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ABSTRACT
It is widely accepted that informed consent is a requirement of ethical

biomedical research. It is less clear why this is so. As an argumentative strat-
egy the article asks whether it would be legitimate for the state to require
people to participate in research. This article argues that the consent re-
quirement cannot be defended by appeal to any simple principle, such as
not treating people merely as a means, bodily integrity, and autonomy. As
an argumentative strategy the article asks whether it would be legitimate for
the state to require people to participate in research. I argue that while it
would be legitimate and potentially justifiable to coerce people to partici-
pate in research as a matter of first-order moral principles, there are good
reasons to adopt a general prohibition on coercive participation as a matter
of second-order morality.
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The voluntary consent of the human subject is absolutely essential.
—Nuremberg Code1

Except as provided elsewhere in this policy, no investigatormay involve a human being as
a subject in research covered by this policy unless the investigator has obtained the legally
effective informedconsentof the subject or the subject’s legally authorized representative.

—TheCommon Rule2

1 http://www.hhs.gov/ohrp/archive/nurcode.html (1949) (accessedMay 16, 2014).
2 45 C.F.R. § 46 (2009).
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After ensuring that the potential subject has understood the information, the physician or
another appropriately qualified individual must then seek the potential subject’s freely-
given informed consent.

—Declaration of Helsinki3

Respect for persons requires that subjects, to the degree that they are capable, be given
the opportunity to choose what shall or shall not happen to them.

—Belmont Report4

THE CONSENT REQUIREMENT
What I shall call the consent requirement (CR) maintains that a subject’s informed con-
sent is a requirement of ethical biomedical research. CR lies at the epicenter of re-
search ethics. As Robert Veatch puts it, ever sinceNuremberg, ‘consent has dominated
ethics of experimentation’.5 I suspect that it is commonly supposed thatCR is so clearly
correct as not to require an extended defense. As Dan Brock puts it, ‘The rule that,
with a few exceptions, researchwith humans should not take placewithout participants’
informed consent is a settled ethical and legal principle’.6

Thepurpose of this article is to askwhether this ‘settled’ principle is correct. As an ar-
gumentative strategy, I propose to start with, which might appear to be an implausible
proposal, namely, that it is legitimate to coerce people into participating in biomedical
research. Iwill argue that contrary towhat is commonly supposed, neither a prohibition
on coercive participation nor CR can easily be justified by appeal to the sorts of princi-
ples that are often cited in its defense such as respect for autonomy, respect for persons,
a right not to participate in research without consent, respect for bodily integrity, not
treating subjects merely as a means, or the like. Rather, I will argue that the best justifi-
cation for CR is less direct, less simple, less elegant, less definitive, more pluralistic, and
more political. In effect, I will argue that we can’t get to CR through a straightforward
moral argument from basic principles; we can get to something like CR—subject to
important exceptions—through the back door.

Now it is entirely uncontroversial that informed consent is not sufficient for ethical
research. It is generally assumed that research is ethical only if the research satisfies sev-
eral additional ethical criteria, for example, that the research has social value, that the
design of the research will yield scientifically valid data and, perhaps most importantly,
that the risks to subjects are reasonable in relation to the anticipated benefits to subjects
or to others.7 There is some dispute as to whether the ‘reasonable risk’ criterion places
anyupper limit to the risks towhich subjects canbe asked to consent, but there is nodis-
pute that institutional review boards (IRBs) must determine that the risks to subjects
are reasonable before people are offered the opportunity to consent to participate.

3 http://www.wma.net/en/30publications/10policies/b3/ (accessedMay 16, 2014).
4 http://www.hhs.gov/ohrp/humansubjects/guidance/belmont.html (1979) (accessedMay 16, 2014).
5 Robert M. Veatch, Ethical Principles in Medical Experimentation, in ETHICAL AND LEGAL ISSUES OF SOCIAL

EXPERIMENTATION 21 (Alice Rivlin &Michael Timpane eds., 1975).
6 Dan W. Brock, Philosophical Justifications of Informed Consent in Research, in THE OXFORD

TEXTBOOK OF CLINICAL RESEARCH ETHICS 606 (Ezekiel Emanuel et al. eds., 2008).
7 Ezekiel J. Emanuel, David Wendler & Christine Grady, What Makes Clinical Research Ethical?,

283 JAMA 2701 (2000).

http://www.wma.net/en/30publications/10policies/b3/
http://www.hhs.gov/ohrp/humansubjects/guidance/belmont.html
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More importantly for present purposes, although some formulations ofCRare quite
categorical, it is also commonly accepted that informed consent is not strictly necessary
for ethical research. We may think that research without any sort of consent is justifi-
able when it is exclusively observational, as when psychologists sought to determine
whether wealthy drivers behavedmore unethically than less wealthy drivers by observ-
ing whether drivers of expensive cars were more likely to cut off other vehicles at an in-
tersection.8 Interventional research without informed consent may be justifiable when
subjects must be deceived if research is to produce scientifically valid data.9

Because federal regulations explicitly allow for a considerable amount of research
without informed consent, Alex Capron wonders whether the exceptions are so vast as
to ‘swallow the rule’.10 Indeed, the regulations do not regard a considerable range of
research as involving research with human subjects.This includes purely observational
research, researchwith deidentifiedmedical records or tissue specimens. In these cases,
the regulations avoid the issue of informed consent by definitional fiat rather than stat-
ing that these are forms of research with human subjects that do not require informed
consent.

In addition, federal regulations explicitly allow for waivers of informed consent un-
der conditions that apply to much social and behavioral research and some biomedical
research.

d) An IRB may approve a consent procedure which does not include, or which alters,
some or all of the elements of informed consent set forth in this section, or waive the
requirements to obtain informed consent provided the IRB finds and documents that:

(1) the research involves no more than minimal risk to the subjects;
(2) thewaiver or alterationwill not adversely affect the rights andwelfare of the subjects;
(3) the research could not practicably be carried out without the waiver or alteration;

and
(4) whenever appropriate, the subjects will be provided with additional pertinent infor-

mation after participation.11

Note that provision (2) presupposes that there is no general right not to be included in
researchwithout informed consent.Otherwise, any researchwithout informed consent
would necessarily violate that proviso.

As contrasted with social and behavioral research, the regulations are more likely
to require informed consent in biomedical research, but there are exceptions there as
well. Even if we set aside cases inwhich surrogates consent for the subject (for example,
children), there are special circumstances, such as emergency research in which re-
search may be justified even though no sort of consent is possible (assuming that sur-
rogates cannot be located). Research without any kind of consent may also be allowed

8 Paul Piff, et al.,Higher Social Class Predicts Increased Unethical Behavior, 109 PROC NATL ACAD SCI USA 4086
(2012). DOI: 10.1073/pnas.1118373109.

9 A book about people’s propensity to lie and cheat relies heavily on deceptive experiments. See DAN ARIELY,
THE HONEST TRUTH ABOUT DISHONESTY: HOWWE LIE TO EVERYONE—ESPECIALLY OURSELVES (2012).

10 Alex Capron, Subjects, Participants, and Partners: What Are the Implications for Research as the Role of In-
formed Consent Evolves?, in HUMAN SUBJECTS RESEARCH REGULATION: PERSPECTIVES ON THE FUTURE
(I. Glenn Cohen &Holly Lynch, eds., forthcoming).

11 45 C.F.R. § 46.116(c) (2009).
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when it involves public health surveillance, collection of data fromhealth records, qual-
ity improvement studies, and cluster randomized trials where it is impractical or im-
possible to seek everyone’s consent. For example, a hospital may want to study the ad-
vantages of two regularly prescribed treatments by treating everyone in Ward A with
treatment X and everyone inWard B with treatment Y, but the patients in those wards
will not be asked for their consent. It may also be argued that specific consent to par-
ticipate in research may not be necessary in comparative effectiveness trials where all
subjects receive standard treatments for their conditions and where there is little or no
incremental risk in receiving one of these treatments as opposed to the other.

These exceptions to CR deserve much more attention than they have received. It
is possible, of course, that we should require explicit informed consent (without de-
ception) in all research even though doing so would bring much valuable research to
a screeching halt. But assuming that something like the Common Rule’s criteria for
waiving informed consent reflects a sensible moral position, it can’t be the case that
people have a strong general right not to be used as a research subject without their
valid consent.

Despite these considerable and important exceptions to CR, there is a wide spec-
trumof cases—particularly in clinical or interventional biomedical research—inwhich
CR remains completely uncontroversial. In such cases, the question is not so much
whether valid consent is required, but what is required by valid consent, ie when we
should regard a participant’s token of consent as valid or morally transformative?

To elaborate on the previous point, there are cases in which we may worry as to
whether consent is sufficiently voluntary to be valid. For example, it may be thought
thatmembers of certain ‘vulnerable’ groups such as prisoners cannot give valid consent
because they are in a coercive environment. Some think that one cannot give voluntary
consent if one has no reasonable alternative but to participate, say because one oth-
erwise lacks access to medical care. Some think that offers of payment render consent
involuntary or that such offers often constitute undue influence.

Other worries focus on informational or cognitive deficiencies. For example, some
argue that those in the grips of the ‘therapeutic misconception’ are not giving valid
consent.12 We can also ask whether excessive optimism about benefitting from partic-
ipation invalidates one’s consent.13 Although there is general consensus that informed
consent requires that investigators inform the subjects about certain matters but there
is controversy as towhether subjectsmust actually understand that informationorwhat
information they must understand. Dan Brock argues that subjects ‘do not need to un-
derstand the entire underlying scientific and medical basis of the research; rather, they
need to know how their lives are likely to be affected, both positively and negatively, by
participation in the research’.14

All that said, and with considerable room for disagreement at the margins, it is gen-
erally assumed that it is wrong to conduct interventional biomedical research with-
out a subject’s informed consent. In the word of the Belmont Report, this principle is

12 The locus classicus is Appelbaum; Paul S. Appelbaum, LorenH. Roth &Charles Lidz,TheTherapeutic Miscon-
ception: Informed Consent in Psychiatric Research, 5 INT J LAW PSYCHIATRY 319.

13 Lynn A. Jansen et al.,Unrealistic Optimism in Early-Phase Oncology Trials, 33 IRB: ETHICS &HUM RES 1.
14 Brock, supra note 6, at 609.
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‘unquestioned’.15 As an empirical claim, this is probably true. Butwe can still ask: should
it be unquestioned? Is it true? And if it is true, why is it true?

The ‘unquestioned’ character of CR is particularly puzzling when viewed in a larger
context. It is relatively easy to grasp the force of CR if we view research as a private in-
teraction between investigators and subjects in which research involves another’s body
or property without their consent, and we are certainly not entitled to coerce them to
dowhatwewould like them to do or, for thatmatter, to dowhat they have an obligation
to do.We don’t need a special principle of research ethics to make that claim. A ban on
intentional interpersonal harm is sufficient.

But things look different if we view (some) research as an issue of political philos-
ophy, as an interaction between citizens and the state, or researchers whose activities
have been authorized by the state. After all, we are inclined to think that it is legitimate
for the state to do things to people without consent and there is a wide range of cases
where we think that it is legitimate for the state to coerce people to perform acts that
are contrary to their interests, for example, to pay taxes, to serve on juries, appear as
witnesses at trials, get vaccinations, or purchase car insurance or medical insurance.
So we can at least ask whether it would be legitimate for the state to require people to
participate in biomedical research.

Of course, it may not be legitimate for the state to require participation in research.
But if that is so, why is that so?The purpose of this article is to ask that question.

My plan is this. I will first describe the sort of coercive participation I have inmind. I
then askwhether theuseof coercion is legitimate as contrastedwith justifiable. In thema-
jor section of this paper, I consider several candidate principles for regarding coercion
as illegitimate, per se, and argue that none of them are sufficient. Having established a
prima facie case for the legitimacy of coercive participation, I then ask whether the use
of coercion is justifiable in cases of interventional biomedical research. I conclude that
it probably is not. Finally, I argue that even if the use of coercion is legitimate and some-
times justifiable as amatter of ‘first-order’ ethics, there are goodmoral reasons to adopt
a rule or policy that bars coercive participation. In the contexts inwhich consent should
be required, it should be required because it is best to regard consent as required.

COERCIVE PARTICIPATION
Why even consider coercing people to participate in research? Is there a problem to
which coercion might be an answer?The difficulty in the way of recruiting participants
is a serious barrier to successful and timely clinical research. Some studies do not com-
plete. ScottRamsey and John Scoggins noted thatmore than one trial in five sponsored
by the National Cancer Institute failed to enroll a single subject, and only half reached
theminimumneeded for ameaningful result. Eightyper cent of trials aredelayed at least
a month because of unfulfilled enrollment, and an unknown number of studies are not
started or developed because it is anticipated that recruitmentwill be difficult. Given all
this, it seems reasonable to assume that an increase in the accrual rate of subjects would
lead to more studies being undertaken, more completed studies, and fewer delays in
completion. And it also seems reasonable to assume that this would contribute to at

15 http://www.hhs.gov/ohrp/humansubjects/guidance/belmont.html

http://www.hhs.gov/ohrp/humansubjects/guidance/belmont.html
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least some reduction in morbidity and mortality, and improvement in people’s quality
of life.

The difficulty of undertaking and completing clinical trials has led some to lament
the entire enterprise of the regulation and oversight of research. Whitney and
Schneider argue that the regulation of research results in avoidable deaths because it
delays the introduction of life-saving interventions into ordinary medical care, not to
mention that the regulatory process screens out some potentially beneficial research
from being undertaken and deters other potentially beneficial research from ever being
proposed.

But even if the sum total of the costs and benefits of the regulatory enterprise—
including a commitment to gaining consent of research subjects—were negative, it
does not follow that we should reject requiring consent to interventional biomedical
research. Whitney and Schneider assume without argument that regulation that ‘does
more harm than good is itself unethical’.16 Just as wemay have amoral reason to weigh
the interest of criminal defendantsmore than our social interest in convicting the guilty
(‘better that ten guilty persons go free than that one innocent person be punished’), we
mayhave amoral reason toweigh the interests and autonomyof research subjectsmore
heavily than the interests of those whowould benefit from a less demanding regulatory
system that produced more and faster high-quality biomedical research.

There is, of course, a long-standing debate as to how to weigh the interests of sub-
jects and the interests of society, or, more accurately, the interests of those numerous
individuals who stand to benefit from biomedical research. Hans Jonas famously ar-
gued that avoidable illness and death are regrettable but not of overarching moral sig-
nificance because ‘progress is an optional goal’.17 In his view, there is no ethical neces-
sity ‘about seeking new knowledge or finding “new miracle cures”’.18 He writes that
a ‘permanent death rate from heart failure or cancer does not threaten society’. It is a
‘humanmisfortune’, but not a ‘social misfortune’. By contrast, society would be ‘threat-
enedby the erosionof thosemoral values . . . causedby too ruthless a pursuit of scientific
progress . . .’.19

I find it a mystery as to why one would want tominimize the importance of this ‘hu-
man misfortune’, but the choice of ends is not accurately described. For the morally
relevant choice is not between the interests of individual subjects as opposed to some-
thing as abstract as ‘scientific progress’ or even ‘society’. The choice is between the in-
terests of those individuals whose interests are set back by participation in research and
the interests of those individuals who stand to benefit from biomedical research. And
even if there is a good reason to weigh the interests of subjects and prospective subjects
more heavily than the interests of the individuals whowould benefit from research, it is
individuals all the way down.20

In thinking about the benefits of medical research, we do well to remember three
features of contemporarymedical practice. First, yesterday’s ‘miracle cure’ that was the

16 SimonN.Whitney&Carl E. Schneider,Viewpoint: AMethod to Estimate the Cost of Lives of Ethics Board Review
of Biomedical Research, 269 J INTERNMED 396 (2011).

17 Hans Jonas, Philosophical Reflections on Experimenting with Human Subjects, 98 DAEDALUS 219 (1969).
18 Id. at 230.
19 Id. at 245.
20 See JOHNHARRIS, ENHANCING EVOLUTION: THE ETHICAL CASE FORMAKING BETTER PEOPLE (2007).
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product of ‘optional’ medical research is today’s ordinary medical treatment. Second,
muchofwhatwas or is standardmedical practice, such as tonsillectomies, annual physi-
cals, routine EKGs, and PSA tests, is harmful or without any demonstrated benefit.We
need research to determine what works and what does not. Third, although we have
made considerable progress in treating some diseases, there are virtually no treatment
or prevention modalities for some devastating diseases such as Alzheimer’s and inad-
equate treatment for many other diseases or conditions. I find it difficult to accept the
view that progress here is optional.

There are numerous impediments to more and faster medical research. Funding is
limited.Treating physiciansmay think itwrong to refer their ownpatients to clinical tri-
als and participation in researchmay be burdensome for physicians evenwhen it would
be beneficial to their patients. In addition, it is often very difficult to recruit prospec-
tive subjects even when it would be rational for people to participate given their own
interests, values, and aims.

That said, some decisions not to participate in research are perfectly rational from
a self-interested perspective. Consider the contrast between pediatric and adult oncol-
ogy research. Between 60–80%of children diagnosedwith cancer participate in clinical
trials, in part because pediatric oncology has historically integrated research and treat-
ment such that children enrolled in randomized controlled trials typically dobetter than
those that do not.21 By contrast, among adults diagnosed with cancer, fewer than 5%
participate in trials which is, perhaps, not surprising given that they do not generally
have improved outcomes as compared with those who are not enrolled. As a general
rule, participants in adult oncology trials may help to generate knowledge that is bene-
ficial to others, but they cannot expect to be much better off themselves.

Although it is rarely discussed in these terms, participation in research sometimes
constitutes a classic collective action problem. It is in the ex ante interest ofmost people
that researchbe conducted and that they arepart of ahealth care system that learns from
its performance. At the same time, participation in actual research can be contrary to
the interests of each individual. For even when participation poses minimal or no long-
termmedical risk, it may involve burdens of pain, discomfort, time, inconvenience, and
loss of (some) privacy. Ex ante, we may all be better off if all of us do our fair share of
participation in research. But the knowledge generated by research is a public good, that
is, it is a good that is available to all whether or not one contributed to it, and this is so
even if not everyone actually benefits from a particular public good.

To the extent that people are self-interested, they will seek to reap the benefits of
public goods without paying the costs; they will free ride on the efforts of others. Pre-
cisely for these reasons, we often rely on governmental coercion to solve collective ac-
tion or public good problems. We tax citizens to pay for public goods (including med-
ical research) rather than rely on voluntary contributions. We require that cars come
equipped with catalytic converters to control air pollution because air quality is a pub-
lic good (or bad) and people are unlikely to voluntarily incur a significant expense to
reduce their own pollution. Given that we are prepared to coerce people to contribute

21 YoramUnguru,TheSuccessful Integration of Research and Care: How Pediatric Oncology Became the Subspecialty
in Which Research Defines the Standard of Care, 56 PEDIATR BLOOD CANCER 1019 (2011).
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tomany public goods, we can at least ask whether we should similarly require that peo-
ple participate in research that generates knowledge that is available to all.

Needless to say, we do not think about coerced participation in research in the way
we think about coerced tax payments or catalytic converters. I suspect that coercive
participation is rarely taken seriously because it conjures up images of Nazi-like experi-
mentationonpeople’s ability to survive in freezingwater. But that is, to say the least, not
what I have inmind. Rather, I have inmind a scheme under which prospective subjects
are required to participate in research on pain of some sanction for refusal. It might be
objected that to subject someone to a penalty that they could easily accept rather than
participate is not really coercive. I don’t think much turns on words here, so I will just
stipulate that this is the type of coercion that I have in mind. And we can at least imag-
ine requiring that people complete surveys or interviews or undergo procedures such as
blood draws or lumbar punctures on pain of being penalized for not doing so. We can
also imagine requiring people to participate in a randomized controlled trial rather than
receiving the treatment that the individual or her physician prefers, particularly when
there is no evidence favoring such treatment. In fact, the United States already requires
that people participate in a form of social and behavioral research—the Census—on
pain of being fined for refusal. I want to ask whether it would be legitimate to take a
similar approach to biomedical research, and, if not, why not.

To render the idea of coercive participation at least minimally plausible, I will as-
sume for the sake of argument that any research in which coercion is used would meet
several criteria and that it would be subject to review by an IRB that would certify that
the research met those criteria. First, the net risks of participation would be reasonable
in relation to their anticipated benefit to others. This implies that the research can be
expected to produce knowledge that is social, and that the design of the research is sci-
entifically valid. Second, the risks and burdens of participation would not be excessive,
although subjectswould have to bear the burdens of time, inconvenience, and, perhaps,
low-risk procedures necessary for research purposes such as blood draws, blood pres-
sure readings, and interviews about one’s health.Third, the identification of subjects—
both healthy volunteers and patient/subjects—follows a fair procedure and is based
on relevant criteria. Lotteries may be used when appropriate. Fourth, within a coercive
context, subjects are treated with concern and respect, and may be offered compensa-
tion for participation (as with jurors) and for injuries caused by participation. Fifth, the
use of coercion is limited to research conducted or co-sponsored or authorized by the
government.

Readers are invited to add other non-consent criteria to the list. The point of this
exercise is to isolate the moral significance of coercion and consent by asking whether
it would be legitimate for the state to require people to participate in research on pain
of being penalized for refusal when all other criteria of ethical research are satisfied save
for valid informed consent.

Now the proposal for coercive participation does not presuppose that all citizens
have a pro tanto obligation to participate in research because positing such an obliga-
tion is not necessary to legitimize the use of coercion. Still, the case for the legitimacy of
coercive participation is much easier to make if citizens have such an obligation. I have
argued elsewhere that people have an obligation to do one’s fair share of participation
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in non-beneficial research just as they have an obligation to contribute to other public
goods such as defense, clean air, and police protection.22 Along these lines, Ruth Faden
and colleagues have recently developed an ethical framework for a ‘health care learn-
ing system’.Theymaintain that patients have an obligation ‘to contribute to the common
purpose of improving the quality and value of clinical care and the health care system’.23
The authors note that ‘Securing these common interests is a shared social purpose
that we cannot as individuals achieve’ and that those goals may require something like
‘near-universal participation in learning activities through which patients benefit from
the past contributions of other patients whose information has helped advance knowl-
edge and improve care’.24 This argument does not claim that current patients have such
obligations because they have benefitted from the past contributions of other patients.
Rather, it argues that a learning health care system will provide benefits to prospective
patients in which they will come to benefit from the contributions of other patients.

If people have an obligation to participate in at least some sort of research, the
strength and shape of that obligation would remain unsettled. Just as people may have
an obligation to make an easy rescue but may not have an obligation to put themselves
at a serious risk for the sake of others, people may have an obligation to participate in
medical records research butmaynot have anobligation to participate in interventional
clinical research. Or they may have an obligation to accept minimal risks in participa-
tion (as in quality improvement studies or comparative effectiveness trials) but not to
accept more than minimal risks. In addition, the strength of that obligation may de-
pend upon the extent to which people have or can expect to benefit from the medical
care system or the knowledge generated by the participation of others. But subject to a
host of complicating factors, it is plausible to maintain that many have some obligation
to participate in biomedical research.

Assuming that people have an obligation to perform some act (X) or a case of a class
of acts, it is another question as to whether the obligation should be regarded as en-
forceable. As a general proposition, if people have a pro tanto moral obligation to do
something, there is a pro tanto case for penalizing non-performance. As Michael Ot-
suka observes, we need an explanation as to why we should not be required to do that
whichwe have amoral duty to do or, perhaps, whywe should be able to shirk our duties
with impunity.25

But it is not always legitimate to require people to do that which they have an obli-
gation to do. For example, one might think that people have an obligation to vote or to
limit the size of their families or to use less carbon or that scholars have an obligation
to do their fair share of manuscript reviewing or to make an easy rescue, but also think
that it is wrong to force people to vote or limit the size of their families or use less car-
bon or review manuscripts or make an easy rescue. If B has borrowed tools from A on
numerous occasions, it seems that B has an obligation of reciprocity to loan a similar

22 Owen Schaefer, Ezekiel J. Emanuel & Alan Wertheimer,The Obligation to Participate in Biomedical Research,
302 JAMA 67 (2009).

23 Ruth R. Faden et al., An Ethics Framework for a Learning Health Care System: A Departure from Traditional
Research Ethics and Clinical Ethics, 43 HASTINGS CENTER REP S16 (2013).

24 Id.
25 Michael Otsuka, Freedom of Occupational Choice, 21 RATIO 440 (2008).
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tool to A upon request. But this does not mean that it is permissible for A to enforce
B’s obligation by taking B’s tool without B’s permission. And so on. So even if people
have a moral obligation to participate in research, it does not follow that it would be
legitimate to require them to do so or do on pain of penalty or, for that matter, to use
them as subjects without their informed consent.

When should a moral obligation be regarded as enforceable?The answer is likely to
be highly pluralistic. As Victor Tadros has argued, the enforceability of an obligation
depends upon a number of factors such as themoral significance of the duty, the extent
to which non-fulfillment of the duty results in harm to others, the extent to which en-
forcement will actually accomplish its goals, the extent to which there are non-coercive
methods for securing such goals, and the extent to which ‘it is important that the per-
son acts on the duty for good reason rather than because she is forced to do so’.26 Still,
if people have an obligation to participate in research, it does not seem all that difficult
to claim that it is legitimate to require people to participate even if, at the end of the day,
it seems unwise or unjustifiable, all things considered, to require them to do so.

I should say that positing an obligation to participate in research is not a necessary
condition of legitimate coercion. As Thomas Nagel observes, although there are cases
‘in which a person should do something although it would not be right to force him
to do it . . . sometimes it is proper to force people to do something even though it is
not true that they should do it without being forced’.27 Nagel suggests that while it is
permissible for the state to require people to pay taxes, they may have no obligation to
make suchpayments voluntarily, in part because theymay lack assurance that others are
doing their fair share and because making voluntary contributions to the state involves
‘excessive demands on the will’. So even if there is no obligation to voluntarily partici-
pate in clinical research, that does not settle the question as to whether it is legitimate
to require people to do so.
Legitimacy and Justifiability.There are at least twomoral questions we can ask about co-
ercive participation. (1) Is it legitimate to coerce people to participate in research? (2)
Is it justifiable to do so, all things considered? I begin with (1). In drawing the distinc-
tion between legitimacy and justifiability, I follow Joel Feinberg.28 In his four-volume
magnumopuson themoral limits of the criminal law, Feinberg aims to identify theprin-
ciples that render it legitimate for the state to criminalize behavior or limit individual
liberty. AlongMillian lines, Feinberg argues that ‘harm to others’ (the harm principle)
and ‘offense to others’ (the offense principle) are legitimate grounds for criminalization
but that it is not legitimate for the state to criminalize behavior on the grounds that it
is harmful to a competent adult himself (legal paternalism) or on the grounds that the
behavior is wrongful although harmless (legal moralism).

Setting aside these particular principles or issues, Feinberg claims that there is an
important distinction between policies that are ‘legitimized by valid moral principles
and those that are justified on balance as being legitimate and useful, wise, economical,

26 VICTOR TADROS, THE ENDS OF HARM (2013).
27 NagelThomas, Libertarianism without Foundations, 85 YALE LAW J 136 (1975).
28 JOEL FEINBERG, HARM TOOTHERS (1984).The other volumes are OFFENSE TOOTHERS (1985), HARM TO SELF

(1986), and HARMLESS WRONGDOING (1990).
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popular, etc.’.29 For example, even if it is legitimate for the state to prohibit the sale
of certain substances, it may be unjustifiable to do so given the costs of enforcement
and the unintended consequences of prohibition. If a proposal for the use of state coer-
cion passes a legitimacy test, we can then go on to ask whether it is justifiable all things
considered. But if a proposal for the use of state coercion does not pass a test of moral
legitimacy, then its justifiability is not on the table.

At first glance it appears that the distinction between legitimacy and justifiability
tracks the familiar distinction between deontology and consequentialism. Whereas
principles of legitimacy operate as deontological constraints, justifiability appears to
take a consequentialist form. But this is somewhat deceiving. First, whereas principles
of legitimacy do not involve direct appeal to consequences at the practical level, they
may be rooted in consequentialist considerations. Second, a pluralistic view of justifia-
bility may include what might be thought of as deontological values such as autonomy
as well as whether a policy is wise, economical, welfare enhancing, or popular. In the
final analysis, it may well turn out that the distinction between the legitimacy and jus-
tifiability of a policy is not as sharp or as deep as Feinberg supposes. Still, it is a useful
place to start because it is generally assumed that it would be beyond the moral pale to
coerce people into participating in research.

ARGUMENTS FOR THE ILLEGITIMACY OF COERCIVE PARTICIPATION
I suspect that most bioethicists think that CR is rooted in a simple and basic
moral principle that commands widespread support. It turns out, however, that
multiple overlapping justifications for CR have been and can be offered. The his-
tory of the Nuremberg Code exemplifies the problem. The Nuremberg Code gives
pride of place to the principle of informed consent, suggesting that the absence
of informed consent was the crucial ethical defect of the Nazi experiments. But as
Jay Katz has noted, the first principle of the Nuremberg Code ‘was irrelevant to
the case before the tribunal, for the basic problem with the concentration camp
experiments was not that the subjects did not agree to participate; it was the
brutal and lethal ways in which they were used’.30 The Nuremberg Code’s insistence
on consent seems designed to prevent the sort of harm and abuse to which victims of
the Nazi experiments were exposed. Robert Levine maintains that the requirement of
consent ‘is grounded in . . . the universal obligation to treat persons as ends and not
merely asmeans to another’s end’.31 Faden and Beauchampmaintain that the Belmont
Report reflects the view ‘that the underlying principle and justification of informed con-
sent requirements . . . is a moral principle of respect for autonomy’.32 So because there
are multiple arguments for CR, I consider the most plausible candidates below—in no
particular order.

29 Id. at 6 (original emphasis).
30 Jay Katz,Human Sacrifice and Human Experimentation: Reflections at Nuremberg, 5 Occasional Paper (1996).

http://digitalcommons.law.yale.edu/ylsop papers/5/
31 Robert J. Levine,Consent Issues inHumanResearch, in ENCYCLOPEDIAOFBIOETHICS1241 (WarrenT.Reich ed.,

2nd ed. 1995), reprinted in ETHICAL AND REGULATORY ASPECTS OF CLINICAL RESEARCH (Ezekiel J. Emanuel
et al. eds., 2003).

32 RUTH R. FADEN & TOM L. BEAUCHAMP, A HISTORY AND THEORY OF INFORMED CONSENT (1986).
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TREATING PEOPLE MERELY AS A MEANS
As noted above, it has been argued that to enroll people in research without consent is
to treat them merely as a means. What van der Graaf and van Delden call this the not
merely as a means principle (NMMP) has achieved mantra-like status in bioethics.33 To
say that a practice treats someone merely as a means is generally viewed as a conver-
sation stopper. Still we need to ask several questions: when do we treat people merely
as a means? Is the principle sound? Does it do moral work not done by other moral
principles? And does the best account of NMMP support CR or condemn coercive
participation?

As is often pointed out, no sensible moral principle could prohibit using people as a
means. In general, we do not treat people wrongly ormerely as a means if they consent
to the terms of an interaction.The taxi driver usesme as ameans to earn an income and
I use him as a means to get to my destination. But we do not treat each other merely
as a means if we both give valid consent to the terms of the transaction—he does not
deceive me about the fare and I do not make a false promise to pay him. It is not clear
whether valid consent is always sufficient to satisfy NMMP. For example, it might be
thought that a customer treats a prostitute merely as a means even if the interaction is
consensual. I think this is doubtful, but, in any case, consent surely goes much of the
way towards satisfying NMMP.

Now depending upon what is required to satisfy NMMP, the principle is certainly
not inviolable. To use Amartya Sen’s example, if A can prevent a heinous rape by tak-
ing B’s car without B’s consent or even coercing B at gunpoint to turn over his keys,
A arguably treats B and his property merely as a means, but any principle that would
condemn such a ‘use’ should be rejected.34 Samuel Kerstein agrees. He argues that we
should reject any prescription ‘never’ to treat people merely as a means. Rather, we
should accept a pro tanto or defeasible version of the principle, one that acknowledges
that itmay bemorally permissible—all things considered—to treat someonemerely as
a means.35

But to say that we should accept a pro tanto version of NMMP is not particularly
helpful without knowing something about its weight and what is required to override
or outweigh it. It might, after all, be objected that Sen’s example shows only that there
can be extreme cases that surpass the ‘deontological threshold’ established by NMMP.
So we must first determine whether—for a more normal range of cases—a defensible
version ofNMMPentails that wemust seek and receive a person’s consent before using
her as a means.

There is no singleordinaryway inwhichwe thinkof treatingothersmerely as ameans.
Derek Parfit has argued that we do not treat Bmerely as a means just because we use B
without B’s consent. Consider the scientific use of animals:

One scientist . . . does her experiments in theways that aremost effective, regardless of the
pain she causes her animals. This scientist treats her animals merely as a means. Another

33 Rieke van der Graaf & Johannes J. M. van Delden, On Using People Merely as Means in Clinical Research, 26
BIOETHICS 76 (2012).

34 See Amartya Sen, Rights and Agency, 11 PHIL & PUB AFF 3 (1982).
35 SAMUEL J. KERSTEIN, HOW TO TREAT PERSONS (2013).
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scientist does her experiments only in ways that cause her animals no pain, though she
knows these methods to be less effective.36

Parfit claims that the second scientist is not treating the animalsmerely as a means be-
cause her ‘use of them is restricted by her concern for their well-being’.

Parfit argues that we treat a being (animal or person)merely as ameans whenwe re-
gard them ‘as a mere instrument or tool: someone whose well-being and moral claims
we ignore, and whom we would treat in whatever ways would best achieve our aims’.
In this view, NMMP does little work by itself. In the standard view that dominates
bioethics, A’s doing X to B is wrong because it violates NMMP. In Parfit’s view, A’s
doing X to B violates NMMP only when A’s doing X ignores B’s moral claims. It is the
content of B’smoral claims that does themoral work. Richard Arneson has similarly ar-
gued that if NMMP is interpreted as the injunction not to use people ‘in ways that are
unacceptable according to correctmoral principles’, everything turns on the content of
those principles.37 Aperson’smoral claimsmay include respect for her rationality or au-
tonomy, but the specification of those claims would become the relevant task. Indeed,
if morality requires that we give equal consideration to everyone’s interests, thenwe do
not treat someonemerely as a means if we use them to advance the welfare of others as
long as we weigh their interests equally along with everyone else.

Theremay, however, be a different linkage betweenNMMPand consent. It is some-
times argued that deception and coercion treat people merely as a means not because
they block actual consent, but because one could not possibly consent to a deceptive or
coercive transaction. As Christine Korsgaard puts it:

According to Kant, you treat someone as a mere means whenever you treat him in a way
to which he could not possibly consent. Kant’s criterion most obviously rules out actions,
which depend upon force, coercion, or deception for their nature, for it is of the essence
of such actions that they make it impossible for their victims to consent. If I am forced I
have no chance to consent. If I am deceived I don’t knowwhat I am consenting to. If I am
coerced my consent itself is forced by means I would reject.38 (Emphasis added)

If this is a plausible account of Kant’s view, it is worth noting that Kant surely did not
think that NMMP requires that people give actual consent to a particular action. After
all, Kant defends a retributive theory of punishment onwhich the state does not violate
NMMPwhen it punishes a criminal who has been judged to be guilty and who receives
his just deserts. It is, of course, implausible to suppose that the criminal gives his actual
consent to be punished. In one reconstruction ofKant’s view, just punishment does not
treat criminals merely as a means because they could give rational consent to the laws
they are punished for violating and to the punishment system that is used to punish
them.

Along these lines, Parfit proposes that we adopt a principle of possible rational consent
as a general principle of morality. Susan Wolf objects to this principle on the grounds

36 DEREK PARFIT, ONWHATMATTERS (2011).
37 Richard J. Arneson,TheShape of LockeanRights; Fairness, Pareto,Moderation, andConsent,22SOCPHIL&POL’Y

255 (2005).
38 Christine M. Korsgaard, The Reasons We Can Share: An Attack on the Distinction between Agent-Relative and

Agent-Neutral Values, 10 SOC PHIL & POL’Y 24 (1993).
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that it ‘might allow us to do things to someone even if we had no reason whatsoever to
suppose that the person affected by itwould consent to it—indeed, it would allow us to
do things to a person even if he explicitly refuses to consent to it under conditions of
full rationality and information’.

This is too quick. As Parfit argues, there are some contexts in which we could give
rational consent to a system or rule that does not require actual consent, but there are
other contexts in which we could only give rational consent to a system or rule that
requires actual consent. The fact that B could rationally consent to have sexual rela-
tions with A does not render it permissible for A to have sexual relations with Bwithout
B’s actual consent because whereas we could give rational consent to some types of acts
without our actual consent (such as just punishment for violating laws) there are other
cases—such as sexual relations—to which we could not possibly give rational consent
to be acted upon without our actual consent.

Is participation in research like sex (in this respect!)? Is participation in research a
context inwhichwe couldnot possibly consent to a practice inwhichour actual consent
is not necessary? Recall the Common Rule’s conditions for waiver of consent. First, if
we could not give possible rational consent to allow research without consent, then the
Common Rule is wrong to allow such waivers. Second, if we could not give possible
rational consent to suchwaivers and it is nonetheless permissible to allow suchwaivers,
thenwhile suchwaivers allow for the violationofNMMP, thepro tanto force ofNMMP
is very weak in such cases.Third, if the Common Rule’s conditions reflect a sensible or
plausible view, then perhaps we could give possible rational consent to a system that
allows for a considerable range of research without valid consent. That is the space in
which we can ask whether coercive participation is legitimate.

If we could consent to a system that requires us to pay taxes or fasten our seat belts
on pain of penalty for not doing so, could we consent to a system that requires us to
participate in interventional biomedical research on pain of penalty for not doing so?
Interventional biomedical researchmight be different because, like sex, it involves inva-
sions of a person’s body. Sowewill need to consider whether that feature of biomedical
research justifies requiring consent. If it does, then it is the special wrong of violating
bodily integrity that does the moral work in applying NMMP.

PROTECTING INTERESTS
Although bioethicists typically discuss consent as if it serves and is entailed by a
deontological-type principle such as NMMP or respect for autonomy, the Nuremberg
Code’s insistence on consent was primarily designed to protect subjects from the sorts
of palpable and egregious harms imposed by theNazis.The importance of this interest-
protecting function of informed consent is reflected in the Common Rule’s provision
that permits waivers of consent only when the interests of subjects are not (much) at
stake and it is not practicable to obtain their consent—and this is so even if the subjects
might not want to be included in research.

Buchanan and Brock note that there are several reasons why people have an in-
terest in ‘making significant decisions about their lives for themselves’.39 First, self-
determination ‘is instrumentally valuable in promoting a person’s well-being’. Because

39 Allen Buchanan &DanW. Brock,Deciding for Others, 64MILBANK Q. 17 (1989).
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people will typically give valid consent to a transaction if but only if the transaction
serves their interests, regarding a person’s valid consent as necessary and (generally)
sufficient method for rendering another’s action permissible when it would other-
wise not be permissible is a reasonably reliable method for protecting or promoting a
person’s well-being.

The tie between consent and advancing a person’s interests orwell-being is strength-
ened to the extent that a person’s interests depend on ‘the particular aims and values
of that person’.40 For example, given that prostate surgery may involve a trade-off be-
tween some increase in expected survival and a substantial risk of impotence, we cannot
say whether surgery will enhance a patient’s well-being or interests without knowing
the weight that he (reasonably) places on these outcomes. In addition, because people
want to make decisions for themselves and enjoy doing so, the simple satisfaction of
this desire is also a component of their well-being.

In addition to advancing welfare or well-being, consent also serves to respect, pro-
tect, and promote a person’s autonomy. I will say more about that below. Here I want
to explore the alleged tension between promoting a person’s interests and respecting a
person’s judgement or autonomy.Wegenerally believe that people have a right tomake
decisions in certain spheres even when the decision does not advance their well-being.
Thus, we may think that a Jehovah’s Witness has a right to refuse a life-saving blood
transfusion even though the refusal does not advance her well-being (even allowing for
the value that she attaches to her religious commitments).

The tension between the value of promoting a person’s well-being and the value of
protecting andpromoting autonomyor self-determination is sometimesoverstated.Al-
though there are no doubt some cases in which these two values conflict (if Jehovah’s
Witnesses did not exist, bioethicists would have to invent them), it is arguable that we
would not value respecting people’s autonomy or their choices if—as a general rule—
people made choices that did not advance their interests or aims. It cannot be entirely
coincidental that the very conditions that are thought to render an agent’s decisions less
than fully autonomous—coercion, deception, and incompetence—are also conditions
that reduce the likelihood that her decisions advance her well-being.

Interestingly, the tension between considerations of well-being and respect for au-
tonomy is much greater in clinical care than in clinical research. In the former context,
there are long-standing debates as to if and when physicians can justify deception or
withholding information from patients when they think that full disclosure would not
serve a patient’s interests.There are debates as towhether physicians should transfuse a
patientwhowould otherwise die if the patient rejects transfusions on religious grounds.
In the research context, however, we are considering whether coercive participation is
legitimate even though it is contrary to a person’s interest to participate in research and
she would not do so voluntarily. Here, the course of action that would promote the per-
son’s well-being and the course of action that would respect her autonomy are on the
same side of the street.

Still, it matters whether we adopt an autonomy or an interest-based justification for
CR. If the principal justification for CR is that it protects and promotes the interests of
the consenter, then that justification will have relatively little purchase in those cases

40 Id. at 47.
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where participation involves minimal risks and burdens. Moreover, even if it were pro
tanto wrong to imposeminimal risks and burdens without consent, wewould also have
to ask why the subject’s interests should dominate the interests of present and future
people whowould benefit frommore and fastermedical research. Perhaps the interests
of subjects should be weighed more heavily than the interests of the beneficiaries of
research just as the interests of innocent defendants should be weighed more heavily
than the public interest in a higher rate of conviction of the guilty. But we would need
an argument for that view.

RIGHTS
As I have noted above, the Common Rule appears to assume that there is no general
right not to be involved in research without one’s consent when it permits waivers of
consent only when ‘Thewaiver or alteration will not adversely affect the rights and wel-
fare of the subjects’. For if there were such a right, then any waiver of consent would,
of necessity, adversely affect the subject’s rights and so the provision would be inco-
herent. Alex Capron suggests that the protection provided by this provision ‘is rather
ephemeral because allowing researchers to omit the usual requirement to obtain in-
formed consent in and of itself deprives subjects of their basic right not to be placed in
researchwithout their prior consent’.41 Capron assumeswhat has to be shown, namely,
that there is such a right, but he is correct in observing that the Common Rule points
in the other direction.

So we need to determine whether there is a general right not to be used in research
without one’s consent; if so, what grounds such a right, and, perhapsmost importantly,
wewouldneed todetermine the strengthof that right.To consider this issue, it is best to
step back from the context of research. Consider themultiple ways in which the actions
or decisions of others affect us without our consent. People may offend others by what
they sayorwear orhow they smell. Peopleput others at riskwhen theydrive their cars or
run abusiness.Womenputdemandson their colleagueswhen they takematernity leave
and those with children place burdens on the childless when they send their children
to public school. People adversely affect others when they win a competition, be it for
a job, athletic victory, or a spot in a university. And all this is unproblematic. So we
have no general right that others seek our consent before they act in ways that affect
us adversely. Given this, it’s hard to see why we should single out using people for the
purpose of research as requiring consent on the grounds that the purpose of such use is
to develop generalizable knowledge.

Wemay have a right not to be intentionally harmed in certainwayswithout our con-
sent in direct interpersonal interactions, but the reason for such harm would be irrele-
vant as to whether our rights are violated. And there may be a (defeasible) right not to
have one’s body used or invaded without one’s consent. If so, it is that right that sup-
ports a right not to be used for interventional biomedical researchwithout consent, but
there would be no right not to be used for research, per se,without one’s consent.

Even if there were a right not to be used in research without consent, we would still
have to determine the strength or weight of such a right. As Richard Arneson observes,
‘you have a moral right not to be tortured murdered for fun, but you also have a moral

41 Capron, Legal and Regulatory Standards of Informed Consent in Research in supra note 6, at 620.
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right that your extra shirt button on your least favorite shirt not be taken from youwith-
out your consent’.42 If we assume that something like the Common Rule’s conditions
for waivers of consent are reasonable, then it seems that if there is a general right not to
be used in researchwithout one’s consent, that right cannot be very strong. So there are
two possibilities (1) there is a weak right not to be used in research without consent or
(2) there is no such right.

Now itmaybe argued thatwhile there is no strong right not to participate in research
without one’s consent or valid consent, there is, nonetheless, a strong right not to be co-
erced to participate in research, perhaps because being coerced to participate is morally
worse than participating without one’s valid consent. There are two points. First, it is
not clear why it is worse to require someone to do something when he knows what he
is being required to do than to do something to someone without his knowledge or by
using deception. Second, even if that argument could be supported, it would not estab-
lish that it is illegitimate to coerce people into participating in research on the grounds
that doing so violates a general right not to be used for research without their consent.

RESPECT FOR PERSONS AND RESPECT FOR AUTONOMY
Although respect for autonomy is sometimes said to derive fromamore general respect
for persons, let us start with the more general category.There is no reason to think that
respecting persons, as such, entails a high priority to individual freedomor to autonomy
or to consent. For example, there is no reason to think that the ‘mandate’ component
of the Affordable Care Act that requires people to purchase medical insurance should
be rejected or even seriously questioned on the grounds that it fails to respect those
persons whowould prefer not to purchasemedical insurance. If treating a person disre-
spectfully consists in ‘riding roughshod over his legitimate moral claims’, then to settle
what constitutes genuinely disrespectful treatment requires an account of a person’s le-
gitimate moral claims.43 The nature of those claims will vary from context to context.
We do not fail to show respect for people if they are harmed in legitimate competition
or if they are taxed or if they are offended by actions that others are entitled to perform.
So, if the task is to show that it is not legitimate to require people to participate in re-
search, a general commitment to ‘respect for persons’ is not up to the task.

Respect for autonomy may fare somewhat better on this score. Tom Beauchamp,
who was largely responsible for drafting the Belmont Report, maintains that ‘that the
underlying principle and justification of informed consent requirements, at least for au-
tonomous persons, is a moral principle of respect for autonomy, and no other’.44 Does
respect for autonomy entails that coercive participation in research is illegitimate?

In a Kantian view, autonomy refers not to ‘self-determination’ in its ordinary sense,
but conformity with the moral law. As Rawls puts it, ‘acting autonomously is acting
from principles that we would consent to as free and equal rational beings . . . ’.45 This
conception of autonomy does not preclude coercing people to do that which they have
an obligation to do. If people have an obligation to do their fair share of participation in

42 Richard J. Arneson, Self-Ownership and World Ownership: Against Left-Libertarianism, 27 SOC PHIL & POL’Y
168 (2010).

43 ALLAN GIBBARD, RECONCILING OUR AIMS: IN SEARCH OF BASES FOR ETHICS (2008).
44 Buchanan & Brock, supra note 40, at 216.
45 JOHN RAWLS, A THEORY OF JUSTICE (1971).
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research, free and equal rational beings could consent to a principle that would require
them to do their fair share. Or so it seems.

Of course, the conception of autonomy that is regarded as a core principle of
bioethics is not concerned with conformity with the moral law, but with the ability
to control one’s life and self-determination. Consider this passage from the Belmont
Report:

To respect autonomy is to give weight to autonomous persons’ considered opinions and
choices while refraining from obstructing their actions unless they are clearly detrimental
to others. To show lack of respect for an autonomous agent is to repudiate that person’s
considered judgments, to deny an individual the freedom to act on those considered judg-
ments, or to withhold information necessary tomake a considered judgment, when there
are no compelling reasons to do so.46

This passage suggests two distinct dimensions of respect for autonomy. First, to respect
a person’s autonomy is to respect that person’s judgement with respect to her inter-
ests, aims, and values. Second, to respect autonomy is to allow people to act on those
judgements, either through vetoing interventions to which they do not agree or by
authorizing transactions or interactions with others.

Now the first—judgement respecting—dimension of autonomy ismore relevant to
medical care than to research. In treatment, a principal reason to insist on truthfulness
and disclosure of relevant information is to block paternalistic deception and manipu-
lation by physicians if the physician believes (even reasonably) that she is better able to
judge what is in a patient’s interests than the patient herself.

By contrast, such judgement respecting concerns are irrelevant to whether it is le-
gitimate to coerce people into participation in research. Coercive participation does
not disrespect a person’s judgement about her interests or undermine her capacity as a
decision-maker. Rather, it says that the subject’s judgement about whether she wishes
to participate in the absence of a penalty does not rule the day just as the state’s require-
ment that I pay taxes is not disrespecting my judgement that I would be better off not
doing so. By contrast, the use of deception does undermine the target’s capacity to ra-
tionally deliberate as to whether an action serves her ends under the circumstances in
which she finds herself.

Belmont also maintains that we fail to respect autonomy when we ‘deny an individ-
ual the freedom to act on those considered judgments’ (Emphasis added).This dimen-
sion of autonomy is surely compromised by the use of coercion. But how important is
the freedom to act on one’s considered judgements?That depends. Other things being
equal, it is certainly preferable that people not be required to do things that they do not
(or might not) want to do. But while this may give us a reason to regard the freedom
not to participate as an important desideratum, it does not justify elevating consent into
a virtual requirement for ethical research if there are countervailing moral reasons that
would justify such coercion.

Interestingly, the Belmont Report can be read as endorsing a similar pluralistic ap-
proach with respect to the three core values it espouses. Although it recommends that
we ‘give weight’ to ‘autonomous persons’ considered opinions and choices’, it does not

46 http://www.hhs.gov/ohrp/humansubjects/guidance/belmont.html
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claim that respect for autonomy trumps or is even weightier than considerations of
beneficence and justice. As Beauchamp and Childress put it, ‘The principle of respect
for autonomy does not by itself determine what, on balance, a person ought to be free
to know or do or what counts as a valid justification for constraining autonomy’.47 Al-
though this view may run counter to a common view among bioethicists that regards
autonomy as the first value among equals, it would hardly be a surprise among politi-
cal philosophers, many of whom think that the state may legitimately require people to
perform a wide range of actions.

In particular, and as I noted above, we generally think that we can justifiably use
coercion to solve collective action problems or to generate economies of scale. We
require that all cars come equipped with catalytic converters because it would not be
in any individual’s interest to buy one. Similarly, to the extent that participation in re-
search constitutes a collective action problem, we might legitimately require people to
participate in research on some fair basis because we (or at least most) stand to benefit,
ex ante, frommedical research whether or not we contribute via participation.

It might be thought that coercive interference with people’s bodies compromises
their autonomy or fails to show respect for them in ways that other uses of coercion
do not. In this view, it is one thing to confiscate a person’s resources through taxation
andquite another to coercively extract a unit of bloodor a kidney. Iwill consider that ar-
gument below. Here, I want to stress that interferences with our freedom or autonomy
are not all of equal importance. In particular, we need to distinguish between interven-
tions that prevent people from living an autonomous life and interventions that infringe
on an individual’s freedom tomake a particular choice. David Archard suggests that ‘. . .
an autonomous decision is valuable insofar as it concerns amatter critical to the leading
of a . . . person’s life—what projects he can undertake, what he finds worthwhile and re-
warding in life, what gives his life purpose and value’.48 Along similar lines, Faden and
colleagues suggest, ‘Respecting autonomy is primarily about allowing persons to shape
the basic course of their lives in line with their values and independent of the control
of others’.49 So while requiring a person to buckle his seat belt or serve on a jury for a
day (or two) interferes with his freedom to do what he wants, these are relatively trivial
interferences with his ability to shape the basic course of his life. And to the extent that
appeals to autonomy or freedom derive their moral power from the importance of a
person’s ability to lead an autonomous life, the appeal to respect for autonomy does not
entail that coercive participation is illegitimate.

TAKING STOCK
In the previous sections, I have argued that several related arguments for CR and
for a ban on coercive participation simply do not work on their own terms and have
unacceptable implications. If one appeals to principles such as respect for autonomy or
NMMP or a right not to be a research subject without consent, then we cannot make
sense of a large range of research that takes place without any sort of consent by the
subject or, as in much social and behavioral research, without a subject’s informed or
undeceived consent. It might be more difficult to justify the use of coercion, but given

47 TOM L. BEAUCHAMP & JAMES F. CHILDRESS, PRINCIPLES OF BIOMEDICAL ETHICS (5th ed. 2011).
48 David Archard, Informed Consent: Autonomy and Self-Ownership, 25 J APPLIED PHIL 19 (2008).
49 Faden et al., supra note 23, at S20.
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that many cases of state coercion barely raise our hackles, we need to explain why the
prospect of coercing people into participating in research should be regarded as so
abhorrent.

BODILY INTEGRITY
If there is something especially illegitimate about coercing people to participate in in-
terventional biomedical research—other than its inglorious history (and that might be
enough)—it may be argued that regardless of the level of risk, interventions that tres-
pass the boundaries of a person’s body or personal resources are of much greater moral
significance than interventions with a person’s ‘external resources’. In this view, what
Nir Eyal calls ‘body exceptionalism’, it is bodily integrity, not autonomy that is impor-
tant.50 Body exceptionalism ranges beyond research. It would hold that it is worse to
conscript people’s bodily organs than to take their money, and it might help to explain
whymany people think it worse to inflict corporal punishment than to imprison people
even though corporal punishment may impose less total harm and might even have a
greater deterrent effect.

Now there is an important distinction between respecting a person’s bodily integrity
and respecting her autonomous decisions about her body. For example, it is surely
wrong to have sexual relations with a person who autonomously refuses to consent
to such relations. But it is also wrong to have sexual relations with a person who says
either ‘yes’ or ‘no’ while extremely intoxicated, not because we are respecting an au-
tonomous decision, but because it is wrong to penetrate a person’s bodily boundaries
in this way without her valid consent. And for the same reasons, physicians are not per-
mitted to impose unwanted treatment on patients even if the patients are not making
an autonomous decision to refuse treatment.

How important is bodily integrity or a ‘prophylacticmembrane’ around the body?51
Following Kasper Lippert-Rasmussen, let us refer to the claim that interventions with
a person’s body are more ethically problematic than interventions with a person’s
external resources as the ‘the asymmetry thesis’.52 Some libertarians appear to reject the
asymmetry thesis. For example, Robert Nozick argues that since the state cannot legit-
imately take a part of a person’s body such as a kidney without her consent, the state
cannot legitimately take a person’s external resources to use for the benefit of others.
As Nozick famously quipped, ‘Taxation of earnings from labor is on a par with forced
labor’.53

By contrast, ‘redistributionist liberals’ are inclined to support the asymmetry thesis.
They will argue that it is comparatively easy to justify policies under which the state
takes a person’s external resources through taxation or eminent domain or requires one
to use one’s external resources in certain ways, but that it is comparatively difficult to
justify policies that would allow the state to take or intervene with a person’s body or

50 Nir Eyal, Review Essay: Is the Body Special? Review of Cecile Fabre, Whose Body Is It Anyway? Justice and the
Integrity of the Person, 21 UTILITAS 233 (2009).

51 Id. at 237.
52 Kasper Lippert-Rasmussen, Against Self-Ownership: There are No Fact-Insensitive Ownership Rights Over One’s

Body, 36 PHIL & PUB AFF 86 (2008).
53 ROBERT NOZICK, ANARCHY, STATE, AND UTOPIA (1974).
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internal resources be it through forced labor, conscripting organs for redistribution, or
requiring people to serve as research subjects.

The asymmetry thesis has strong intuitive appeal. As Charles Fethe remarks:
whereas ‘Taxation . . . represents a standard procedure for exacting social obligations’,
requiring people to participate in research seems to present ‘a claim for a . . . sacrifice
[that] is more personal, deeper within that sphere which we normally like to think of as
protected from social encroachment’.54 The present question is not whether we think
this way. We do. The question is whether these intuitions mark a matter of intrinsic
moral significance.

Charles Fried appears to argue that it does:

The human person identifies himself with his body; he knows that he IS his body, that his
knowledge of and relation to the whole of the outside world depends on his body and its
capacities, and that his ability to formulate and carry out his life plan depends also on his
body and its capacities.55

Despite appearances, this passage does not claim that the body, as such, has intrinsic
moral significance. Fried implies that themoral weight of one’s control over one’s body
derives from its importance to what genuinelymatters to one’s life, that is, to one’s abil-
ity to carry out ‘his life plan’. If I lose the full use of a finger—as I did—the injury did not
interfere withmy ability to carry outmy life’s plan or any activities that are important to
me (mainly, because I can still type!). By contrast, a violinist’s loss of the use of her fin-
ger may well affect the course of her life. In this view, the importance of the body or its
parts to one’s agency is a factual or contingent matter. It is not of intrinsic importance.

Agency and capacities are not all thatmatter.Themoral significance of one’s body—
or its parts—also depends on the way in which people respond to bodily contact
or invasions of the body. These responses are also contingent or fact-sensitive. First,
it matters whether a touching is intentional or incidental. We do not regard being
bumped on the subway as a battery, but might take offense at a comparable intentional
bumpingor anunwanted affectionate touching. Second, touchings of somebodily parts
are more worrisome than others. It makes a psychological difference if A gives B (1) a
non-consensual kiss on B’s cheek as contrasted with (2) a non-consensual kiss on B’s
lips. Somemay regard both (1) and (2) as problematic, but even so, I suspect that they
would not regard them as equally problematic. The differences are partly conventional
and vary with the cultural or ideological sensibilities of the parties or the relationship
between the parties.The principal point is that the psychological andmoral seriousness
or such touchings are also a contingent matter.

Why is it a seriousmatter to cut a person’s hair without consent?Not simply because
one’s hair is part of one’s body.Rather, it is a seriousmatter because peoplewant to have
some control over their appearance and because the effects are more thanmomentary.
A similar point applies to the moral importance of privacy or information about one-
self.Having control over one’s identifiablemedical records or social security number or
credit card or images of one’s naked body is important because the information can be

54 Charles Fethe,Beyond Voluntary Consent: Hans Jonas on theMoral Requirements of Human Experimentation, 19
J MED ETHICS 99 (1993).

55 CHARLES FRIED, MEDICAL EXPERIMENTATION: PERSONAL INTEGRITY AND SOCIAL POLICY (1974).
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used in ways that deeply affect the course of one’s life. Once again, the general point is
that the moral significance of a resource does not depend on its physical properties or
whether it is internal or external to the body. It depends on its fact-sensitive connection
to what we care about.

A similar argument applies to external resources. Matt Zwolinski suggests that con-
trol over external goods canbedeeply connected to aperson’s projects: ‘Our . . . projects
cannot be pursued—especially not over any significant period of time—without the
ability to plan and rely on the use of external goods’.56 The importance of these exter-
nal resources depends on the extent to which reliance on such resources is crucial to
our (reasonable) projects and our ability to plan on their use. It is one thing to take
someone’s fungible money via taxation because we can plan on not having those re-
sources and because few matters of importance are tied to a specific level of money.
It is quite another to take someone’s house through eminent domain, even if he re-
ceives ‘just compensation’ as required by the Fifth Amendment. People can develop
deep personal ties to their homes. A musician’s instrument may or may not be a fun-
gible external resource. Dylana Jenson, a rising star violinist, was devastated when her
patron took back a Guarnerius del Gesu violin: ‘It was an intimate part of my ability to
express myself as an artist’.57

But just as the previous point denies that interventions with a person’s external re-
sources are necessarilymorally unimportant, it cuts against the claim that interventions
with one’s body a necessarily of great importance. Just as a person’s property or exter-
nal resources have greater moral significance when and because they are crucial to her
agency or have psychological significance, the same can be said about the body. As Ce-
cile Fabre puts it, ‘the objection from bodily integrity derives much of its force from
the view that in violating people’s bodily integrity, one is interfering with their life to an
unacceptable extent’.58

To put the previous argument in different terms, we should be careful not to con-
flate or equate cases that represent interventions on the ‘trivial end of the spectrum and
on the serious end and treat them as if there were equally morally important’.59 Con-
sider kidney transplants and finger pricks. Even though kidney transplants can be quite
safe when performed under appropriate conditions and the ‘donor’ can generally pur-
sue his life plan without great difficulty, the coercive removal of a kidney would be a
seriousmatter even if it were necessary to save another’s life. By contrast, if one’s blood
had somemarvelous factor such that a few drops painlessly extracted from one’s finger
(in the way in which diabetics test their blood sugar) could save a life, then it might
be legitimate to coerce people to provide such blood (if it were necessary to do so).60
Indeed, if the world were such that we knew that drops of blood or the like can have
such curative powers, I suspect that some of ourmoral intuitions about bodily integrity
would be quite different.

56 Matt Zwolinski,The Separateness of Persons and LiberalTheory, 42 J VALUE INQUIRY 147 (2008).
57 Daniel J. Wakin,Not Everyone’s in Tune over Precious Violins,NEW YORK TIMES, Jan. 28, at SR4 (2012).
58 CECILE FABRE, WHOSE BODY IS IT ANYWAY? (2006).
59 David Sobel, Self-Ownership and the Conflation Problem, in 3 OXFORD STUDIES IN NORMATIVE ETHICS 98–122

(Mark Timmons ed., 2013).
60 JAMES GRIFFIN, ONHUMAN RIGHTS (2008).
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Three concluding points about the body are as follows. First, the line around the
body may be a good heuristic or proxy of moral significance even if it is not of intrinsic
importance.

Second, even when a violation of bodily integrity does not interfere with one’s life
plans, it may give rise to considerable psychological distress. The question then be-
comes how to understand the moral importance of such distress.

Judith Thomson suggests that we should distinguish between ‘belief-mediated dis-
tress’ and ‘non-belief mediated distress’.61 When A pricks B’s finger or inserts a needle
for a blood draw, A’s action causes B to experience simple or non-belief-mediated dis-
tress. It can be painful even if B believes that it is legitimate for A to prick B’s finger. By
contrast, whenA causes B to feel embarrassed, afraid, humiliated, insulted, or annoyed,
then B experiences belief-mediated distress. If B did not believe that being called a nerd
is an insult (say, because B did not understand the word), B would not feel insulted.

Some belief-mediated distress is a function of normative beliefs. There was a time
when people did not think they had a right that others not smoke in their presence.
The smoke may have caused physical or non-belief-mediated distress, but people did
not feel that their rights were violated. By contrast, public smoking now causes both
physical and belief-mediated distress if and when people believe that it is wrong for
others to smoke in their presence.

Similarly, if one believes that others have no right to touchor intervene in one’s body
without consent, then such touchings will cause more belief-mediated distress than if
one did not have this belief. It is likely that the experience of being ‘pinched’ on the
subway causes less distress in some societies than in others. And whereas genital cut-
ting causes considerable non-belief-mediated distress wherever it occurs, the degree
of belief-mediated distress will vary in accordance with its perceived acceptability and
perhaps religiosity.

Now Thomson believes that we should attribute less moral importance to belief-
mediated distress than to non-belief-mediated distress because one bears responsibility
for one’s belief-mediated distress and because one could often avoid experiencing such
distress by changing one’s beliefs.Theremay be something to this point, but notmuch.
In many cases, the issue is not whether the distress is belief-mediated, but whether the
belief is independently legitimate or defensible. Consider two cases: (1) some people
are offended by the sight of an interracial couple; (2) many African-Americans would
take offense at being called colored’. Although people would feel less distress in both
(1) and (2) if they had different beliefs, we are inclined to regard the belief-mediated
distress in (1) but not (2) as morally irrelevant. So the moral weight of the distress as-
sociated with coercive participation in research would be at least somewhat dependent
on the extent to which people accepted the moral significance of bodily integrity and
whether those beliefs differentiated among the interventions at issue.

Third, and related to the previous point, the identity or role of the non-consensual
‘invader’ of one’s body is of moral and psychological significance. It matters whether
the invader is an unauthorized private person in pursuit of his own private aims or an
authorized government official pursuing important public purposes. It is one thing if a
private individual touches one’s body without one’s consent and quite another if one is

61 JUDITH J. THOMSON, THE REALM OF RIGHTS (1990).
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subject to a randomor special pat downby aTSAofficial (aswhen the imagingmachine
indicates a problem area). Even though these sorts of touchings and interventions can
be annoying and even upsetting, and even though wemay question the underlying pol-
icy, our distress is tempered by the belief that they are undertaken under the color of a
legitimate public purpose.

WIDENING THE LENS
The burden of the previous sections has been primarily negative. I have argued that we
cannot say that it is illegitimate for the state to coerce people to participate in research
by straightforward appeal to several principles that are commonly offered as justifica-
tions for CR. In this section, I take a more positive stance in defense of the legitimacy
of coercive participation. I do so by considering a range of cases in which many think
that it is legitimate for the state to coercively interfere with people’s bodies or make de-
cisions that affect their bodies without their consent, or to require people to engage in
labor for the benefit of others in ways that are analogous to requiring people to endure
the risks and burdens of participation in research.

There are numerous state interventions that coercively interfere with the bodies
of citizens. Although some interventions, such as compulsory vaccination, may be
justified, in part, on the paternalistic grounds that they are beneficial to the parties
themselves, the state may require vaccinations as a matter of public health to create
sufficient ‘herd immunity’. We have traditionally required pre-marital testing for dis-
ease (although one could avoid the testing by avoidingmarriage).The statemay obtain
blood samples from criminal suspects without violating Fifth Amendment protection
on grounds of self-incrimination. It may require a swab of the cheek for DNA identi-
fication. The police may stop and frisk people. The state may involuntarily quarantine
people with dangerous contagious diseases.

Now it may be argued that such interventions are legitimate because the interven-
tion is designed to prevent harm as contrasted with generating benefits. Charles Fried
notes that whereas doctors have been allowed to override the expressed wishes of their
patients in order to protect the public or other persons, they are not permitted to com-
pel a person to ‘confer a benefit against his will, for instance by ordering him to donate
an organ or blood of a rare type’ (Emphasis added).62 This view echoes Hans Jonas’s
remark that medical progress is an ‘optional goal’ and that ‘a slower progress in the
conquest of disease would not threaten society, grievous as it is to those who have to
deplore that their particular disease be not yet conquered’.63

Consider McFall v. Shimp. McFall suffered from a rare disease. His prognosis for
survival was very poor unless he received a bonemarrow transplant. After considerable
searching and testing, it was determined that his cousin, Shimp, was the only plausi-
ble donor. When Shimp refused to be tested, McFall asked the court to compel his
cousin to submit to further testing and the extraction of bonemarrow if the testing indi-
cated that his bonemarrowwas compatible.TheCourtwas sympathetic to the view that
Shimp had amoral duty to give marrow to his cousin, but was not prepared to require

62 Fried, supra note 55, at 23.
63 Jonas, supra note 17, at 245.
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Shimp to do so.

For our law to COMPEL the Defendant to submit to an intrusion of his body would
change the very concept and principle uponwhich our society is founded. Todo sowould
defeat the sanctity of the individual andwould impose a rule whichwould knowno limits,
and one could not imagine where the line would be drawn.64

It is not clear whether the invasiveness of the procedure was crucial to the Court’s de-
cision, such that it might have reached a different conclusion if something like a blood
draw was sufficient. It does seem that the Court was most concerned that approving
the use of coercion in this case would endanger our view of the ‘sanctity of the indi-
vidual’ and thereby place the law on a slippery slope—‘a rule which would know no
limits’—that would raise ‘the spectre of the swastika and the Inquisition . . .’. Its hyper-
bolic rhetoric aside, if the Court was right not to require Shimp to helpMcFall because
refusing to help is not equivalent to harming, then it is arguable that coercive partic-
ipation is illegitimate because, as Fried puts it, the subject who ‘refuses to submit to
experimentation does not by his refusal constitute a danger to others; hemerely refuses
to confer a benefit’.65

Although the distinction between harming and not benefitting may be of moral sig-
nificance, there is a question as to howmuchmoral weight it can bear. To say thatmed-
ical progress is ‘optional’ reflects an unsupportable bias for the status quo, particularly
given that research has shown that many standard therapies are ineffective or harmful.
If research shows that tonsillectomies are unnecessary, is it providing a benefit or pre-
venting a harm? And the status quo baseline loses much of its salience if we consider
public policies that affect people’s bodies (as opposed to direct interventions with peo-
ple’s bodies) without the consent of the affected individuals and where it is difficult
to say whether a policy is preventing harm or providing benefits. A decision to place
a toxic waste dump in location X rather than location Y may place those in location X
at increased risk. A decision to set the standards for air pollution at a given level (as
opposed to a feasible lower level) or not to prohibit smoking in casinos puts people’s
lungs at risk, nay, leading to predictable levels of morbidity andmortality.The designa-
tion of speed limits, the number of police on the street, the length of prison sentences
for violent criminals, the amount of road salt on winter roads, the prevalence of street
lighting, the level of enforcementof food safety, and the level of taxationonalcohol—all
these policies affect the frequencywithwhich people are injured or killed or get sick.Of
course any speed limit or level of street lighting or level of police patrolling will affect
the number of people killed or injured. But the point remains that the state regularly
makes policies that affect what happens to our bodies without our consent.

The state also conducts life-affecting research without seeking consent of those in-
volved or affected. Some examples, such as educational research or research on welfare
policy or health policy, can affect the quality of people’s lives and sometimes whether
they live or die. For example, suppose that a state highway department is concerned
about the trade-off between the financial and environmental costs of various quan-
tities of road salt and the accident rates on snow covered roads. It might conduct a

64 McFall v. Shimp, 10 Pa. D. & C. 3d 90 (1978).
65 Fried, supra note 55, at 23.
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three-arm trial by using its standard amount on one 10 mile stretch of a highway, half
that amount on another 10 mile stretch, and double that amount on a third 10 mile
stretch. The highway department is surely conducting life-affecting research without
the consent of those affected, unless one implausibly argues that drivers tacitly consent
to such research by (as Locke put it) ‘travelling freely on the highway’.66

More generally, most public policy programs create harms to people without their
consent. A housing allowance program increases demand for housing, thereby rais-
ing the cost to others. A highway program may create more jobs and housing in
suburbs, thereby weakening employment opportunities and investment in housing in
inner cities. As a general proposition, the government is free to carry out activities that
adversely affect individuals or groups of individuals so long as it is pursuing some rea-
sonable conception of the collective good and does not violate certain fundamental
rights of individuals.67

Of course, even if these cases rightly illustrate that the state legitimately puts peo-
ple’s lives, bodies, and resources at risk without consent, it does not follow that it is
legitimate for the state to require people to participate in biomedical research. Should
biomedical research be treated differently? First, it is arguable that there is a distinction
between road salt research that puts the bodies of ‘statistical lives’ at risk and research
that involves direct intervention such as a blood draw with an identifiable person. Just
as we are prepared to do more to save identifiable coal miners trapped in a mine than
to prevent similar mining accidents to future statistical miners, we are more willing to
conduct road salt research that puts unidentifieddrivers on slippery roads at risk than to
require identifiable drivers to participate in road safety research. Second, we may dis-
tinguish between research that evaluates the effect of behavior (such as driving) that
people undertake for their own reasons under conditions that we manipulate (varying
levels of road salt or different speed limits) and research that intentionally places people
in a situation in order to see what happens to them. It’s not as if we’re requiring people
to drive on slippery roads so that we can evaluate the effect of varying levels of road
salt. Third, much public policy research occurs in a context in which the state is enti-
tled to make public policy without the specific consent of those affected. By contrast,
most biomedical research occurs in amedical context in which the principle of consent
is well entrenched.

As an empirical or psychological matter, it is clear that we do in fact make distinc-
tions between the legitimacy of state action that does not involve direct intervention
with people’s bodies and interventional biomedical research. Although there are ways
in which that intuition can be defended, I am not convinced that the arguments just
considered are sufficient to sustain a prohibition on coercive participation in interven-
tional biomedical research.

Let us set aside the issues raised by bodily intervention for the moment and focus
on the burdens of participation in research, for the burdens of research often constitute
a greater ‘cost’ of participation than the risks of the bodily invasion itself. There is not
much risk or pain in a blood draw, but getting to a hospital andwaiting to be seenmight
involve a considerable burden in time and inconvenience. Can the state legitimately

66 John Locke, Second Treatise of Civil Government, § 119, 1690.
67 Edward M. Gramlich & Larry L. Orr,The Ethics of Social Experimentation, in ETHICAL AND LEGAL ISSUES OF
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require people to undergo the inconvenience of participation, to answer surveys (as in
the census), and to allow their deidentifiedmedical records or stored tissues to be used
to generate knowledge that would benefit others?

Put this way, it is hard to see that there is a serious problem. ConsiderMill’s defense
of the harm principle. Mill first argues that the state can only legitimately interfere with
individual freedom to prevent harm to others. He then asks whether the state can le-
gitimately require people to come to the aid of others. Mill says yes because one can
harm others by inaction as well as action. It is legitimate for the state to require peo-
ple to perform ‘certain acts of individual beneficence, such as saving a fellow-creature’s
life’ because not performing such acts constitutes a harm, says Mill, whenever one has
amoral duty to perform the rescue.68

Mill’s claim raises knotty questions about causation, morality, and harm. In Mill’s
view, A’s inaction causes a harm toB only if A has a duty to help B.NurseA causes harm
toPatient B by not providingBwithmedication if she has a duty to givemedication toB
butPasserbyCdoesn’t cause a harm toBbynot providingBwithmedicationbecauseC
has noduty to provide it. So one can’t say thatAhas a duty to provideBwithmedication
because not providing it would harm B, because the latter claim is dependent upon the
former.

I’m not convinced that Mill is right to describe omissions as harms whenever there
is a duty to act. But onceMill asserts that harm to others is the only justification for state
coercion, hemust also claim that omissions can be harms if he is to claim that it is legit-
imate for the state to penalize such omissions. Yet if we are freed from the theoretical
constraints of the harmprinciple, wemight claim that it can be legitimate for the state to
coerce individuals to aid others without claiming that not doing so is a form of harming
them. Interestingly, Mill does not invoke the language of harm to justify some coercive
policies:

There are alsomany positive acts for the benefit of others, which hemay rightfully be com-
pelled to perform; such as, to give evidence in a court of justice; to bear his fair share in the
common defence, or in any other joint work necessary to the interest of the society of which he
enjoys the protection. (Emphasis added)69

Mill also understood that a related line of argument has a wide potential application
with respect to collective actionproblems.Consider the sort ofworkinghour legislation
that led to the Supreme Court’s (in)famous decision in Lochner v. New York, in which
the Court invalidated New York’s law that limited the number of hours a baker could
work per day or per week.70 In his Principles of Political Economy,Mill noted that if we
want workers to benefit from a shorter workday, we might have to make it illegal for
them to work a longer day. Otherwise, every individual worker could be asked to work
longer days for the same pay and might have an individual incentive to do so.71 So if
we accept the basic structure of Mill’s argument, we can then ask whether generating a

68 JOHN S. MILL, ON LIBERTY, c. 1 (2005).
69 Id.
70 Lochner v. New York, 198 U.S. 45 (1905).
71 JOHN S. MILL, PRINCIPLES OF POLITICAL ECONOMY (1848, book 5, c. 11, § 12).
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sufficient number of research subjects can qualify as a case of ‘joint work necessary to the
interest of the society of which he enjoys the protection’.

Let’s start with bearing one’s fair share ‘in the commondefence’. Itmight be claimed
that if it is legitimate for the state to conscript people into military service, then it must
be legitimate for the state to conscript people into researchwhere the burdens and risks
are lower and the time commitment is comparatively trivial. Although there is some-
thing to this line of argument, I prefer not to go that way. First, the legitimacy of mili-
tary conscription is debatable. Second, to use the (putative) legitimacy of conscription
as an analogy would legitimate virtually any sort of state intervention with individual
freedom.There are good reasons to treat the possible need for military conscription as
a special case of societal survival or threats to humanity, and so it is better to use less
fraught comparisons.

So consider somemundane examples of labor or burdens that the state may require
people to perform or accept. In my hometown, we once had to sort our recyclables
(glass, plastic, paper, metal) and put them in a bin on the street (sorting is no longer
required) every week. If we accumulate the required labor over 52 weeks a year times
many years, the total required labor is not trivial. But we don’t say that it’s legitimate for
the state to take my fungible money via taxes to pay for the recycling service, but that
it’s not legitimate for the state to require me to sort my recyclables, keep them until the
weekly pick-up, and then move them to the curb (and who knows how much disease
or injury is caused by this activity?). We have a collective action problem that requires
that we all be coerced to perform such labor in order to achieve a public good even if it
imposes a non-trivial burden and even some risk.

The criminal justice system coerces people to perform labor and, sometimes, to put
themselves at considerable physical and emotional risk in doing so. We may require
a person to testify as a witness to a crime on pain of being held in contempt of court
even if the person genuinely and legitimately fears retaliation for doing so. (There is a
‘witness protection program’ for a reason). Victims of crime may be required to testify
against their will because the state can decide to prosecute even if the victim does not
want to press charges, as may happen in rape cases where the victim fears humiliation
in court or in domestic violence cases where the victim fears retaliation by her abuser.
We require people to serve on juries. True, this frequently involves minimal labor (one
or two days) and little risk. But serving as a research subject also often involvesminimal
inconvenience and minimal risk. Moreover, jury service sometimes involves the risk
of retaliation as well as considerable inconvenience and loss of income (to worker or
the employer). So we have clear examples of legitimate state coercion that involve bur-
dens of time, labor, and inconvenience that are comparable to or exceed the burdens of
participation in research.

Consider a mandatory national service program that would require young adults
(say 18 or 19 year olds) to serve in a national service program of some kind. David
Brooks, amoderately conservativeNewYorkTimes columnist, suggests that in order to
reduce social inequality,weneed aprogram thatwould forcepeople fromvarious ‘social
tribes’ to live and work together ‘to spread out the values, practices and institutions
that lead to achievement’.72 If it would be legitimate for the government to require that

72 David Brooks,TheGreat Divorce,NEW YORK TIMES, Jan. 31, at A 75 (2012).
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people spendmonths or a year or twoyears in service to their society, it is presumptively
legitimate to require people to undergo the burdens and risks of participation in at least
some forms of medical research in order to advance medical knowledge.

If some or most of the foregoing examples represent legitimate exercises of state co-
ercion, are there good reasons to regard it as illegitimate to require people to accept
the burdens of participation in research? It might be argued that research serves less
weighty goals or, perhapsmore accurately, goals of the sort that do not justify the use of
state coercion. But if we accept the general structure of Mill’s principle, we can surely
askwhether participation in research constitutes a form of ‘joint work necessary to the
interests of society’. Jonaswould say thatmedical progress is optional or not ‘necessary’
or, perhaps, that it does not serve a genuine public or societal purpose.Othersmight dis-
agree. In any case, that is where the debate should occur.

Finally, consider the sort of good Samaritan legislation that penalizes people for fail-
ing to make an easy rescue. It is commonly thought—at least by philosophers if not
the general public—that such legislation is legitimate and justifiable. There are ques-
tions about the degree of risk that it is reasonable to require people to assume, but the
basic principle is widely accepted.73 Setting aside the issue of bodily intervention, if
good Samaritan laws are legitimate, it would seem that it is also legitimate to require
people to accept the burdens of participation in biomedical research.

At first glance, it might be thought that participation in research is not analogous
to rescuing those in need because rescuing provides palpable aid to a specific individ-
ual in distress whereas Arthur Ripstein’s account of the duty to rescue suggests that the
analogy is not inapt. In Ripstein’s view, a key element of a just society is that it ‘holds
certain misfortunes in common’.74 We try to spread the burden of the bad luck that
befalls individuals. For that reason, a just society includes ‘equitable schemes of redis-
tributive taxation, so as to pay for such essentials as health and education’. The duty to
rescue is not owed to the individuals who are in distress. Rather, it is an obligation to
contribute to a social practice inwhichwe all share the burden ofmitigating the burdens
and risks of individual misfortune. In Ripstein’s view, the common law is correct not to
regard the failure to rescue as a tort against the person in peril for which the latter could
demand compensation in a civil case, for the duty is not owed to that individual. Yet, it
would be perfectly legitimate to regard the failure to rescue as a criminal offense against
a society-wide practice that is required by considerations of justice.

Similarly, on the plausible assumption that the need for effective and safe medical
care is a basic need and illness is amisfortune that we should seek to hold in common, it
is arguable that considerations of justicemight support a requirement to contribute to a
systemofmedical research by supporting institutions such asNIH and by participation
in medical research just as we may be required to contribute to a system of universal
access via taxation or required to purchasemedical insurance. As Faden and colleagues
suggest, contributing one’s fair share of financial resources to the system is not enough.
Wehave obligations as patients ‘to contribute to the commonpurpose of improving the
quality and value of clinical care and the heath care system . . .. Securing these common

73 When Seinfeld and friends were arrested for violating a good Samaritan law, their lawyer, Jackie Chiles,
remarked: ‘You don’t have to help anybody; that’s what this country’s all about’.

74 Arthur Ripstein,Three Duties to Rescue: Moral, Civil, and Criminal, 19 LAW& PHIL 751 (2000).
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interests is a shared social purpose that we cannot as individuals achieve’.75 In this view,
participating in research is—in principle—an enforceable obligation. It would remain
to be settled as to precisely what risks and burdens might be required.

Thepoint of the previous sections is not to present a compelling argument for the le-
gitimacy of coercive participation in biomedical research or for the view that we should
abandon CR in interventional biomedical research. Rather, the point is to argue that
when we consider participation in research as a problem in political philosophy, the
claim that coercive participation is legitimate begins to look more plausible. It is cer-
tainly not obvious whether and why we can carve out a significant moral distinction
between the activities in which state coercion is regarded as legitimate and participa-
tion in research where it is not.

DOES THIS ARGUMENT APPLY TO BOTH PATIENTS
AND HEALTHY PERSONS?

If, for the sake of argument, we assume that it is in principle legitimate for the state to
coerce people into participating in interventional or clinical research, and if we assume
that the risks of participation are not too high and that the selection of subjects is done
on some fair basis, then it is relatively easy (I don’t say absolutely easy) to legitimize
requiring healthy persons to serve as subjects, say in Phase I trials or in vaccination trials
or in studies of diagnostic techniques. Consider the following example:

Alzheimer’s research. Alzheimer disease constitutes an enormous burden on society and
its members. To evaluate potential prevention modalities, researchers first need to iden-
tify biological markers for its presence. This involves a lumbar puncture—the insertion
of a needle into the backs of subjects—to obtain a small amount of cerebrospinal fluid.
Researchers need to have samples from Alzheimer’s patients and healthy volunteers who
serve as controls.76

Assuming that Alzheimer’s patients cannot themselves consent to participate, let us
also assume that a sufficient number of surrogates for Alzheimer’s patients will consent
to the procedure because it is low risk and because they believe that participation is
consistent with the values of the patient in his or her pre-Alzheimer’s condition. Fur-
thermore, let us also assume that few healthy persons would volunteer to undergo the
procedure although I think that this is doubtful if people are given incentives to do so.
To generate a sufficient number of healthy persons to serve as controls, we could use a
process similar to the lottery mechanisms that are used for jury service andmake what-
ever exemptions were thought necessary if participation were particularly burdensome
for some.

Of course, even low risk is greater than zero. If large numbers of persons are required
to undergo such procedures across the spectrum of biomedical research, we can expect
that a few people would be injured or die as a result, just as a few people die as a result
of compulsory vaccination and seat belt laws—even if they preventmanymore deaths
than they cause. If the injuries and deaths consequent to such laws are not decisive

75 Faden et al., supra note 23, at S22.
76 I paraphrase an example fromDavidWendler,WhatWeWorry about whenWeWorry about the Ethics of Clinical
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objections to the legitimacy of requiring seat belts and vaccinations, then the infrequent
deaths and injuries that result from requiring healthy people to participate in low-risk
medical research need not be decisive objections to that practice either.

If a sufficient number of surrogates forAlzheimer’s patients did not consent for them
to participate, would it be legitimate to require patients to undergo procedures such as
a lumbar puncture or a blood draw for the non-therapeutic purpose aim of trying to
identify biological markers of the disease? Or could we require patients to participate
in minimal risk randomized trials such as comparative effectiveness studies between
two treatments, both of which are standardly prescribed?

There are competing moral considerations. On the one hand, those with particular
diseases are in a unique position to contribute to research, for it is only on them that
interventions and pathogenesis studies can be conducted.On the other hand, it may be
thought that the sick are already suffering and, as Jonas put it, that ‘the afflicted should
not be called upon to bear additional burden and risk [because] . . . they are society’s
special trust and the physician’s particular trust’.77 Second, because disease can strike
people ‘randomly’, it puts people at risks that they cannot predict. In addition, it has
been argued that if researchers need subjects with particular conditions, then an en-
forceable ‘universal duty of research participationwould do little tomeet their needs’.78

I do not think that these objections to the legitimacy of coerced participation of pa-
tient subjects are particularly convincing. First, it is unfortunate that the sick are often
in a unique position to contribute to the search for generalizable knowledge. It is simi-
larly unfortunate that victims of crimemay be in a unique position to contribute to the
pursuit of justice. Nonetheless, we still demand that they appear at trial if needed even
if they find it inconvenient or have a reason to fear the experience or its consequences.
One might object that research does not involve a comparably important public pur-
pose or that it is not a matter of justice. But that objection is orthogonal to the claim
that coercive participation of patients is illegitimate because they are already suffering.

Second, although it is true that the sick are already suffering, they may also be the
persons who benefit most from biomedical research. So, considerations of reciprocity
tell against requiring less from the sick than from healthy persons.

Third, the unpredictability of obligations is a familiar feature of our moral lives. Al-
though some obligations are predictable because they are a function of one’s undertak-
ings, aswhenonemakes a promise or assumes parenthood, other obligations are foisted
uponus by the circumstances inwhichwefindourselves, aswhenwe arewitnesses to an
accident or crime and must report what we have seen and appear in court if necessary.
On this score, being able to contribute because one has a disease is no different.

Third, a universal enforceable duty can supply researchers with a supply of subjects
with particular conditions depending upon the way in which the universal duty is spec-
ified. If all citizens have an enforceable duty to make an easy rescue or report that they
witnessed a crime should the situation arise, then there is a universal duty that requires
action only when such situations arise.That not everyone will be called to action seems
irrelevant to whether the duty is universal or should be enforced. Similarly, if patients
can be required to participate in research under ‘to be specified’ conditions, then such

77 Jonas, supra note 17, at 238.
78 Robert Wachbroit & David Wasserman, Research Participation: Are We Subject to a Duty?, 5 AM J BIOETHICS
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a requirement can supply researchers with suitable subjects under the specified con-
ditions. In general, we prefer more systematic methods of insuring that everyone con-
tributes to projects ‘required for the security of all’ rather than impose the burden on
the unlucky few.We prefer to socialize or spread the burden of firefighting through our
contributions via taxes and hire professional firefighters rather than to ask those near a
fire to help out. Most advanced societies socialize the provision of medical care to the
poor in one way or another rather than ask physicians to provide care pro bono. But
when it is not feasible to socialize the performance of some task as in some cases of
rescue, then we can legitimately call on those who are in a position to contribute.

TAKING STOCK (AGAIN)
Sowe return to the question: canwedefend the view that it is illegitimate for the state to
require people to participate in interventional research whereas it is legitimate for the
state to require people to perform thewide variety of actions that have beenmentioned
(and others)? I concede that the intuition that the former is illegitimate while the latter
are legitimate is very strong. Research exceptionalism runs deep. Yet it is difficult to
justify. Assuming the purpose of research is sufficiently public, and if we assume that
the research otherwise meets a set of ethical criteria, it is difficult to see why it would
be illegitimate to require people to spend the time or undergo the inconvenience and
relatively small risks involved in appropriate biomedical research.

FROM LEGITIMACY TO JUSTIFIABILITY (AND BACK AGAIN)
Let us assume, arguendo, that it is in principle legitimate for the state to require that
people participate in interventional research. It does not follow that it would be wise,
prudent, ormorally justifiable todo so. In considering the justifiability of coercivepartic-
ipation or CR, we need to distinguish between ‘first-order’ morality and ‘second-order’
morality. By ‘first-order’ morality I refer to the moral decisions that would be reached
by an omniscient moral reasoner who could weigh and aggregate all the relevant moral
considerations. By ‘second-order’ morality, I refer to moral decisions that take into ac-
count the fact that first-ordermoral reasoners are not omniscient or are perceived to be
so by others.

As a matter of first-order morality, the justifiability of coercing people into partic-
ipating in research (or, for that matter, doing research without consent) in a particu-
lar case turns on at least seven factors (there are no doubt others): (1) the benefit to
be gained from research; (2) the risks and burdens of participation; (3) the efficacy of
plausible coercivemechanisms; (4) the weight of the ‘deontological’ moral factors that
tell in favor of CR; (5) the weight of the indirect or negative externalities that would be
generated by the use of coercion; (6) the psychological and social distress that would
be caused by a coercive system; (7) the availability of non-coercive means by which to
obtain a sufficient number of subjects in a timelymanner. Coercive participationwould
be justified if and only if a sensitive weighing of these factors supports it. I suspect that
such a calculation would generally not support the use of coercion, although it is hard
to tell. Let us consider the factors I have identified.

a) The benefits of research. The greater the benefits from research, the easier it will be
to justify coercive participation. It is difficult to estimate the gain to society frommore
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studies, more complete studies, and more quickly completed studies. One study con-
cludes that new medicines generated 40% of the two-year gain in life expectancy in 52
countries between 1986 and 2000.79

Still, evenwhen research does not lead to significant declines inmortality ormorbid-
ity, it can enhance the quality of life. Developments in joint replacement surgery have
helped many people gain mobility. And who knows the extent to which drugs for erec-
tile dysfunction have enhanced the quality of the lives of men or their relationships?
In addition, comparative effectiveness research can establish which of several common
treatments is most effective, and enables us to spend less to achieve comparable medi-
cal results. And if recent research on the benefits of mammograms is on the right track,
many women will be spared the physical and psychological burdens of the test and so-
ciety will save hundreds of millions of dollars.80

Estimating the expected benefits of research is very difficult because even if a re-
search protocol fails to generate any significant benefit ex post, a small chance of a large
benefit means that much research has a significant benefit ex ante. Something like an
NIH ‘scientific review group’ could evaluate the expected benefits from a proposed
study, but it is unlikely thatwe should orwould havemuch confidence in their estimates
given that so much valuable research is incremental. Even if the macro-level benefits of
the enterprise of research are significant, the link between specific studies and the ben-
efits to other (including future) people is difficult to see. So, even when the expected
benefits of research are high, people may not perceive it as such.

b) Risks and burdens. Second, the justifiability of penalizing non-participation in re-
search would surely depend, in part, upon the risks and burdens of participation. If the
risks and burdens of participation are offset by compensation, then participationwould
not constitute a net risk or burden. Just as we coerce people into jury service and then
compensate them, we could ‘coerce and compensate’ people into serving as research
subjects. If only some people are required to serve as research subject for the sake of
public purposes, we can socialize that burden through using tax revenues to compen-
sate them adequately for their service such that participation is reasonably perceived
as a benefit (or not a net cost) by most persons. In any case, the magnitude of the
uncompensated risks and burdens would have to be part of any reasonable first-order
moral calculus as to whether coercion is justifiable.

c) The coercive mechanism. We know what it is like to coerce people to pay taxes,
to recycle, to serve on juries, to wear seat belts, and the like. We have less idea as to
how coercive participation would actually operate. It is not clear that we could design
a coercive mechanism for participation in research that is both effective in motivating
people to participate and politically acceptable. If the penalties for non-participation
were small and mostly symbolic, as I have assumed, then they may be insufficient to
motivate compliance behavior. If the penalties were severe enough to motivate people
to comply (for example, like going to jail for contempt of court for refusing to testify as

79 FrankR. Lichtenberg,The Impact ofNewDrugLaunches onLongevity: Evidence fromLongitudinal,Disease-
Level Data from 52 Countries, 1982–2001, National Bureau of Economic ResearchWorking Paper No. 9754
(Cambridge, MA: NBER, June 2003).

80 Anthony Miller et al., Twenty Five Year Follow-Up for Breast Cancer Incidence and Mortality of the Canadian
National Breast Screening Study: Randomised Screening Trial, 348 BMJ g366 (2014).
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a witness), theymight well be viewed as excessively harsh unless there was a substantial
cultural shift with respect to the obligation to participate in research.

Now the relationship between cultural support for coercive participation and the in-
troductionof a coercivemechanismcan go in both directions.To the extent that people
believe that there is a duty to participate in biomedical research, theywill bemore likely
to believe that a coercive approach is justifiable. At the same time, the adoption of a co-
ercivemechanismmight express and generate support for the view that participation is
obligatory. On the one hand, a cultural shift against smoking and, in particular, the dan-
gers of second-hand smoke led to legislation that prohibits smoking in public places. At
the same time, such legislation may have reinforced anti-smoking sentiment.

Still, there has to be some cultural support for legislation to get the ball rolling and it
is doubtful that such support is now sufficient with respect to participation in research.
It is possible that we could see a shift in public opinion on the obligation to partici-
pate in non-interventional medical research such as participating in a registry, making
deidentified medical records available and being interviewed by health care personnel
to better assess outcomes. But it is unlikely that we will soon witness a sharp change in
public opinionwith respect to the obligation to participate in interventional biomedical
research.

d) Deontological values. Any comprehensive justification for coercive participation or
for doing research without consent must put considerable moral weight on ‘deonto-
logical’ values such as autonomy, liberty, not being treated merely as a means, respect
for bodily integrity, and the like. I place ‘deontological’ in scare quotes for two reasons.
First, it is possible that thesemoral reasons are themselves ultimately grounded in con-
sequentialist considerations even if—at the level of practical ethics—we do not apply
them by direct appeal to consequences. For example, althoughMill says that the harm
principle—which has the form of a deontological principle—is entitled to govern ‘ab-
solutely’ the use of social coercion, he also says the principle is justified on grounds of
utility,whichhe regards as the ‘ultimate appeal on all ethical questions’. Sowhat appears
as a deontological-type constraint on government action is rooted in consequentialist
considerations.

Second, it is not clear how much weight to assign to these ‘deontological’ consid-
erations. I have argued that, by themselves, these deontological considerations do not
support the claim that coercive participation is illegitimate. It’s not just that these val-
ues may be over-ridden or outweighed under extraordinary conditions. For most non-
doctrinaire deontologists will grant that. Rather, it is not clear precisely how much
weight such considerations bear for the normal range of public policy issues.

As I have already noted, the Belmont Report is explicitly committed to a pluralis-
tic/balancing view of the basic values of research ethics. And while few (if any) have
defended coercive participation, our practices already suggest that we do not regard vi-
olations of autonomy or other deontological principles as sufficient to render research
without consent to be unethical. It may well be that the deontological values put in
jeopardy by interventional biomedical research may be greater than any generic right
not to be involved in research without consent. And so they will put greater weight on
the scale of justifiability.Themagnitude of that weight remains to be settled.

Finally, the strength of the various deontological considerations will turn, in part,
on whether we view the interaction as between the state and a prospective subject or
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between individual investigators and a prospective subject. For whereas the state does
not violate our rights when it requires us to perform acts for the public good, other
individuals are not authorized to do so.The state can tax us to provide aid to the poor.
RobinHood is still a thief.Whereas the state does not violate our rightswhen it compels
us to be vaccinated for the public good, no individual is authorized to do so. Similarly,
whereas the state may not violate a deontological constraint when it coerces people to
participate in research, non-state researchers might violate such a constraint if it seeks
to do so.

e) Negative externalities. The principal justification for doing research is
consequentialist—to improve human well-being—even if it is subject to non-
consequentialist constraints. In addition, the principal justification for doing research
without consent, insofar as it is justified at all, is that it would generate positive utility
that could not otherwise be obtained at acceptable cost. If the positive case for research
with or without consent is consequentialist, then it follows that coercive participation
is surely not justified if the negative consequences outweigh the positive. And that is
distinctly possible.

The negative externalities of coercive participationmay take several different forms.
First, whether or not coercive participation in biomedical research would constitute an
independent wrong, I suspect that many people would experience it as a serious vio-
lation unless people’s attitudes underwent a significant psychological change. People’s
fears, aversions, and resentments do not always track physical or moral ‘reality’. Many
womenhave a greater fear of breast cancer than heart disease even though their chances
of dying fromheart disease aremuch greater.81 Patients would resent being required to
participate in randomized controlled trials because they want to make a choice or have
their physiciansmake a choice among treatments even if therewere no reliable basis for
making that choice.82 People may resent a coercive medical procedure such as a blood
drawmore than paying a certain level of taxes even if they would be willing to undergo
the procedure if they were paid a comparable amount. In addition, because the harms
caused by participation in research tend to be directly traceable to the research inter-
ventions, they aremore likely to be resented than harms caused by government policies
such as speed limits or road salt levels that are not directly traceable to such policies.

Or compare the risks of participation in research with the risks of employment. Al-
though my evidence here is entirely anecdotal, I suspect that people tend to regard
the risks of participation in biomedical research as weightier than the risks of employ-
ment even when participation is consensual and even though the risks of many jobs
such as fishing, construction, and logging are much greater. David Wendler has ar-
gued that research-related risks are regarded as particularly fraught because the proce-
dures such as blooddraws and lumbar punctures are directly initiatedby another person
rather than being the result of employment activities that are organized by others but
where the injuries are incidental to those activities.83 In addition, people may project
some of their attitudes about the ethics of medical care, whose goal is to promote the
81 http://www.nhlbi.nih.gov/educational/hearttruth/about/fear-doubled.htm
82 Marilyn C.Morris &RobertM.Nelson,Randomized, Controlled Trials asMinimal Risk: An Ethical Analysis, 35
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83 Wendler, supra note 76.
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interests of patients, to the ethics of medical research, whose goal is to yield general-
izable knowledge. And this is so even if these activities or relationships should be gov-
erned by different norms. Even if people are told that the purpose of research is not to
benefit thembut to benefit others, theymay still tend to assume that physicians and the
medical profession are seeking and should always seek to benefit thosewithwhom they
interact.

If people would have an aversive reaction to the prospect of coercive participation
or at being involved in research without consent (should they come to know about it),
how much moral weight should we assign to the simple fact of that aversive reaction?
I am not sure, but there are several reasons to take it seriously. First, it is possible that
these views reflect a principle of some importance even if those who hold this view are
unable to articulate what it is. Second, even if these feelings and beliefs are not indepen-
dently defensible, theymay exert their ownmoral force. AsNir Eyal puts it (in a related
context), ‘. . . the culture of respect for autonomy is beneficial and worth preserving
. . . from a consequentialist standpoint. Protecting a culture of respect weighs heavily
in support of cultivating opposition to coercion in spheres where coercion is likely to
retain its public image as an utter violation of the respect’.84 And this is so even when
the use of coercion does not (as I have argued) actually constitute a violation of such
respect. The history of abusive medical research (and the perceptions of that history)
casts a long shadoweven if the egregious abuses of the past are unlikely to reoccur under
the present regulatory regime.

A policy of coercive participationmight also undermine trust in and support for the
research enterprise. It might weaken the public’s willingness to support the funding of
medical research. And it may alter the public’s understanding of the physician–patient
relationship. To take but one example,much researchwith patient subjects is facilitated
by treating physicians who identify patients as prospective subjects in research proto-
cols. If patients do not trust their physicians to be concerned only or at least primarily
with their interests, then people’s trust in their physicians may be weakened.

Along related lines, Alex John London has argued that the system of research over-
sight by ‘committees of diverse representation’ serves a crucial societal function in ad-
dition to protection of individual subjects and the prevention of abusive research: ‘It
helps to provide a credible social assurance to the American people that social institu-
tions, funded by their tax dollars and empowered to advance their health and well-
being work to: [among other things] respect and affirm the moral equality of all com-
munity members’.85 London argues that although individual researchers and projects
might benefit from the use of coercion or the use of recruitment measures that involve
less than robust consent by participants, the use of such measures would undermine
the support on which all rely. From this perspective, it does not matter much as to
whether the use of coercion should be viewed so negatively. As long as its use would
in fact undermine support for the research enterprise, that is a good reason to avoid it.
In sum, we can’t weigh the benefits of using coercion as a benefit in our moral calculus

84 Nir Eyal, Reconciling Informed Consent with Prescription Drug Requirements, 38 J MED ETHICS 589 (2012).
85 Alex J. London, A Non-Paternalistic Model of Research Ethics and Ovesight: Assessing the Benefits of Prospective
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without also counting its negative effects, and, at the end of the day, the game of facili-
tating recruitment may not be worth the candle.

f) Non-coercive strategies of recruitment. Although the problems in the way of the
timely recruitment of subjects warrant taking coercive participation seriously, the case
isweaker if there are non-coercive or consensualmeans available. AsVictorTadros puts
it, there is a ‘comparative dimension’ to the justification of using coercion.86 Although
we may be justified in conscripting people into the military when there are no feasible
alternatives, we may not be justified in doing so if we can recruit a sufficient number
of qualified persons by offering incentives that are compatible with voluntary consent.
And we may not have explored the full potential of recruiting research participants by
expanding the proportion of trials that offer payment and by increasing the level of pay-
ment offered to subjects.

Would increased reliance on incentives generate a sufficient number of subjects
when it is otherwise difficult to do so? For the most part, I think the answer must be
yes. To the extent that people avoid participation because of the burdens of research—
time, inconvenience, and pain—it should be relatively easy and morally unproblem-
atic to overcome such resistance through the offer of payment. We can surely recruit
healthy volunteers to serve as controls in the Alzheimer’s study by paying them to un-
dergo a lumbar puncture, and patient subjects might also be paid to accept the extra
burden of research-related procedures that do not involve great risk when their care is
not compromised. This would include interviews or questionnaires about their health
status or outcomes, blood draws, blood pressure readings, and the like.

To the extent that people avoid participation because of the perceived risksof partic-
ipation, it will be somewhatmore difficult to overcome such resistance throughoffers of
payment, but itwill oftenbe eminently feasible todo so. First,much researchdoesnot in
fact pose particularly high risks. Consider whatmight seem to be a counterexample—a
Phase I challenge study of an experimental cholera vaccine at the University of Ver-
mont. The study paid $3000 to those who were randomized to receive a new vaccine
or a placebo and then be exposed to the cholera pathogen.87 Whether or not they get
sick, the participants can expect to spend at least 10 days in the hospital. There are no
serious long-term health risks to cholera if the symptoms are controlled.Those who get
sick will experience considerable discomfort and dehydration—they will have a very
bad case of diarrhea. The biggest danger is dehydration, but this poses few problems
when the symptoms occur in a controlled hospital setting where subjects can receive
oral solutions or IVs to maintain their fluids and electrolytes. The researchers had few
difficulties recruiting subjects when it offered $3000.

Or consider participation in many randomized controlled trials, including compar-
ative effectiveness trials of standard interventions.These studies may involve research-
related procedures beyond the standard treatments, but being randomized to one
of those treatments poses little ex ante incremental risks if the arms of the trial are
roughly in equipoise and if the patients need one form of treatment or another. I see no

86 Tadros, supra note 26.
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reason to doubt that somepeoplewould bewilling to be randomized for an appropriate
payment.

Second, there is nothing unusual or untoward about the idea that people will accept
risks in exchange for financial gain or reducing financial loss. People regularly and rea-
sonably accept the risks of employment (think lobster fishermen, coal mining, tunnel
digging, truck driving, structural steel workers, loggers, firefighters) in exchange for a
wage. More generally, people trade off risk and financial benefit in many everyday de-
cisions. People will go by car rather than fly in order to save money and they may buy
less expensive cars rather than more expensive but safer cars.

Third, even if we focus on medical care (as contrasted with research), there is noth-
ing unusual about the trade-off between medical risk and financial benefit. People will
take older and cheaper generic drugs than more recent and superior drugs still on
patent. People will avoid seeking medical care to save money. Peter Ubel has argued
that doctors should discuss out-of-pocket costs with patients just as they discuss any
side effects—‘the financial burden of paying for medical care can cause more distress
in patients’ lives thanmanymedical side effects, and patients can decide whether any of
the downsides of treatment are justified by the benefits’.88 Given that people are will-
ing to accept risks to their life, health, and well-being for financial reasons, there is no
reason to think that we could not get many people to accept the risks of participation
in research if they were paid an adequate amount and especially if they received appro-
priate compensation for research-related injuries.

If the problems in the way of recruiting research subjects would respond well to the
use of incentives, it is an interesting question as to why incentives are not usedmore ex-
pansively and enthusiastically. Although research sponsors may not want to spend the
money, it is likely that the greater problem is that IRBmembers tend toworry about the
ethics of paying research subjects.89 Some of these worries are more valid than others.

First, it may be objected that the use of payment may yield a subject class that is
biologically unrepresentative of the target population of the intervention being tested
and thereby compromise the scientific validity of a study. In addition, the use of pay-
ment may compromise scientific validity if it leads prospective subjects to lie about or
withhold information that would lead to exclusion from the study. Although payment
should not be used if it compromises scientific validity, its use is often quite compatible
with scientific validity when proper controls are in place, and so I will assume that is so
in what follows.

Second, it might be objected that increasing the prevalence and amount of payment
might constitute coercion or undue inducement and thereby jeopardize the validity of
consent. Offers of payment do not coerce because they do not constitute a threat of
harm for non-participation. Some think that one is coerced or that one’s consent is
not voluntary if one has no reasonable alternative but to accept an offer of payment
in exchange for participation. I disagree. After all, a patient is not coerced to consent to
medical treatment just because she has no reasonable alternative.90 And contrary to

88 Peter A. Ubel, Doctor, First Tell MeWhat It Costs,NEW YORK TIMES, Nov. 3, 2013, at A25.
89 Emily Largent et al.,Misconceptions and aboutCoercionUndue Influence: Reflections on theViews of IRBMembers,
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what many believe, a prospective subject is not unduly induced or influenced to partic-
ipate simply because an inducement gets them to participate when they would other-
wise not do so. After all, there is nothingmorally problematic about inducing someone
to mow one’s lawn by offering them $20 to do so. Rather, offers of payment constitute
an undue inducement and thus compromise the validity of consent if and only if they
distort the prospective subjects’ ability to weigh the risks and benefits of participation,
and there is little evidence that payment leads to such distortion.

Third, it may be objected that even if payment does not compromise the validity of
consent, the use of payment as a recruitment strategy will unfairly burden the poor. If
we pay people from public funds to participate in medical research and if the subject
pool is disproportionately poor, then the affluents are effectively using the tax system
to buy their way out of participating in research.

There are several different albeit related worries here. A democratic or egalitarian ar-
gumentmight claim that it is important that all citizens do their part in providing certain
services. There may be something to this thought, but the reasons are not that strong.
If we are prepared to allow military force that is based on the use of incentives rather
than conscription, despite its demographic unrepresentativeness, I see no reason to
think that this argument should disallow a systemof using incentives to recruit research
participants.

Second, itmaybe thought that it is unseemly for the affluent to pay people to serve as
research participants in their stead. But paying people to do things for us is a character-
istic of virtually all work. We pay others to manufacture our cars and clothing, to mine
coal, to serve in the military in our stead, to provide public services such as firefighting
and police protection and to provide personal services such as landscaping, massage,
hair styling, garbage collection, house cleaning, waiting tables, and the like. And it is
hard to see why we should regard paying people to participate in research as morally
unworthy or unseemly while it is perfectly permissible to pay people to perform these
other—often dirty and disagreeable—tasks.

Third, it may be thought that an expanded use of payment will unfairly burden the
poor because theywould be accepting a disproportionate share of the risks and burdens
of participation in research. This argument depends on a dubious conception of ‘bur-
den’.The question is not whether there are disagreeable dimensions (risks and burdens)
of participation in research any more than whether there are disagreeable dimensions
to working.The question is whether the value of payment to the subject is greater than
the disvalue of the risks and burdens of participation. And, if it is, then those who par-
ticipate are benefitted and not burdened by participation, all things considered.

Fourth, it may be argued that an increased use of payment would reduce the willing-
ness of people to participate in research altruistically. As Richard Titmuss argued with
respect to blood donation, people may want to contribute something that cannot be
purchased and so the use of payment may deter some people from participating even
if it also incentivizes others.91 There are two issues here. First, and with respect to re-
cruitment itself, if the overall effect of payment on recruitment were negative, then we
couldnot justify usingpayment as a recruitment strategy. But the evidence suggests that

91 RICHARD TITMUSS, THE GIFT RELATIONSHIP (1971).
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Titmuss is wrong; the overall effect on payment for blood is to increase ‘donations’.92
Similarly, it is highly probable that even if the use of payment reduces altruistic partici-
pation, its overall effect is to facilitate recruitment. Second, it may be argued that it is of
sufficient independentmoral importance that people participate in research for altruis-
tic reasons such that we should avoid using incentives even if it facilitates recruitment.
I have not encountered a plausible statement of this argument.

There is another way to put the general argument against coercive participation in
the face of the option of using incentives. As I have noted above, the Common Rule
allows for waivers of informed consent only when there is no ‘practicable’ way to con-
duct the research with valid consent. Let us assume that the regulation’s ‘practicability’
criterion reflects a sensible ethical position. If the use of incentives is compatible with
valid consent but the use of coercion is not, and if it is possible to facilitate recruitment
through incentives rather than coercion, then it is simply not true that there is no prac-
ticable way to conduct research without the use of coercion.

JUSTIFYING COERCION (A SUMMARY)
I have argued that even if it would be legitimate for the state to coerce people to par-
ticipate in biomedical research under certain conditions, it may still be unjustifiable to
do so all things considered. As a matter of first-order moral judgement, the use of coer-
cionmaybe unjustifiable because a coercive systemwould be inefficacious or too harsh,
because the benefits would not be sufficiently large to override the value of autonomy
and control of one’s body, because the negative externalities are too great, and because
there are incentive-based systems available that could generate an increased and faster
rate of recruitment.

THROUGH THE BACK DOOR
I have argued that no simple principle would justify CR or entail that coercive partic-
ipation in interventional biomedical research is illegitimate. Contrary to what is often
supposed, it is simply not true that informed consent is a fundamental ethical require-
ment of research or biomedical research. Still, I have argued that, all things considered
the balance of moral reasons might well tell against the use of coercion in most cases.
Other things being equal, it is certainly desirable to seek informed consent. But even
if an accurate first-order moral calculation justified the use of coercion in some cases,
there may be good second-order reasons to adopt a general prohibition against its use
in interventional biomedical research while, perhaps, still allowing the use of coercion
in non-interventional biomedical research or behavioral research such as the US Cen-
sus. More generally, there may be good second-order reasons to adopt CR for inter-
ventional biomedical research while rejecting CR as a general requirement for ethical
research, per se.

Here we may make a distinction between (1) research without valid consent and
(2) coercive participation. It is entirely possible, nay likely, that we can follow the
general approach of the Common Rule and carve out exceptions to CR that allow for
research without consent or without valid consent (or with deceived consent) under

92 Nicola Lacetera, Mario Macis & Robert Slonim, Economic Rewards to Motivate Blood Donations, 340 SCIENCE
927 (2013).
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certain specific conditions without undermining a commitment to the general impor-
tance of consent. The best conception of these exceptions to CR may not be identi-
cal with the provisions in the Common Rule, but they will be similar. Not only will
such exceptions be defensible on first-ordermoral grounds, but theremay be no strong
second-order reasons to bar such exceptions. But coercion is different. Even if an om-
niscientmoral calculationmight support the use of coercion in certain cases, theremay
be compelling second-order reasons to bar coercion in all but a few cases given that gov-
ernment officials are not omniscient reasoners and are certainly not perceived as such.
Given the value of clear and firm rules, it may be better to adopt a simple inflexible pro-
hibition against coercion under the actual conditions in which we live. Or, to put the
point slightly differently, we may sensibly decide to treat or regard the use of coercive
participation as illegitimate even if it is not illegitimate at its core.

Here we encounter an issue that is well known in the law, namely the choice among
using rules, standards, and principles. Rules are the most constraining and rigid. It is a
rule that onemustbe at least 21 tobuyalcohol inVermontor that onemustbe at least 35
to be the President of theUnited States. A rulemay have to be interpreted, as in the old
legal chestnut as towhether a rule that says ‘no vehicles in the park’ applies to bicycles or
toy trucks or an old tank mounted on a platform. But once a rule has been interpreted,
the application of the rule to the facts is relatively straightforward. The question is not
whether a person is ‘mature enough’ to drink, but whether she is 21.

Standards define a set of mandatory considerations but provide for a greater range
of choice and discretion by decision-makers. Consider child custody disputes. A law
that states ‘Custody should be awarded to the mother or the primary caregiver if she
(or he) wishes to have custody’ would be a rule. Such a law allows little judicial discre-
tion. By contrast, a law that says, ‘In awarding custody, courts should be guided by the
“best interests” of the child’ would be to employ a standard. It specifies a mandatory
and exclusive guideline, but judges would have considerable discretion as to how to
apply it.

By contrast with rules and standards, principles are even less constraining. They
identify a consideration that should inform a decision, but they allow that other consid-
erations may be relevant. Consider a law that states, ‘In sentencing a person convicted
of a crime, judges should take into account the severity of the crime’.This principle does
not exclude other considerations, such as the prior record of the criminal or whether he
represents a danger to the community. It merely states that the severity of the crime
should be a factor in the decision.

In a world with excellent decision-makers and widespread trust in their capacities,
we would not need to rely (so much) on hard and fast rules or standards. With respect
to the problems discussed in this article, we would ask the decision-makers to decide
whether the balance of justificatory considerations requires that subjects be asked for
their informed consent, but we would allow them to treat these moral considerations
as principles and thus approve the use of coercion (or allow for research without valid
consent) when it is justified, all things considered, and disapprove its use when it is not.

There are at least three related difficulties with opting for discretionary decision pro-
cesses as opposed to using rules or standards. First, such processes are liable to exces-
sive mistakes. As Frederick Schauer puts it, ‘rule-based decision-making is premised in
part on the belief that none of us, ordinary or not, have the mental capacity incessantly
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to consider all of the things than an “all things” considered decision-making model re-
quires of us’.93 Consider the regulation of traffic at intersections.The societal goal is to
move traffic through the intersection quickly and safely. There are some intersections
where it is efficient and sufficiently safe to use no signs or yield signs. We ask drivers
to go when it’s safe and yield to other cars when it’s not. But there are many intersec-
tions where the advantages of allowing drivers to use discretion are outweighed by the
dangers.The aggregate cost of even relatively few accidents (frequency Xmagnitude of
cost) may vastly outweigh the benefit (time, fuel, etc.) of avoiding unnecessary stops.
And so we use stop signs even though it would often be perfectly safe for drivers to pro-
ceed cautiously through the intersection without stopping.

Second, there are social costs to allowing decision-makers to use discretion when
(too) many suspect that the criteria are not fairly or correctly applied and cannot reli-
ably predict the way in which such decisions will be made. Consider the decision as to
whether to allow someone topurchase alcoholic beverages.We could ask sellers to eval-
uate the maturity of the purchaser than to use an age-based rule. And it is possible that
sellers could do a better job of excluding the immature and including the mature than
mechanically applying an age-based rule. But, in part, because we do not trust decision-
makers to apply that criterion in a reliable or fair way, we prefer to rely on an arbitrary
age, full well understanding that this rule allows some to buy alcohol who we should
not allow to buy and excludes many who are mature enough to consume alcohol. Such
is life.

Third, discretionary decision processes can place excessive burdens on the decision-
maker. In some contexts, those burdens are acceptable. It is plausible to suppose that
in child custody cases, the advantages of allowing discretion are sufficient to outweigh
the inevitable bad decisions it allows and the costs of litigation and bargaining that it
encourages. And the cases are not so frequent so as to impose unacceptable decision-
making costs on family court judges.94 In other contexts, however, the burdens are ex-
cessive both psychologically and economically.We reduce decision costs by using rules
rather than standards or principles.

Mill appeals to something like this argument for rules in defending his harm princi-
ple. Anticipating the argument that it may sometimes be best to paternalistically inter-
fere with a person’s decision, he replies that the ‘strongest of all the arguments against
the interference of the public with purely personal conduct, is that when it does in-
terfere, the odds are that it interferes wrongly, and in the wrong place’.95 This line of
argument need not deny that interference with ‘purely personal conduct’ is sometimes
justified. It actually assumes it. After all, for it to be the case that the odds are that in-
terference with ‘purely personal’ conduct is wrong, it must be the case that interfer-
ence with such conduct is sometimes right. In effect, Mill is claiming that because in-
terference with ‘purely personal conduct’ is usually wrong and because society cannot
be trusted to interfere primarilywhen it is likely that such interference is right, it is better
to adopt a rule that bars paternalistic intervention. Better to treat all such interference as

93 FREDERICK F. SCHAUER, PLAYING BY THE RULES (1991).
94 Even here, Jon Elster thinks there are good reasons to favor rules over something like the ‘best interest’ stan-

dard; see SOLOMONIC JUDGMENTS (1989).
95 Mill, supra note 68, c. 4.
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illegitimate rather than allow decision-makers to determine when such interference is
justified and when it is not.

There are numerous decision contexts inwhichwe forego attempting to use theoret-
ically optimally principles andmake do with rules that are good enough and command
widespread social acceptance rather than rely on principles or standards. Consider sex-
ual relations between psychotherapists and patients.96 Such relationsmight be morally
permissible if both parties could give valid consent and if such relations were not harm-
ful to patients. But even if those conditions sometimes obtain, asmust be the case, there
is a good reason to think that neither psychotherapists nor patients are well positioned
to judge when that is so. Given that the ‘odds are’ that a patient’s consent is tainted by
transference or a function of underlying mental disorders or that the psychotherapist’s
judgement is tainted by countertransference, and given that such relations are likely to
be harmful to the patients or interfere with a beneficial psychotherapeutic relationship,
society is well advised to adopt a hard and fast ban on such relations. It is sometimes
said that psychotherapy patients can never give valid consent to sexual relations with
their psychotherapists. I doubt that this is actually true. Nonetheless, it may be quite
sensible to follow a rule that always treats such consent as invalid or as insufficient to
render such relations permissible.

So, too, for the use of coercive participation in interventional biomedical research.
Given that the use of coercion would only rarely be justified, and given the choice be-
tween an unreliable mechanism for determining when coercion should be used and
the adoption of a rule that prohibits its use, it might be preferable to draw a bright
line around interventional biomedical research and simply bar the use of coercion. We
would continue to allow coercion in other contexts, such as requiring people to serve
on juries or to recycle, but it might be better to adopt a rule that would ban the use
of coercion in all interventional biomedical research, than to open the door to allow
decision-makers to exercise discretion in determining if and when it should be permit-
ted. As a principle of second-order morality, we adopt the rule that a certain class of
research cannot go forward without informed consent.

I say a certain class of research. In the context of social and behavioral research or
non-interventional medical research where the risks of participation are low and it is
not feasible to garner individual consent, I believe that the Common Rule’s criteria for
waivers of consent are on the right ethical track in adopting a ‘standards’ rather than
‘rules’ approach.They allow IRBs to exercise discretion and allow for research without
consent, although IRBs no doubt sometimes refuse to allow such waivers when they
should, and sometimes wrongly grant such waivers when they should not. The more
discretionary approach todecidingwhen to require informedconsentworks reasonably
well becausemost researchwithout consent (as in cluster randomized trials) orwithout
valid informed consent (as in social and behavioral research that uses deception) is of
relatively low visibility. It does not seem to generate the sorts of negative externalities
that would likely be generated by the use of coercion. By contrast, given that the costs
of allowing coercive participation in the biomedical context would be quite visible and
provide a field day for FoxNews, it is probably better to treat coercion as illegitimate as
a matter of course and to require informed consent.

96 See ALANWERTHEIMER, EXPLOITATION, c. 6 (1996).
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There is also a political dimension to second-order morality. Any justifiable policy
must pass the test of democratic legitimacy. It is plausible to assume, for example, that
the conditions for altering or waiving informed consent as specified in the Common
Rulemeet that test—the law that includes these provisions was approved byCongress.
But even if I am right in suggesting that participation in research often constitutes a col-
lective action problem of the sort for which we regularly use coercion by the state, it is
not generally discussed or seen in those terms. It continues to be viewed, and under-
standably so, as an interaction between investigators and subjects, where individuals
are not permitted to intentionally put others at risk or invade a person’s body with-
out consent. Althoughmuch non-interventional research proceeds without consent or
without informed consent, a generalized commitment to the value of consent (subject
to specific exceptions) is well entrenched. So even if people should treat coercive partic-
ipation as legitimate andpotentially justifiable, it is unlikely that theywilldo sobarring a
significant change in public opinion. And that makes a change in policy both politically
unlikely and morally questionable given a commitment to democratic norms.

To exemplify the previous point, consider the case for barring the ownership of
handguns. If we could turn back the clock such that the Constitution did not include
the Second Amendment, then we might be well served by the sort of general prohibi-
tion on handguns. But there is no turning back, even if a ban on some sorts of firearms
(such as assaultweapons) is at least a political possibility. In a similar vein, I once argued
that there are good reasons to adopt a policy of compulsory voting in theUnited States,
as has been done in several other Western democracies. I also argued that ‘it is a good
idea whose time is either past or has not yet come’.97 Also along similar lines, Aaron
Spital has argued that while a policy of conscription of cadaveric organs for transplan-
tation would save lives and would pose no harm to the dead, most people oppose such
a policy, and so he reluctantly concludes that this is a ‘stimulating’ idea whose time has
also not yet come.98

Even if coercive participation were legitimate and more often justifiable than I am
inclined to think, much the same may be true in the context of interventional biomed-
ical research. And this is particularly so given the fear—supported by many bioethi-
cists and the subject protection industry—that any weakening of CRwould put us on a
slippery slope to Nazi-like or at least Tuskegee-like experimentation with human sub-
jects. It is true that people’s views can change. Same-sex marriage was not on the radar
screen20years ago, but is nowwidely accepted. Still, I do think that society’s viewabout
the importance of consent in interventional biomedical research is likely to witness a
significant change in the foreseeable future.

CONCLUSION
The major purpose of this article is to ask why we should require informed consent
to biomedical research. As an argumentative strategy to make progress on these (and
related) questions, I examined the case for the legitimacy of coercive participation in
interventional biomedical research. Many seem to think that it is obvious that coercive

97 Alan P. Wertheimer, In Defense of Compulsory Voting, in NOMOS XVI: PARTICIPATION in POLITICS 276–296
(James R. Pennock & JohnW. Chapman eds., 1975).

98 Aron Spital, Conscription of Cadaveric Organs for Transplantation: A Stimulating Idea Whose Time Has Not Yet
Come, 14 CAMB QHEALTHC ETHICS 107 (2005).
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participation would be wrong and that it is also obvious why that is so. I have argued
that the principle and its justificatory story are more complex and pluralistic. It would
be nice if we were able to ground CR or a ban on coercive participation in a simple
and uncontroversial ethical principle such as respect for persons or not treating people
merely as ameans or the sanctity of a line around ‘the body’. But if I am right, that is not
to be.

I have argued that ifweviewparticipation in interventional biomedical research as an
interaction between the state and the individual, then no straightforward argument for
regarding coercive participation as illegitimate or for requiring voluntary and informed
consent for participation in biomedical research can be made to work. We cannot get
to that view through the front door. But we can get there through the back door, by
seeing the claim that coercive participation is illegitimate as justified as a second-order
principle that is rooted in our lack of confidence that any institution has the capacity
to make reliable judgements as to when coercive participation is justified by first-order
moral principles. Indeed, the same strategy can justify treating all deviations from CR
as illegitimate in interventional biomedical research.

As I have argued throughout, it is the interventional dimension of research that is
crucial to the argument for CR, rather than the fact that any such intervention is un-
dertaken as research.We have already accepted—as we should—a regime in which a
great deal of non-biomedical research can take place without the informed consent of
participants. We simply do not believe that there is a strong presumption that it is un-
ethical to engage in research as such without the subject’s valid consent. Indeed, and
as I have noted above, we are prepared to conduct much biomedical research without
informed consent as in cluster randomized trials and perhaps in comparative effective-
ness studies when they do not involve biomedical interventions that would not occur if
the subjectswere not participating in research.And if the advocates for a learning health
care systemhave it right, these exceptions should grow in the coming years, particularly
given the possibilities of using ‘big data’ resources withmedical records, tissues, etc. Of
course, even if consent is not required inmany types of biomedical research, it may still
be morally desirable to obtain consent when it is practicable to do so. But the reasons
for seeking informed consent will fall far short of the reasons that are often advanced in
its defense.

If I am right, the need for consent in interventional biomedical research or, indeed,
in any form of research may have little to do with the fact that the interaction between
investigators and subjects is pursuant to generalizable knowledge. As an interaction be-
tween individuals (as opposed to an interaction between the state and individuals),
there are some actions we can undertake that affect others that do not require con-
sent and some that do. And we have to determine when and why consent is required.
We can do lots of things that have adverse effects on others without their consent, but,
as a general rule, we are not entitled to touch or invade another’s body without their
consent. The targets of such interventions should be informed of the purposes, risks,
and benefits of such interventions. Thus, they should be informed that the purpose of
the intervention is research—not so much because ‘it’s research’ and research is sub-
ject to special ethical principles. Rather, targets of such interventions should have the
information relevant to an intelligent decision—whatever the purposes of an interven-
tion. In addition, and as a general ethical principle, we are not entitled to ask others to
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spend time on our projects—whatever they are—without their undeceived consent,
whether or not our projects have anything to do with the development of generalizable
knowledge.

I am eminently aware that the argument I have given for requiring consent to in-
terventional biomedical research and for regarding coercive participation as illegiti-
mate will prove unattractive to many, as it is decidedly deflationary, inelegant, partially
consequentialist, institutional, and, dare I say, political. I understand the attractions of
Occam’s razor. But if I am right, the truth about CR and the legitimacy of coercive
participation is indirect, deflationary, inelegant, partially consequentialist, institutional,
and political.
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