by the average potential par-
ticipant. In turn, this argument reveals that the informed
consent process should be adapted to risk and also to other
factors, such as the controversy surrounding study goals or the
complexity of the information disclosed, when that information
is material to a potential participant's enrollment decision.

Risk and the validity of consent
The risk-adapted argument starts from the well-known empirical
evidence on participants’ understanding of research risk.

A wide range of studies surveying apparently competent
adults enrolled in research around the world show that many
fail to understand the risks of study participation.22–24 In one
interview study, 63 out of 263 clinical research participants
reported no risk of any sort from the research and 37 only
reported the risks of standard treatment provided as part of the
research.25 Similarly, in a recent literature review, 14 out of 23
studies found that ≤50% of participants could recognise or
name trial side effects and risks. By comparison, most studies
reported adequate understanding of the study purpose, study
design and the right to withdraw in the majority of partici-
pants.23 Low numeracy skills in the population—even among
the highly educated—heighten concerns about otherwise com-
petent participants’ understanding of research risk.26 The same
applies to widespread biases in the perception of risk. For
example, familiar activities often seem less risky than they really
are.27 Additionally, patient participants frequently have difficulty
evaluating risks in relation to the potential clinical benefits of
the research. Many are optimistic, often unreasonably so, about
their potential to benefit from the research and tend to discount
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its risks.22 Many also suffer from a ‘therapeutic misconcep-
tion’—a mistaken belief about the nature of research, especially
regarding the lack of individualised treatment, that typically
results in underestimating risks and overestimating benefits.28 It
can be difficult to distinguish between mistaken beliefs about
the prospect of benefit and positive attitudes towards the
future,29 and some of the empirical studies on consent have
methodological weaknesses (e.g. potentially measuring recall of
information rather than understanding22). Nonetheless, these
data cast doubt on investigators’ ability to communicate infor-
mation about research risk clearly and participants’ understand-
ing of this often complex and abstract information.

On the standard view of informed consent as autonomous
authorisation, material understanding is a necessary condition,16

and the risks associated with an activity are material to most
people’s decisions about whether to engage in that activity.
Usually, as the risks of an activity increase, a rational person’s
willingness to take part in that activity decreases. This applies
especially to activities that pose risk but offer no prospect of
direct benefit. When this consideration is coupled with the fact
that many research participants have a poor understanding of
the risks of study participation, those willing to enrol in high-
risk studies are more likely to have misunderstood the risks of
the research than those willing to enrol in low-risk studies. This
gives investigators reason to doubt that the consent given by
candidates for high-risk research is valid.

Doubts about the validity of consent in high-risk research are
exacerbated by the fact that riskier research is often more diffi-
cult to understand than research involving lower risks. For
example, high-risk studies often include numerous research pro-
cedures whose risks can have complex additive and interactive
effects. Moreover, riskier procedures and studies typically
involve a higher likelihood of experiencing moderate or serious
harm than low-risk research, and the inevitable uncertainty
around likelihood estimates therefore becomes both more rele-
vant and more confusing.

Risk-adapted standards for the informed consent process
Our analysis of informed consent implies that an investigator
should not exercise illegitimate control in the informed consent
discussion and only accept a token of consent when she reason-
ably believes that a potential participant has achieved material
understanding. When the research is low-risk and otherwise
simple, investigators can discharge their duties in the informed
consent process by properly disclosing relevant information and
obtaining a token of consent. But more is required to discharge
the duty not to exercise illegitimate control over participants’
enrolment decisions as the risks of research increase.

Investigators cannot merely assume that consent is valid after
appropriate disclosure in moderate or high-risk research; they
need to verify it and shape the informed consent process such
that it promotes understanding. In order not to exercise illegitim-
ate control over potential participants’ enrolment decisions,
investigators should consider the available evidence on how best
to communicate risk, uncertainty and information about research
more generally.22 30–32 Although some of this evidence is mixed,
there are several reliable approaches. For example, data support
using plain language and pictographs, conveying risk information
in frequencies rather than percentages and adopting a ‘less is
more’ approach to selecting information.30 Investigators should
also consider how the situational context of the consent discus-
sion might influence uptake of risk information.

Furthermore, to prevent investigators from accepting a token
of consent when a potential participant lacks material

understanding, investigators should test comprehension as the
risks of the research increase. Informal testing may be sufficient
in research involving moderate risks, whereas formal quizzing is
likely required in high-risk research.18 For example, in a study
involving a research-only lumbar puncture, the investigator
might ask the participant informally to explain why he is willing
to enrol in the study given the risk-benefit profile.

In high-risk research, it can also be appropriate to delegate
the consent discussion to an independent colleague in order to
avoid misperception of study risks and benefits. For example, to
obtain consent for a phase 1 trial of a novel brain cancer treat-
ment with a research-only lumbar puncture, a qualified profes-
sional who is independent of the study might test the potential
participant’s understanding with a set of validated questions
before obtaining his consent. Several studies have explored how
to formally test understanding of material facts and participants’
motivations.22 33 These additional risk-adapted duties in the
informed consent process help to ensure valid consent, protect
participants in high-risk research, safeguard investigators’
professional integrity and promote public trust in research.

FACTORS BEYOND RISK
Exploring the ways in which risk can undermine the validity of
consent allows us to identify other factors that might have the
same effect. These factors are often, but not always, associated
with risk. Just as investigators have additional responsibilities in
the informed consent process as the risks of research increase,
so too do they have additional responsibilities as studies pursue
increasingly controversial goals. On occasion, the complexity of
study inventions can also change investigators' responsibilities.

Controversy
The purpose of a study is often material to a participant’s enrol-
ment decision. Just as a rational person’s willingness to partici-
pate in research is likely to decrease as the risks of research
increase, so a person’s willingness to participate in research is
likely to fluctuate depending on the purpose of the research.
For example, some people may not wish to contribute to
research whose results may be misunderstood or abused.
Examples are studies on the genetic determinants of alcoholism
that could exacerbate stigma and discrimination of already mar-
ginalised groups, or studies on bioterrorist defence that could
actually facilitate terrorist attacks. Given that certain studies are
expected to be the subject of reasonable disagreement among
the targeted research population, willingness to participate in
such research is more likely to reveal a misunderstanding or
confusion about its purpose than willingness to enrol in uncon-
troversial research. By extension, the consent of candidates for
controversial studies is less likely to satisfy the requirement of
material understanding, and hence, less likely to be valid on the
standard view of informed consent.2 Furthermore, enrolment in
such studies may constitute a significant setback to a partici-
pant’s invested interests or values.

Investigators should, therefore, consider whether a study is
likely to be controversial in the target population. This should
include consideration of whether the research might violate reli-
gious or other deeply held beliefs, such as a study of porcine-
derived products in predominantly Muslim, Hindu or Sikh
populations.35 When a study is expected to be controversial,
investigators should informally or formally test whether partici-
pants comprehend what they are signing up for. However, when
a potential participant may consider a study controversial due to
his idiosyncratic preferences and interests, it is his responsibility
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to ensure that he has all the necessary information to protect
these preferences (see above).

Complexity
The empirical literature finds that the average competent partici-
pant has difficulty understanding the risks of study procedures
as well as complex research interventions. This pertains espe-
cially to randomisation.22 23 For example, in the recent litera-
ture review, 11 out of 17 studies reported that ≤50% of
participants in randomised controlled trials understood their
treatment would be determined by chance.23 These data give
cause for concern when randomisation is material to a potential
participant's enrolment decision-for example, when a participant
has joined a placebo controlled study because he falsely believes
that he will be selected for the experimental treatment. In such
cases, investigators cannot assume that consent is valid after
appropriate disclosure. In order not to exercise illegitimate
control over potential participants’ enrolment decisions, investi-
gators may have to use or develop methods for communicating
complex interventions that are commonly misunderstood. For
example, participants judge some descriptions of randomisation
to be clearer than others.34 Furthermore, investigators may need
to test understanding to ensure that they have disclosed
complex information in an understandable way.

Although controversy and complexity can influence investiga-
tors’ responsibilities in the informed consent process, risk is typ-
ically the most important factor. Most research studies pose
some level of risk to participants, while only a few studies
pursue potentially controversial goals. Thus, context-dependent
consent standards will generally give greater emphasis to risk
than to other factors. Moreover, complexity is not of concern
per se, but only when we have reason to suspect that, had the
potential participant understood the complex intervention, he
would not have enrolled in the study.

THEORETICAL AND PRACTICAL IMPLICATIONS
Drawing on the standard view of informed consent as autono-
mous authorisation,2 16 we have shown that concerns about the
validity of consent increase as the research becomes increasingly
risky, controversial and (in some cases) complex. Our arguments
support adopting an approach to consent that adapts investiga-
tors’ responsibilities in the consent process to risk and these
other factors. This analysis has important theoretical and prac-
tical implications.

In theoretical terms, our analysis shows that the standard
view of informed consent can be adapted to risk, and that it can
do justice to the transactional nature of consent. Miller and
Wertheimer have recently argued that the autonomous author-
isation model of consent needs to be replaced because it cannot
accommodate risk-adapted criteria for the validity of consent.10

Given that the standard view of consent is enshrined in most
research regulations and guidelines,1 5–8 their argument would
require a sweeping overhaul of current practice. Fortunately, our
analysis suggests that we do not have to go there.

However, this is not Miller and Wertheimer’s only concern.
They also worry that informed consent as autonomous author-
isation jeopardises socially valuable research in failing to give
investigators fair notice about when consent can be considered
valid.10 If autonomous authorisation cannot make sense of
transactional fairness, it threatens the other values that are
served by consent, such as making mutually beneficial arrange-
ments that would otherwise be impermissible. We show that this
concern is unfounded. We derive conditions for a fair consent
transaction (see the section on Risk-adpated standards for the

informed consent process) and specify the consenting parties’
respective responsibilities in the informed consent process (see
the section on Responsibilities in the informed consent process).

In practical terms, our analysis reveals that consent standards
should be adapted to risk and also to controversy, occasionally
complexity, and possibly other factors. This is a novel insight,
which will help to develop a nuanced and robust approach to
how investigators should discharge their responsibilities in the
informed consent process. Further work is necessary to system-
atically evaluate which factors risk undermining the validity of
consent on our analysis. However, the available evidence sug-
gests that participants currently have most difficulty processing
risk and complex or abstract information.23 Importantly,
because our argument for risk-adapted consent standards starts
from the empirical data on participant comprehension, investi-
gators’ responsibilities in the informed consent process will be
dynamic. As investigators learn to better communicate risk,
their responsibilities will become less demanding. Conversely,
novel research methods may introduce complex interventions or
concepts that could make investigators’ responsibilities more
exacting.

Furthermore, our analysis suggests that the current discussion
about risk-adapted informed consent is incomplete. Research
ethicists9 10 11 and stakeholders in research13 focus almost
exclusively on relaxing consent standards in low-risk research.
However, as our argument shows, a comprehensive risk-adapted
perspective on informed consent requires shedding consent
requirements in low-risk and otherwise simple research, while
adding safeguards for consent to higher-risk and more contro-
versial research.

OBJECTIONS AND REPLIES
Grades of consent
Adapting the standard view of consent to risk might be seen as
diluting the concept of consent. It appears as if investigators
only have to obtain low-grade consent in low-risk research,
while something more substantial is required as the risks of the
research increase. Why call what is acquired after mere appro-
priate disclosure ‘valid consent’ when what is obtained after
testing understanding and voluntariness seems so much more
morally robust?

This objection misses the deontological constraints present in
the standard view of consent that have guided our argument.
Regardless of a study’s risk level, investigators have a duty not
to exercise forms of illegitimate control over a potential partici-
pant’s enrolment decision, as well as a duty to test understand-
ing of material information when there is reason to suspect a
lack of understanding. As we have argued, discharging these
duties is often much harder in research involving higher risks.
The additional responsibilities help to ensure that investigators
obtain valid informed consent when higher risk, controversy
and perhaps other aspects of the research such as complexity
may compromise the validity of consent. This implies that inves-
tigators’ additional responsibilities apply even when the research
is low-risk, but otherwise controversial or (in some cases)
complex.

Unnecessary
Not all commentators will agree with recent critics that
informed consent as autonomous authorisation is insensitive to
risk; some may, therefore, consider our analysis unnecessary.
The autonomous authorisation view of consent assumes a rea-
sonable person standard of disclosure.2 Since a reasonable
person is likely to judge low risks to be less material to her
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enrolment decision than high risks, the autonomous authorisa-
tion view could recommend adapting the informed consent
process accordingly. This would imply an abridged disclosure
and, consequently, a lower threshold for understanding in
low-risk research, as well as a more thorough disclosure and
higher requirement of understanding in high-risk studies.

We agree that informed consent as autonomous authorisation
can be adapted to risk in this way, but our analysis shows that
deriving a risk-adapted informed consent process solely from
the reasonable person standard of disclosure is likely to com-
promise the validity of consent. By determining what ought to
be disclosed based on what a reasonable person would want to
know, investigators may withhold potentially relevant informa-
tion from the actual person giving consent. Actual participants
perceive risk in different ways, and some may view the risks
associated with a study differently than a reasonable person. For
actual participants to be able to judge whether study risks are
appropriate for them, they must be given comprehensive infor-
mation about these risks. Our analysis explains how and why
investigators ought to disclose a good deal of information to
potential participants, but need not test understanding of that
information when studies involve low risks. It, therefore, guards
against ways of adapting consent as autonomous authorisation
to risk that are likely to compromise the validity of consent.

Too burdensome
Our argument could be seen as increasing the burden on investi-
gators by adding to their duties in the informed consent
process. After all, we are proposing that investigators sometimes
delegate consent discussions and formally test participants’
understanding, neither of which is currently required (although
sometimes practiced, e.g. ref. 36).

Balancing appropriate subject protection with the need to
minimise the burden of conducting socially valuable research
requires being attentive to those factors that might compromise
the validity of consent. Our analysis indeed reveals that investi-
gators have more demanding responsibilities in research involv-
ing higher risk. However, minimal risk research represents
between 40% and 50% of new protocols for ethical review.37 38

When minimal risk studies are otherwise simple and uncontro-
versial, our analysis implies that it is permissible to obtain a
token of consent after mere appropriate disclosure. If a more
robust consent process is required to ensure the ethical conduct
of high-risk studies, we are prepared to defend the additional
burden, even if it would delay or stifle some valuable research.
Current guidelines and regulations largely fail to specify the
factors that can undermine the validity of participants’ consent.
Our analysis alerts investigators to these factors and specifies
responsibilities to mitigate their influence on participants’ enrol-
ment decisions, thereby helping to close a gap in current subject
protections.

With this said, future empirical research will likely show that
investigators’ overall responsibilities are considerably lighter on
our analysis than on the standard view of informed consent.
Determining what ought to be disclosed should itself be informed
by careful analysis of empirical research on what potential partici-
pants generally want to know. Studies show that participants in
minimal risk research seek less information than is currently listed
on informed consent documents.39 40 Furthermore, the available
data suggest that shorter and simpler consent forms facilitate
understanding or do not compromise it.41–43 Currently, many
consent forms are excessively long, replete with legal boilerplate
and written at too high a reading level for the intended
reader.44 45 Giving participants a fair opportunity to understand

the information that ought to be disclosed to them likely involves
shortening and simplifying consent forms.

Nothing new
Critics might regard our abridged informed consent process in
low-risk research as being already implemented. Anecdotal evi-
dence suggests that it is common practice for investigators to
have brief informed consent discussions when a study poses
only limited risks. Furthermore, some research regulations allow
modifications of some or all elements of informed consent in
minimal risk research.8

However, this practice is not consistent with the standard
view of consent as autonomous authorisation set out in most
research regulations and guidelines.1 5–8 The existing literature
suggests that some investigators indeed discuss less information
than is normally required.46 47 But the worry is that investiga-
tors inadvertently exercise illegitimate control over participants’
enrolment decisions by omitting information they ought to dis-
close. Moreover, when investigators fail to explain poorly
understood concepts in a clear and understandable way, they fail
to disclose appropriately and they may even inadvertently
violate the material understanding requirement for valid
informed consent. For example, only 65 of 117 investigators in
a multinational randomised controlled trial emphasised issues
related to randomisation,47 a concept that is sometimes material
to enrolment decisions and often poorly understood.22–24 Our
analysis explains and justifies why an abridged informed consent
process in low-risk research is acceptable and offers a frame-
work to systematically specify investigators’ responsibilities in
the informed consent process. This gives a proper normative
grounding for those aspects of current practice that are justifi-
able, but helps to correct problematic practices.

Incomplete
Critics might agree that current fascination with risk-adapted
standards for informed consent can distract from other factors
that potentially compromise the validity of consent. But they
might object that our list of additional factors is not exhaustive.

Our analysis is not designed to be exhaustive. It is just
designed to show that the view of informed consent found in
most of the guidelines and regulations can be adapted to risk,
and the arguments that support risk adaptation also support sen-
sitivity to other features of research.

Furthermore, our analysis underscores the normative signifi-
cance of empirical work conducted on informed consent. All
too often, the value of this research is seen primarily in its use
in challenging the standard view of consent. But this research—
and research in related fields, such as health communication and
cognitive psychology—is an invaluable source of information
for identifying other features of medical research with the
potential to undermine the validity of consent. Such research
helps to specify how investigators can better discharge their
obligations in the consent process, and consequently allows
potential participants to make better enrolment decisions.

Too complicated
To implement risk-adapted consent standards, it is necessary to
classify risks to participants in categories (e.g. low, moderate,
high) and specify risk-adapted consent standards for each cat-
egory. Practically minded critics will likely object that such clas-
sifications are notoriously complex and controversial,13 14 and
developing and implementing risk-adapted consent standards is
therefore difficult. Moreover, risk-adapted standards can falsely
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suggest that risk is the main or only factor that influences the
informed consent process.

These are genuine concerns and need to be addressed. Risk
categories should be defined as precisely as possible and illu-
strated with evidence-based examples, and there should be clear
guidance on how to apply the categories. Ideally, a collection of
examples would cover the most common research interventions
in each category. These examples could then be used as default
or paradigm judgements about risk, to be interpreted by investi-
gators and RECs in relation to the protocol under consideration.
Moreover, new risk categories should be tested before they are
adopted and stakeholders educated. Finally, it is critical to set
out clearly how other factors (e.g. controversy) influence
informed consent standards.

All this is a tall order, and residual uncertainties about how to
classify risks will likely remain. But the benefits of risk-adapted
consent standards arguably outweigh the disadvantages; not
adapting the informed consent process to risk and other factors
results in a ‘one-size-fits-all’ approach to consent, which can
unnecessarily delay or stifle valuable research.

CONCLUSION
A proper understanding of the standard view of informed
consent reveals that consent is more likely to be invalid as the
risks of research increase. This implies that the informed
consent process should be adapted to risk. However, risk is not
the only factor that can compromise the validity of consent to
medical research participation. Other factors, such as the poten-
tially controversial nature of the research or the complexity of
the information disclosed, also may invalidate consent. This
paper explains and justifies why investigators’ responsibilities in
the informed consent process should be adapted to risk, com-
plexity, controversy and potentially other factors. Our argument
abides by the deontological constraint that study participants
must give valid informed consent to invasive research interven-
tions, whether or not the risks of these interventions are signifi-
cant. At the same time, it captures the plausible intuition that
consent standards should be less rigorous in low-risk research.
The paper, therefore, offers the lacking normative justification
for the risk-adapted consent standards, which significantly ease
the burden on investigators in low-risk research while offering
missing guidance on how to obtain valid consent to research
involving higher risks.
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