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Preface

As T was finishing the manuscript for this book in 2020 the SARS-CoV-
2 pandemic was just beginning. As I write this preface, over 115 million
people worldwide and nearly 30 million Americans have been infected with
COVID-19. Although the United States accounts for less than 5% of the
world’s population, Americans make up one-fifth of the 2.5 million deaths
from COVID-19. As a philosopher who has worked on a range of ethical
issues regarding research and public health emergency response, I was con-
cerned that the United States was unprepared for a major disease outbreak.
As the pandemic has unfolded it has been a cascade of fears come true.

One of the central messages of this book is that when there is conflict
or uncertainty about how best to protect or promote individual or public
health, there is a moral imperative to expeditiously carry out research that
will provide the evidence and information necessary to ensure that thera-
peutic intent translates into clinical and public health benefit. Ignoring this
responsibility in the face of conflicting judgment and scientific uncertainty
and acting quickly from beneficent intent can lead to self-defeating practices.
This includes expending scarce time, effort, and resources on, and config-
uring health systems to deliver, interventions that are ineffective or positively
harmful. When large-scale efforts and confident public pronouncements
from partisan political figures are subsequently shown to have been based
on thin or faulty evidence and to have fallen short of their intended purpose,
public trust erodes at the very time when trust and cooperation are both in
the short supply and essential to effective pandemic response.

In contrast, the Randomised Evaluation of Covid-19 Therapy
(RECOVERY) trial in the United Kingdom represents a paradigmatic ex-
ample of the way that well-designed research can be used to structure pan-
demic response and to generate the evidence needed to quickly eliminate
unsafe or ineffective strategies and concentrate efforts on those with substan-
tive clinical value. Moreover, that study illustrates how the knowledge gener-
ated from scientifically sound and ethically responsible research constitutes
a public good. Healthcare institutions around the globe have altered their
practices in light of the evidence produced in that study, enabling them to be
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more effective at advancing patient interests and more efficient in their use of
scarce resources.

In a very real sense, the current pandemic illustrates the way that scien-
tifically sound and ethically responsible research constitutes a key tool for
responding to uncertainty and generating the causal knowledge that a wide
range of actors require in order to discharge key social responsibilities. One
of the core claims of this book is that research of this kind is not a morally
optional undertaking. The claim that community members have to a social
order that protects and advances their ability to pursue a reasonable life plan
grounds an imperative to carry out the research needed to effectuate these
goals in practice.

In the United States, our reluctance to embrace this idea is rooted in a
complex mixture of historical precedent and philosophical argument. We
are haunted by the prospect that any imperative to carry out research to ad-
vance the common good will inevitably also justify abrogating the rights and
welfare of study participants. This specter takes many forms and appears
in many different arguments in research ethics. One goal of this book is to
show that scientifically sound research and respect for the rights and welfare
of individuals are not mutually exclusive. More strongly, the same concern
for the common good that grounds an imperative to conduct scientifically
sound research in the face of uncertainty and conflicting judgment grounds
an equally strong imperative to ensure that this undertaking is organized on
terms that respect its various stakeholders’ claim to be treated as free and
equal persons.

Defending this conception of the common good and the imperatives
that it grounds involves understanding research as a social undertaking.
This social undertaking is a division of labor between a much wider array of
stakeholders than are typically discussed in research ethics. This division of
labor often involves important social institutions and produces information
that these institutions need in order to discharge their proper social function.
As a result, both the ends that research seeks to advance and the means that
stakeholders use to advance those ends are ineluctably connected to funda-
mental considerations of justice.

Although the core claims of this book are centrally relevant to practical
problems we are facing in the current pandemic, it is primarily focused on
the philosophical foundations of research ethics. The content of the book is
drawn from papers I have published over more than two decades. My goal has
been to reorganize those ideas into a single narrative that provides a unified
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and coherent approach to a set of fundamentally philosophical problems that
lie at the foundation of an inherently practical undertaking.

My hope is that the book as a whole will be of interest to a wide audi-
ence even if significant portions of that audience may not be interested in
the whole book. There are places in various chapters where the philosoph-
ical arguments are dense, and I have tried to elaborate complex material with
care. Readers from research ethics may be surprised to see so much attention
paid to abstract questions of justice and comparatively little attention paid
to practical problems surrounding informed consent. But my hope is that
the rationale for this change in emphasis will be clear, that philosophically
minded readers will appreciate these connections and that more practically
minded readers will be content to follow their broad outlines.

Similarly, research ethics in the United States is a practical undertaking
that arose in a particular historical context profoundly shaped by revelations
of scandal and abuse. In chapter 2 I have tried to situate the core problems
addressed in the book within a larger historical and conceptual context, rec-
ognizing that I am not a historian and that my presentation of that mate-
rial is necessarily selective. My hope is that this material will be informative
for readers who need this background and not too tedious for specialists.
Balancing the challenge of writing across disciplines, engaging fundamen-
tally philosophical arguments, and demonstrating their relevance to a very
practical undertaking has been alesson in humility.

Finally, I want to emphasize that my goal in the present work is to artic-
ulate a new vision for the philosophical foundations of research ethics. To
motivate the need for this project, I identify and elaborate fault lines running
through the current foundations of research ethics. These fault lines appear
in arguments in both domestic and international research. My positive goal
is then to articulate an alternative vision that moves issues of justice from the
periphery of the field to the very center. This alternative has the advantage
of providing a unified and consistent foundation that makes salient the re-
lationship between research and the larger purposes of a just social order. In
this framework the harms and the wrongs of neglect and injustice can be ar-
ticulated with the same salience as the various threats to participant interests
that currently dominate the field.

My goal is to persuade readers that the approach I defend in this book
represents a fertile foundation for the field—a better self-understanding and
a better foundation for further inquiry. In that sense, the book is not a recipe
for dealing with every thorny problem in research ethics. In fact, one goal
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of the book is to expand both the scope of problems that are seen as falling
within the purview of the field and the range of actors whose conduct should
be the subject of ethical assessment. Rather than a detailed blueprint, this is
an invitation to embark on the process of dealing with old problems and a
wide range of new problems from a new starting place in which the social na-
ture of research and its legitimate role in a just social order are central.
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Socrates: If we could watch a city coming to be in theory, wouldn't
we also see its justice coming to be, and its injustice as well? . . .
I think a city comes to be because none of us is self-sufficient, but
we all need many things. Do you think that a city is founded on
any other principle?

Adeimantus: No.

Socrates: And because people need many things, and because one
person calls on a second out of one need and on a third out of
a different need, many people gather in a single place to live to-
gether as partners and helpers. And such a settlement is called a
city. Isn’t that so?

Adeimantus: It is.

Socrates: And if they share things with one another, giving and
taking, they do so because each believes that this is better for
himself?

Adeimantus: That’s right.

Socrates: Come, then, let’s create a city in theory from its beginnings.
And it’s our needs, it seems, that will create it.

—Plato, Republic (Book II, 369b-c)

Political justice means justice as between free and (actually or pro-
portionately) equal persons, living a common life, for the pur-
pose of satisfying their needs.

— Aristotle, Nicomachean Ethics (V.vi.4)






PART I

DOES RESEARCH ETHICS REST
ON A MISTAKE?






1

Introduction

1.1 Neglected Foundations

The philosophical foundations of research ethics are underdeveloped and
riven with fault lines that create uncertainty, ambiguity, and disagreement.
The goal of this book is to rethink these foundations and to articulate an al-
ternative in which research is recognized as a collaborative social activity
between free and equal persons for the purpose of producing an important
social good. Research is a collaborative activity, in part, because it requires the
cooperation of a wide range of stakeholders, often extended over time, and
often mediated and facilitated by basic social institutions. These institutions
impact the rights and welfare of community members and employ a range
of scarce social resources. The information that research produces is a so-
cial and a public good because it constitutes the evidence base on which a
range of stakeholders rely to make decisions that impact the rights and wel-
fare of individuals and that influence the capacity of basic social institutions
to safeguard the health, welfare, and rights of persons. It is my contention
that research with human participants is thus connected to social purposes
of sufficient moral weight that they ground a moral imperative with two
aims. The first is to promote a research enterprise that produces information
that bridges important gaps between what I refer to as the basic interests of
community members and the capacity of the basic social institutions in their
community to safeguard and advance those interests. The second is to ensure
that, as a voluntary scheme of social cooperation, the research enterprise is
organized on terms that respect the status of its many stakeholders, espe-
cially study participants, as free and equal.

Defending every aspect of this vision is a larger project than I can complete
here. As a result, my main constructive goal is to show that the conception
of research ethics articulated here is coherent, that it dissolves or addresses
deep tensions at the foundation of orthodox research ethics, and that it
places many existing norms and practices on a firmer foundation while fruit-
fully expanding the purview of the field. It accomplishes these goals, in part,
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by understanding the research enterprise as a voluntary scheme of social co-
operation that both calls into action the basic social structures of a commu-
nity and generates the information on which elements within these social
structures rely to advance the basic interests of the community members
whose life prospects they shape and influence. As a result, this framework
foregrounds issues of justice and fairness that have been neglected within or-
thodox research ethics.

To establish the need for this constructive project, the main critical goal
of this book is to highlight flaws in the conceptual foundations of contempo-
rary research ethics and to illustrate how they threaten to undermine some
of the hard-won progress the field has achieved in only a few decades. These
flaws are powerfully illustrated in chapter 3 by a series of arguments that
are forged out of the foundational values and principles of research ethics,
but which effectively undermine a wide range of common requirements
that those foundational values are seen as grounding. These arguments re-
veal a conceptual instability that calls into question the coherence of current
requirements and practices. Examining these tensions also reveals arbi-
trary and often unhelpful limits on the scope of issues that are seen as falling
within the purview of the field and on the set of conceptual resources that are
used to address them.

In §1.2 I briefly outline eight problematic commitments that shape the
conceptual ecosystem of orthodox research ethics and that are discussed at
greater length in chapter 2. By the “conceptual ecosystem” I mean the inter-
connected set of often tacit assumptions that structure the field in the sense
that they determine the scope and limits of its purview, the stakeholders
whose conduct warrants assessment and oversight, and the terms in which
core problems are framed and out of which possible solutions can be crafted.
It is against this background set of assumptions that certain ways of formu-
lating problems appear salient or intuitive, certain values appear relevant,
and certain strategies for resolving problems appear promising and ap-
pealing or irrelevant and inauspicious. Whether they are explicitly stated or
tacitly assumed, these eight commitments often reinforce one another and
make certain views seem natural and intuitive. Their influence in orthodox
research ethics is a recurring theme throughout the book, and it is my con-
tention that we should reject all of them.

Starting in §1.3, the rest of the chapter provides a detailed summary
of the core components of the positive program I defend in subsequent
chapters. My hope is that this introduction will highlight some of the key
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respects in which the positive program that I defend here departs from or-
thodox research ethics and that it will provide a useful roadmap to the main
contributions in subsequent chapters of the book.

1.2 Eight Problematic Commitments
1.2.1 An Inherent Dilemma

In this section I outline eight problematic commitments that shape the con-
ceptual ecosystem of orthodox research ethics. One goal of this section is
to make these commitments explicit so that it is easier to identify when
they emerge in subsequent chapters and to track their influence on a range
of issues. Another goal is to bring the outlines of my positive program into
sharper relief by explicitly stating some of the often tacitly held positions that
it rejects.

First, research ethics has been shaped both practically and conceptually
by the widespread perception that there is a fundamental moral dilemma in-
herent in research involving human participants. This dilemma is expressed
in various terms in different contexts. During formative debates that shaped
the foundations of the field—discussed in chapters 2 and 4—it was framed
as a conflict between the good of the individual versus the common good.
In the discussion of high-profile cases of abuse or in guidance documents—
discussed in chapters 2 and 5—it is cast as a conflict between respect for the
sanctity of the individual versus concern for humanity and the science that
will improve the lives of large numbers of future people. In conversations
about the reasonableness of research risks—discussed in chapters 5 and 6—it
is framed as a conflict between the clinician’s duty of personal care and the
utilitarianism of the research enterprise.

The idea that research with humans involves a deep moral dilemma helped
to shape the origins of the field because it structured the way that both
proponents and critics of research oversight framed what was at stake. Early
critics of research oversight often treated medical research as an activity with
a larger social purpose and argued that this larger social purpose created
an imperative to promote research in order to advance the common good.
However, because they saw the relationship between the common good and
the good of individuals as one of direct conflict—in which efforts to advance
one good necessarily required compromising the other—the early critics
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of research oversight often asserted that the research imperative grounded,
if not a duty to override the rights and welfare of individuals, then at least
a moral permission to do so. As Walsh McDermott notoriously claimed,
“When the needs of society come into headlong conflict with the rights of an
individual, someone has to play God” (1967, 39).

In chapter 2 I show that proponents of research oversight and regulation
tended to accept this way of framing the problem at least to the extent that
they shared the assumption that if appeals to the common good grounded
a moral imperative to carry out research with humans, then this impera-
tive would license the abrogation of individual rights and interests. Whereas
researchers like McDermott regarded playing God as a part of their rightful
social responsibility, proponents of research oversight sought to erect for-
midable deontological bulwarks around the rights and interests of study
participants to protect them from overreach.

The most influential of the early proponents of research oversight, Hans
Jonas (1969), went the furthest. He too accepted the claim that if there is a
social imperative to conduct research with humans grounded in its ability to
advance the common good then it would have sufficient moral force to over-
ride the rights and interests of study participants. But Jonas made the bold
claim that the antecedent of the conditional is false. In other words, Jonas
rejected the claim that research advances the common good and argued that
there is thus no social imperative to conduct research with humans. Making
this move severed the connection between research with humans and mor-
ally weighty purposes that might ground a moral imperative of sufficient
weight to override the rights and interests of individuals.

1.2.2 From Social Imperative to Private Transaction

The second commitment that shapes the conceptual ecosystem of orthodox
research ethics is that it tends to treat the research enterprise as a morally
optional activity of private parties. In chapter 2 I argue that, to some de-
gree, this attitude reflects the success of Jonas’s argumentative strategy—
if research is not tied to the common good and a moral imperative in the
public sphere, then it must be an undertaking in the private sphere that
advances more parochial ends. But this attitude likely also reflects the highly
pragmatic nature of research ethics and the fact that in the United States it
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emerged as a distinctive field of inquiry in response to revelations of scandal
and abuse at places like Tuskegee, Willowbrook, or the Jewish Chronic
Disease Hospital.

Chapter 2 provides a brief introduction to some of the institutions, pol-
icies, and regulations created in the wake of these revelations of abuse and
suggests that they have contributed to what I refer to as the parochialism
of the field. This includes a relatively narrow conception of who the key
stakeholders in research are, of the purview of research ethics, and of the
terms in which problems in this space are formulated and in which their
resolutions are to be crafted.

1.2.3 Two Main Stakeholders

A third aspect of the conceptual ecosystem of orthodox research ethics
reinforces the parochialism of the field by framing the moral epicenter
of research as falling within what I call the IRB triangle, namely, the dis-
crete interactions of researchers and participants that are reflected in study
protocols; informed consent forms; and that are evaluated by an Institutional
Review Board (IRB), sometimes referred to as a Research Ethics Board (REB)
or a Research Ethics Committee (REC). If research has a deep moral connec-
tion to a network of social purposes that constitute the common good, then
the boundaries of the field cannot be so narrowly constrained. If nothing
else, there would have to be some consideration of whether the initiatives and
programs that are funded are aligned with and likely to advance these larger
social purposes, and such considerations would be likely to implicate the ac-
tivities of a much wider range of stakeholders. Severing research from these
larger social purposes and treating the IRB as the primary focus for moral
evaluation limits the focus of the field to issues that arise from the review of
individual study protocols and that revolve around the discrete interactions
of researchers and study participants.

Treating the IRB triangle as the moral epicenter of research ethics has a
number of consequences. In chapters 4 and 7 I show how it treats the ac-
tivities of a range of stakeholders as falling outside the purview of the field.
This includes stakeholders who exert influence on research prior to the for-
mulation of individual protocols or after individual studies are complete. In
chapters 4, 7 and 8 I focus specifically on how it encourages the view that
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the primary moral concerns in the field arise within one-time or single-shot
interactions between private parties and that the primary, if not the exclu-
sive, focus of research ethics is on the terms that IRBs use to regulate these
interactions. This focus is inadequate, in part, because there are a range of
ethical issues that fall squarely within the nexus of concerns that are recog-
nized in orthodox research ethics that simply cannot be addressed through
the evaluation of individual protocols (§4.9). More fundamentally, as I show
in chapters 2, 4, 7, and 8, this frame obscures the extent to which research
is a cooperative social endeavor, extended over time, involving numerous
parties, and that the regulation of this activity is an exercise in what eco-
nomics calls mechanism design—the design of institutions and rules that
regulate the conduct of multiple stakeholders and that fundamentally shape
the strategic environment in which they interact. This strategic environment
includes the goals they are likely to pursue, the constraints on their pursuit,
and the incentives that are used to shape stakeholder conduct.

1.2.4 Research as Functional Role

Fourth, the parochialism of orthodox research ethics has been nourished by
a tendency to conceptualize research in functional terms. In other words,
research ethics tends not to treat research as a social activity involving the
distribution of labor across multiple stakeholders over long periods of time.
Instead, it treats research as a function—a set of goals and purposes—that an
individual adopts or pursues, often in contrast to the goals and purposes that
are treated as definitive of clinical medicine.

This functional understanding of research helped to facilitate research
oversight by demarcating when a particular individual is acting as a care-
giver versus when they are acting as a researcher. In chapter 2 I show how
early scandals that shaped the development of the field involved researchers
using prerogatives that they enjoyed by virtue of their role as caregiver to
advance the ends of research. So, it was useful to demarcate the role of care-
giver as making decisions around the goal of advancing the medical best
interests of the individual patient while demarcating the role of researcher
as making decisions around the goal of generating generalizable scien-
tific knowledge. Conceptualizing research in these terms also allows it to
be represented as an activity that fits neatly within the bounds of the IRB
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triangle. Although this has a certain practical utility, it reinforces a view of
the field in which larger social connections, including issues of justice, are
difficult to make salient.

In chapter 5 I show how this way of framing matters reinforces the per-
ception that there is an ineluctable dilemma at the heart of research. When
research and medical care are understood functionally, they are treated as
two sets of goals, purposes, and constraints that are adopted by a single deci-
sion maker. Because these goals and constraints are conceptually or logically
distinct, they appear to make incompatible demands on the individual pro-
fessional. If the same decision maker cannot simultaneously maximize what
are represented as competing and incompatible demands, then there appears
to be a deep dilemma at the heart of research ethics. This idea has played a
significant role in structuring discussions of risk in research including the
formation of the concept of equipoise and discussions of its strengths and
weaknesses.

1.2.5 Two Dogmas of Research Ethics

This functional treatment of research and medicine is closely connected to a
fifth feature of the conceptual ecosystem of orthodox research ethics, namely,
the widespread acceptance of what I refer to in chapter 5 as two unques-
tioned dogmas of research ethics. The first is that the fundamental norms in
this domain are grounded in, and derive from, the role-related obligations
of medical professionals. In particular, to be a clinician is to occupy a social
role that is defined by a singular commitment to advancing the medical best
interests of the individual patient. The second is that research is an inherently
utilitarian activity. To be a researcher is thus to occupy a social role defined
by a singular commitment to advancing the ends of science.

Conceptualizing research this way allows it to fit neatly into the confines
of the IRB triangle without having to appeal to larger social relationships or
obligations, facilitating the practical goals of research oversight. But under-
standing research and medical practices as goals and ends that are adopted by
individuals, abstracted away from any larger division of social labor, makes
it appear almost true by definition that research generates a thorny social di-
lemma by requiring compromises to individual welfare that are inconsistent
with the individual clinician’s fiduciary duty of care.
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1.2.6 Paternalistic Foundations

The sixth feature of research ethics I want to call into question is the wide-
spread perception that its central purpose and normative justification are
fundamentally paternalistic. Against the background assumption of an in-
herent conflict between the interests of study participants and the goals of
science, research ethics is naturally portrayed as having one moral purpose—
to protect potential and actual study participants from harm or abuse at
the hands of researchers. Outside oversight is required because research
activities are seen as inherently in conflict with the best interests of study
participants and because the complexities of research make it difficult, if not
impossible, for study participants to effectively safeguard their own interests.

In chapter 7 I show how understanding the purpose and justification for
research ethics in fundamentally paternalistic terms plays a critical role in
shaping which issues fall within the scope and purview of research ethics. If
the reason for the existence of this field is to protect the rights and interests
of study participants, then issues that cannot be cast in terms of safeguarding
the interests of study participants are invisible, or must be shoehorned into
such terms in order to be seen as relevant. Once again, which questions re-
search addresses, which methods are used to answer those questions, where
research takes place, and how the information generated from this process is
later used must either be cast as issues related to study participant welfare or
be treated as falling outside of the purview of the field.

1.2.7 Justice without Social Institutions

The seventh feature of orthodox research ethics, illustrated in chapter 2, is a
conceptual ecosystem in which considerations of justice have almost no sub-
stantive role to play. This is ironic in two ways. First, influential documents in
research ethics, such as the Belmont Report (discussed in detail in chapter 2),
list justice as one of the core values or principles of research ethics, alongside
respect for persons and beneficence. There it is also recognized that injus-
tice can arise from the way research is embedded in larger social systems.
For example, the Belmont Report states that “whenever research supported
by public funds leads to the development of therapeutic devices and
procedures, justice demands both that these not provide advantages only to
those who can afford them and that such research should not unduly involve
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persons from groups unlikely to be among the beneficiaries of subsequent
applications of the research” Second, as the philosopher John Rawls (1971,
3) famously said, justice is the “first virtue of social institutions” and research
is a social activity that involves a complex division of social labor, carried out
over time, often with the participation of important social institutions, and
often with the goal of improving the capabilities of actors or agents within
those social institutions.

But when research is understood in purely functional terms, and the moral
epicenter of the field is located in discrete interactions between researchers
and participants, considerations regarding the terms on which important so-
cial institutions operate fall entirely outside the purview of the discipline. For
example, there is no discussion in the Belmont Report about how the use of
public funds should shape the priorities for, or nature of, the research that is
carried out with those funds. There is a tacit assumption either that research
always produces socially valuable knowledge, or that forces external to re-
search ethics—such as the profit motive of firms, the desire for credit on the
part of researchers, or some larger humanitarian impulse on the part of each
of these parties—are sufficient to ensure that public funds are directed to so-
cially valuable purposes. Notice, however, that if those funds are instead used
to support research that is lucrative for firms but lacks social value then the
requirement quoted previously from the Belmont Report would entail, per-
versely, that the use of public funds requires that this low-value intervention
ought to be made available to those who are unable to pay for it, presumably
through some form of social subsidy. This is perverse to the extent that it
would require scarce resources to be directed at the purchase and delivery of
an intervention that generates revenue for a private actor without producing
sufficient social value to warrant its provision.

Although tensions of this sort are often not salient in the context of do-
mestic research, they emerge with powerful force when we turn to research
that is sponsored and conducted by entities from high-income countries
(HICs) but carried out in communities from low- or middle-income coun-
tries (LMICs). As we see in chapters 3 and 8, guidelines governing interna-
tional research stipulate a range of requirements that implicate the activities
of a broad set of stakeholders and that are grounded in the value of justice.
One of these requirements holds that research that is carried out in LMICs
must be responsive to the health needs and priorities of host communities.
Another holds that prior to the initiation of such research, a wide range
of stakeholders must agree to the terms on which the fruits of successful
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research will be made reasonably available to members of the host commu-
nity. Without a conception of justice as a value that governs the operation
of social institutions and their effects on the rights, liberties, and interests
of community members, research ethics has struggled to provide consistent
justifications for and interpretations of these requirements.

International research represents a context in which it is clear that pow-
erful parties can influence the conduct of research to advance their own
interests to the detriment of other stakeholders, including the communities
that host such research and the individuals who participate in it. But when
research is understood in functional terms, divorced from a larger division
of social labor involving diverse parties with their own often quite powerful
parochial interests, the field struggles to articulate the moral purpose of re-
search and, with this, the reasons that it is a moral wrong to co-opt the re-
search enterprise to advance the parochial interests of powerful parties.
Without established criteria for connecting the research enterprise to some
larger social purpose—to some notion of the common good—it is difficult
to hold these diverse parties accountable for advancing, or subverting, such
larger social purposes.

1.2.8 Reducing Justice to Mutually Beneficial Agreements

Finally, stripped of a diverse set of actors whose activities are morally be-
holden to some larger set of social purposes, I show in chapters 2 and 8 how
research ethics has operationalized justice in terms that reduce it to the satis-
faction of the other values that come to function as the twin pillars of research
ethics—respect for persons and beneficence. The pragmatic desire to avoid
controversial philosophical questions about the nature of justice encourages
the tacit acceptance of what I refer to as the minimalist approach to justice.
On this view, justice is a function of beneficence and respect for autonomy
in the sense that discrete transactions between researcher and participants
are regarded as just if they are mutually beneficial and freely undertaken.
Although this allows issues of justice to be formulated in a way that fits neatly
within the confines of IRB deliberations, reducing justice to a function of the
other pillars of research ethics severs important connections between the re-
search enterprise and the institutions of a decent social order.

The allure of this kind of view has been felt most keenly in the context of
international research where an approach to the evaluation of cross-national
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clinical trials with many of these features has been articulated under the
banner of the “fair benefits” approach (Participants 2002, 2004). The way
that this view follows naturally from core commitments of orthodox re-
search ethics is discussed in chapter 8. Proponents have advocated for this
approach on the basis of its ability to satisfy a set of intuitive requirements
such as ensuring that benefits to participants and host communities increase
as the burdens of research increase, that benefits to sponsors should in-
crease as the benefits to others increase, and that the benefits various parties
receive should track their relative contributions to research. Even if these
are regarded as ethically appropriate constraints on international research,
I argue that there are no grounds to think that the fair benefits approach will
jointly satisty these requirements and that there are compelling reasons to
believe that the fair benefits approach will operate in practice in ways that
flout each of these requirements.

International research has been at the epicenter of protracted and some-
times divisive debates in research ethics for more than three decades. One
reason for this is that the parochialism of orthodox research ethics relied
heavily on tacit assumptions about the way that domestic research would
connect to a set of domestic institutions and practices whose governance and
regulation are treated as falling outside of the scope of the field. When bio-
medical research began moving in volume from HICs of the Global North to
LMICs of the Global South, many of these tacit assumptions could no longer
be maintained. As a result, research ethics struggled to find ways to align
its overriding focus on ethical issues that arise within the IRB triangle with
highly salient concerns about the way that research in settings of deprivation
and injustice can be morally problematic. These struggles are discussed in
chapters 2 and 8.

The allure of the fair benefits approach, as well as the problems that it
faces, stem from tensions latent in the problematic commitments of or-
thodox research ethics that I have summarized here. The depth of these
tensions is illustrated dramatically in chapter 3 in provocative work by
Alan Wertheimer. In particular, Wertheimer has argued that even if cer-
tain transactions in research are unfair, unjust, or exploitative they should
not be prohibited. Instead, “there should be a very strong presumption in
favor of principles that would allow people to improve their situations if
they give appropriately robust consent, if doing so has no negative effects
on others, and this even if the transaction is unfair, unjust, or exploitative”
(Wertheimer 2008, 84).
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Although the position that Wertheimer articulates is unlikely to garner
significant support in the mainstream research ethics community, its philo-
sophical relevance should not be underestimated. Wertheimer’s view draws
on core assumptions of orthodox research ethics, but from these assumptions
it derives conclusions that undermine the field’s paternalism and a range of
requirements that are typically seen as grounded in this normative founda-
tion. In particular, Wertheimer’s view adopts the near exclusive focus on the
relationship between researchers and participants that typifies orthodox re-
search ethics. It treats the relationship between these parties as largely pri-
vate, unmoored from larger social purposes and the imperatives they might
ground. Instead, it emphasizes the fundamental importance of the twin
pillars of research ethics—namely, the voluntary and informed consent of
participants and beneficent concern for welfare understood as requiring a
mutually beneficial distribution of a potentially wide range of benefits and
burdens.

In effect, Wertheimer uses the core commitments of orthodox research
ethics to undermine the deontological bulwarks that are a hallmark of the
field. Without a social imperative to conduct research, researchers have
broad discretion about whether and with whom to partner in conducting
clinical trials. In such a context, strong norms against exploitation, or other
forms of unfair, unjust, or disrespectful treatment effectively erect a barrier to
conducting studies among desperately needy people by raising the “cost” of
conducting such studies. If researchers decide to take their studies elsewhere
(depriving potential participants of the associated benefits), this safeguards a
vulnerable population from exploitation and unfairness but leaves them prey
to the ravages of lethal neglect. But if desperate individuals prefer, and so
would choose, exploitative or unfair but beneficial interactions to potentially
lethal neglect, then Wertheimer’s position—that we ought not to prohibit
exploitation even if it is morally wrong—follows from the two values that
remain as the pillars of traditional research ethics, namely, beneficence and
respect for autonomy. If there is something morally suspect with this con-
clusion then it reflects a deeper problem with the way the core commitments
of orthodox research ethics have evolved in the conceptual ecosystem I de-
scribe here.

Wertheimer’s revisionist arguments highlight a deep tension in research
ethics between the way it balances three moral pitfalls. The first pitfall involves
sanctioning neglect. For Wertheimer, erecting deontological barriers around
the interests of people who are in desperate situations may protect them from
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wrongdoing, but it leaves them vulnerable to poverty and disease. The second
pitfall involves sanctioning wrongdoing. Orthodox research ethics errs on
the side of neglect because of the worry that connecting research to larger
social purposes will involve sanctioning wrongdoing in the name of social
progress. In contrast, Wertheimer defends permitting some wrongdoing in
order to allow desperate people to advance their interests in the face of po-
tentially lethal neglect. The third pitfall is that it is unfair to saddle a narrow
range of stakeholders with overly demanding moral requirements. This con-
cern is evoked with special intensity by the prospect that if research ethics
requires researchers and sponsors to rectify larger injustices in the world,
then it will simply lead them to avoid research in LMICs, consigning more
people there to the ravages of neglect.

The eight views just discussed represent sometimes explicit but often
tacit presuppositions of orthodox research ethics. They provide the intellec-
tual background that sets the terms in which problems are articulated, the
parameters on what an acceptable resolution will look like, and the nature of
the considerations that are germane to analysis and reasoning. It is my con-
tention that each of these positions is problematic and the positive program
I outline in this book rejects them all.

1.3 The Common Good and a Just Social Order
1.3.1 The Basic Interest Conception of the Common Good

The positive program that I defend here understands research as a scheme
of social cooperation that is one small element within a much larger divi-
sion of labor. In chapter 4 I argue that the role of this larger division of social
labor in a just social order is to advance the common good, understood not
as the preservation or perfection of the community as an aggregate entity,
but as a set of interests that are shared by all persons. In particular, although
individuals in a diverse society are likely to embrace different and potentially
conflicting conceptions of the good and to find fulfillment in the pursuit of
widely different activities, every person can recognize themselves as sharing
amore basic or generic interest in being able to form, pursue, and revise a life
plan of their own.

To say that a just social order advances the common good, on this concep-
tion, is to say that its basic institutions—its social, political, legal, economic,
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and health-related institutions—are organized on terms that secure and ad-
vance the basic interests of that community’s members. This conception of
the common good thus dovetails with a conception of justice as primarily
concerned with the regulation of social institutions, and in chapter 4 I show
that this conception of the common good can be formulated within a range
of social and political theories that begin from different starting points and
cash out its implications within different intellectual and political traditions.

1.3.2 Free and Equal Persons

The basic interests of persons play a dual role in shaping the terms on which
the basic structures of a decent social order can operate. In particular, they
help to define the social goal that these institutions are required to advance
and the constraints under which they are required to advance those goals.
This is because they define the respect in which individuals in a diverse so-
ciety have a claim on one another to be treated as morally free and equal.

Roughly speaking, to say that persons are morally equal is to say that they
each have a deep and abiding interest in being able to formulate, pursue, and
revise a life plan of their own and that, relative to this interest, there are no
grounds for promoting the interests of one person over another. Similarly,
the claim to be treated as morally free is understood as a social claim to the
physical, social, environmental and other conditions that are necessary to
have the real ability to exercise these interests in practice without the arbi-
trary or unwarranted interference from others.

As a result, justice and fairness require that the basic norms and
institutions in a community strive to advance the basic interests of every
community member with equal efficacy and efficiency. They also require that
efforts to advance these ends must be consistent with respect for the freedom
and equality of the community members who take on the responsibility of
advancing these goals or whose interests are implicated in their efforts.

1.3.3 Reconnecting to Social Institutions
A wide range of social institutions affect the ability of individuals to function

as free and equal persons. In part, this is because the capacity of individuals
to formulate, pursue, and revise an individual life plan can be thwarted by a
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range of threats. These threats include poverty and various forms of indif-
ference or antipathy as well as sickness, injury, and disease. But the ability of
social institutions to fill this role depends on the quality of the information
that they possess about the sources and nature of such threats and the likely
effects of alternative strategies, policies, or interventions for addressing them.

On the view I defend here, the research enterprise is also understood on
fundamentally social terms. It is a division of social labor between a diverse
range of stakeholders that requires the exercise of social authority and the
utilization of social resources in order to fulfill a distinctively social pur-
pose. I argue that the moral purpose of this social enterprise is to generate the
knowledge and the means necessary to enable the basic social institutions
of a community to effectively, efficiently, and equitably secure and advance
the basic interests of their respective members. In the context of health,
this means that the social function of the research enterprise is to generate
the knowledge and the means necessary to enable the institutions of public
health and clinical medicine to secure and advance the basic interests of
community members from health-related threats.

1.3.4 Producing a Unique Public Good

Although research may be a conduit for a wide range of benefits, and different
actors may be drawn to some of these benefits more than others, the pursuit
of these various benefits must not compromise the ability of this scheme of
social cooperation to produce a unique social and public good. This good is
the knowledge that is required to bridge shortfalls or gaps in the ability of the
basic social institutions of a community to safeguard and advance the basic
interests of its members.

This knowledge is a unique good in the sense that it often cannot be gen-
erated by other means. It is a public good in the sense that it is nonrival and
non-excludable. It is nonrival in that its use by one party does not hamper
the ability of others to use it. It is non-excludable in that it is difficult to pre-
vent others from using this information once it has been discovered and
disseminated.

It is also a social good in the sense that a wide range of stakeholders rely
on it to discharge important social responsibilities. Policy makers in govern-
ment, health systems, and the public or private mechanisms that commu-
nities use to pool risk and share resources (such as insurance agencies) rely
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on this information to make decisions that implicate how scarce resources
are allocated. These decisions impact the effectiveness, the efficiency, and the
equity with which basic social systems address the needs of the stakeholders
who rely on them.

Additionally, health systems, public health experts, clinicians, and other
providers rely on this information to understand health needs, to determine
the relative merits of alternative strategies for addressing these needs, and to
make decisions that impact the ability of individuals to exercise the capaci-
ties they need to form, pursue, and revise a life plan in practice. Patients and
community members rely on this information to understand their health
status, to understand the nature of various threats to that status, and to make
momentous decisions that impact their ability to exercise their basic interest.
The character and quality of this information is also a critical input into fu-
ture research. It constitutes the knowledge base used to formulate hypotheses
about the pathophysiology of disease and to identify targets and strategies for
diagnoses or intervention.

1.4 The Egalitarian Research Imperative

In chapter 4 I argue that the relationship between the information that re-
search produces and the ability of basic social institutions to safeguard and
advance the basic interests of community members grounds what I call the
egalitarian research imperative:

The Egalitarian Research Imperative: There is a strong social imperative to
enable communities to create, sustain, and engage in research understood
as a scheme of social cooperation that respects the status of stakeholders as
free and equal and that functions to generate information and interventions
needed to enable their basic social systems to equitably, effectively, and ef-
ficiently safeguard and advance the basic interests of their constituent
members.

This imperative is egalitarian in two respects. First, it is grounded in the
goal of ensuring that the basic social structures of a community have the
knowledge and the means necessary to secure and advance the basic interests
of community members. These interests define the respect in which com-
munity members have a claim to equal moral regard. Second, the division of
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labor through which these goals are advanced must themselves respect the
status of individuals as free and equal.

To secure the cooperation of such diverse stakeholders over time,
this enterprise must be justifiable to its various stakeholders as an avenue
through which they can advance the common good without being sub-
ject to forms of treatment that deny or compromise their status as free and
equal. Understanding research as a voluntary scheme of social cooperation
among free and equal persons entails that strong norms of respect are not
external constraints on this activity. They are integral, enabling components.
Together, the arguments in chapter 4 show that a moral imperative to carry
out important research with humans can be grounded in a conception of the
common good that does not license the abrogation or the denigration of the
status of study participants or other stakeholders in this enterprise.

1.5 The Integrative Approach to Risk Assessment
1.5.1 Dissolving the Dilemma

The argument in chapter 4 undermines the claim that embracing an impera-
tive to conduct socially valuable research necessarily requires compromising
the rights and welfare of individual participants. Nevertheless, such an ab-
stract, philosophical claim may appear untenable in practice since research
participation is widely viewed as antithetical to the interests of individual
participants. In fact, the idea that research is an inherently utilitarian under-
taking, requiring that the welfare of study participants be weighed against
and traded off for benefits to future patients, is so intuitive that it constitutes
an unquestioned dogma of research ethics.

Chapter 5 illustrates how some of the common commitments of orthodox
research ethics outlined in §1.2 structure the perception that study partic-
ipation poses a moral dilemma for study participants and for clinicians.
This chapter introduces the concept of equipoise and shows why the most
common and intuitive way of formulating this concept is also doomed to
failure. In particular, its earliest proponents regarded it as a way to use the
norms and duties that are treated as definitive of the doctor-patient relation-
ship to constrain the inherent utilitarianism of the research enterprise. But
within the conceptual ecosystem of orthodox research ethics, this position is
unworkable.
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Chapter 5 carefully examines a progression of arguments that purport to
show that research with humans requires a compromise or sacrifice of partic-
ipant welfare. This includes the claim that research participation has the form
of a coordination problem known as the prisoner’s dilemma. In each case
I argue that these arguments rest on questionable presumptions and often
reflect an overly paternalistic conception of the norms of clinical medicine
and an overly narrow conception of individual welfare. Ultimately, I argue
that these arguments fail. At the social level, this means that research can be
organized in a way that does not give rise to a prisoner’s dilemma.

Instead, I argue that if organized on the terms I defend here, research par-
ticipation has the structure of a strategic interaction known as a stag hunt—a
coordination problem in which it is rational for individuals to participate as
long as they are convinced that doing so will produce information that is suf-
ficiently valuable and that enough others will be willing to participate that
studies will function as planned. One of the overarching themes of the rest of
the book is that we should reject the idea that research ethics and oversight is
a fundamentally paternalistic undertaking and instead see their purpose as
creating an institutional and social order in which participants are justified
in seeing research as an avenue through which they can help to produce an
important public good.

1.5.2 The Principle of Equal Concern

In chapter 6,1 defend what I call the integrative approach to risk management.
This approach is integrative in the sense that it seeks to reconcile respect for
the basic interests of study participants with the social goals of producing sci-
entifically sound and socially valuable evidence. The integrative approach is
grounded in the following principle of equal moral concern:

Principle of Equal Concern: As a necessary condition for ethical permis-
sibility, research with humans must be designed and carried out so as not to
undermine the standing of any research participant as the moral and political
equal of their compatriots, by either knowingly compromising participant
basic interests or by showing less care and concern for their basic interests
than the interests of those the research is intended to serve.

When this condition is satisfied, free and equal persons have credible so-
cial assurance that research participation offers an avenue for contributing
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to the common good without making participants subject to neglect, abuse,
or domination at the hands of the other stakeholders on whom the research
activity depends.

The integrative approach articulates three criteria that give the principle
of equal concern greater operational clarity and a set of practical tests for
determining whether or not these criteria are met in practice. The first op-
erational criterion ensures that risks associated with research participation
are not gratuitous or arbitrary. The second ensures that no study participant
receives a level of care for their basic interests that is substandard or medi-
cally inappropriate. The practical test for this operational criterion is similar
to what Benjamin Freedman (1987) called “clinical equipoise” and it requires
that study participants can only be allocated to an intervention if at least a
reasonable minority of well-informed expert clinicians would recommend
that intervention for that patient.

The third operational criterion for ensuring equal concern ensures that
risks to the basic interests of participants that are not offset by the prospect
of direct benefit to participants themselves are consistent with the level of
risk that is regarded as acceptable in other social activities that are oriented
toward advancing meritorious social purposes. The incremental increase in
risk associated with study participation should be consistent with socially
enforced limits on risk that are incurred in other social activities with a sim-
ilar structure. In this case, similarity of structure is explicated in terms of ac-
tivities in which individuals are exposed to risks in the performance of tasks
or activities that advance a meritorious social goal.

1.5.3 Integrating Equal Concern and Social Value

In the framework I propose, the egalitarian research imperative and the prin-
ciple of equal concern work hand in hand to ensure the proper functioning
of the research enterprise. The egalitarian research imperative seeks to align
research activities with the common good, understood as providing the in-
formation necessary to bridge gaps between the health needs of community
members and the capacity of the institutions in that community to meet
those needs. The principle of equal concern ensures that individuals can con-
tribute to advancing the common good with credible, social assurance that
their status as free and equal persons will not be denigrated in that process.
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In chapter 6, I connect the integrative approach to risk management with
the notion of a learning health system (Institute of Medicine 2007). In par-
ticular, the ideal of a learning health system reflects two ambitions. The first
is making better use of medical information to continuously improve med-
ical practice. The second is altering clinical practice in ways that will better
generate medical information that facilitates this learning process. One way
to advance these ambitions is to employ adaptive study designs that adjust
the treatments that patients receive on the basis of measured outcomes and
that provide a platform for delivering care to patients over a longer term.

These adaptive design features are often thought to be particularly difficult
to reconcile with the requirements of clinical equipoise. Since the integrative
approach incorporates elements of clinical equipoise, it is thus important to
demonstrate that these trial design features are not inconsistent with the ap-
proach to risk management defended here. I therefore show that when we ex-
plicitly recognize that research is a social undertaking and we design studies
to model the behavior of fully informed experts in a diverse community;, it
is possible to reconcile the egalitarian research imperative, the principle of
equal concern, and several additional moral requirements.

1.6 Non-Paternalistic Research Ethics

Within the narrow confines of orthodox research ethics, the idea that the
field is grounded in, and charged with advancing, fundamentally paternal-
istic objectives seems almost analytic. The very rubric of “human subjects
protections” evinces a paternalistic goal. Although a system of research ethics
and oversight can be grounded in such a moral foundation, it need not be.

In chapter 7, I argue that the broader conception of research ethics that
I defend here opens up the possibility for reconceiving research ethics on
non-paternalistic foundations. In particular, the view that I defend recognizes
that research is a fundamentally social undertaking, often requiring the co-
ordination and cooperation of diverse parties over extended periods of time.
Each of the parties to this undertaking often has a range of interests that mo-
tivate their participation in the research enterprise. These motives can in-
clude profit, fame, career advancement, prestige, and access to medical care
including access to investigational agents. Because these parties often do not
possess the same information, skills, or abilities, and because they are de-
pendent on one another to achieve their shared and their distinctive ends,
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their interactions are susceptible to cooptation by powerful parties and to co-
ordination problems such as the tragedy of the commons and what is known
as the “lemons” problem.

I argue that a better understanding of research ethics is to see its proper
social functioning as providing credible public assurance that the division of
labor between these parties is organized on terms that satisfy the egalitarian
research imperative and the principle of equal concern. In other words, the
goal of an effective system of research ethics, policy, and oversight should be
to align the parochial interests of these diverse parties with the production of
the distinctive social good that provides the normative ground for the social
support of the research undertaking and to ensure that this undertaking is
carried out in terms that respect the status of study participants, as well as
other stakeholders, as free and equal persons.

I argue that even within the paternalism of orthodox research ethics, pro-
spective review before bodies of diverse representation helps to solve the co-
ordination problems to which an unregulated system would be prone. But
the mismatch between the paternalistic justification for IRB review and the
social benefits that it actually provides creates tensions that threaten to un-
dermine stakeholder trust. Adopting the framework that I propose here
would better align the justification for prospective review with the social
benefits that it produces. It would also illuminate the need for new institu-
tional structures that incentivize a wider range of stakeholders to advance
the twin goals of the egalitarian research imperative.

The argument in chapter 7 constitutes a defense of prospective research
review as a mechanism for providing warrant for the social trust on which
the research activity crucially depends. However, because the current system
of research oversight is so narrowly focused on the IRB triangle, it lacks the
ability to hold other stakeholders accountable for the way that they influence
the research enterprise. These shortcomings are illustrated in the difficulties
research ethics has had in addressing issues of justice and fairness in interna-
tional research.

1.7 Justice and the Human Development Approach
to International Research

The egalitarian research imperative guides and constrains the way labor is
divided between the system that produces practical knowledge and the basic
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social institutions of a community that put that knowledge into practice.
It guides the way labor can be divided by requiring that research activities
be directed at advancing the common good of community members. This
idea is operationalized, in part, as identifying and then attempting to bridge
gaps between the health needs of community members and the ability of the
health systems in a community to address those needs. The egalitarian re-
search imperative constrains the activities of stakeholders in the research en-
terprise by prohibiting activities that might undermine or detract from this
social mission, including activities that involve abrogating the status of any
stakeholder as free and the moral equal of every other. Activities that might
undermine the warrant for public trust in the research enterprise are morally
problematic and it is, therefore, a legitimate function of oversight structures
to discourage or prohibit such activities.

In chapter 9, I argue for what I call the human development approach to
international research. In this view, the egalitarian research imperative is un-
derstood within the context of a larger conception of human development.
Every community has an obligation to undertake a larger program of human
development, understood as the project of ensuring that the basic social
structures of that community are organized and function on terms that se-
cure and advance the basic interests of community members. Research has
a unique role to play in this process by generating the knowledge and the
means necessary to bridge shortfalls in the ability of those structures to fulfill
this mission.

Although every government has a duty to undertake this process domes-
tically, affluent communities have a duty to support and assist this process
in less-affluent communities. This duty includes creating incentives and
structures aimed at aligning the parochial interests of stakeholders with the
goal of promoting research that targets knowledge gaps that represent devel-
opment priorities for those communities.

The human development approach extends the egalitarian research im-
perative into the international context and it connects the requirements of
responsiveness and reasonable availability with the conditions of a just re-
search enterprise. In this respect, it provides a coherent foundation for norms
that are grounded in justice, in a field that largely lacks a conception of justice
that has sufficient content to ground and interpret those requirements.

Additionally, the human development approach provides a coherent and
consistent account of the standard of care that should govern domestic re-
search in HICs, domestic research in LMICs, and cross-national research.
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Borrowing from the integrative approach to risk assessment and manage-
ment, it holds that study participants should be provided with what is called
the local de jure standard of care. This states that participants in research are
entitled to alevel of care for their basic interests that does not fall below what
experts judge to be the most effective strategy for preserving or advancing
those interests under conditions that are attainable and sustainable in their
community.

1.8 Conclusion

Ultimately, the human development approach to international research
illustrates how the basic interests conception of the common good, the egal-
itarian research imperative, and the integrative approach to risk assessment
and management provide a coherent and unified framework for evaluating
domestic and international research. This framework provides clear guid-
ance for promoting research that generates social value without abrogating
the rights and interests of study participants in the process. It situates re-
search within a larger social context and does a better job of identifying the
grounds for holding a wider range of actors accountable for decisions that af-
fect the questions that are asked; the methods that are used to address them;
the terms on which studies are carried out; and the prospects for incorpo-
rating the resulting knowledge, practices, and interventions into the social
systems charged with safeguarding and advancing the basic interests of com-
munity members.
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Fear of the Common Good and

the Neglect of Justice

2.1 The Practical and Conceptual Origins
of Parochialism

The conceptual foundations of research ethics have been profoundly shaped
by a series of problematic commitments (§1.2). These commitments struc-
ture its scope and purview, set the terms on which questions in the field can
be formulated and addressed, and create a series of fault lines at its concep-
tual foundations. These fault lines involve important ambiguities and incon-
sistencies about the relationship between core values—often expressed
as the principles of respect for persons, beneficence, and justice—and the
requirements they are regarded as justifying. Although these fault lines are
latent in domestic research ethics, they are highlighted and stressed when
research is sponsored by entities from high-income countries (HICs) and
carried out in communities of low- and middle-income countries (LMICs).

This chapter has three goals. The first is to demonstrate how these prob-
lematic commitments arise from the cases, policy responses, and intellectual
analyses that shaped the birth of research ethics as a distinct field. The second
is to illustrate how these views result in a practical and a principled aver-
sion to linking the research enterprise to a larger social purpose that might
ground and explain the moral importance of this activity and provide criteria
for evaluating its organization and conduct.

The third goal of the chapter is to provide readers who are new to research
ethics with some helpful background information about core documents,
classic cases, and important regulatory structures. What I offer here is not
a proper historical overview, as that is beyond my abilities as a philosopher
and unnecessary for our present purposes.! Instead, it is intended to reveal

! Readers interested in a history of medical research and the development of research ethics in the
United States should consult Katz et al. (1972), Rothman (1991), Lederer (1995), Washington (2006),
and Reverby (2009).

For the Common Good. Alex John London, Oxford University Press. © Oxford University Press 2022.
DOI: 10.1093/0s0/9780197534830.003.0002
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where the views that I regard as problematic operate in the field and to show
how they are bound up with three important influences on the emergence of
research ethics as a distinct field of inquiry in the United States.

The first influence derives from features of the particular scandals that
gripped the public’s attention and created sufficient perception of an unmet
social need to spur lawmakers into action. In particular, early scandals often
involved the abuse of marginalized groups at the hands of researchers who
relied on and exploited the considerable social power they wielded within
traditional, Hippocratic medicine. These common features of early scandals
created a public perception that oversight was required in order to protect the
rights and interests of individuals from the potential for abuse at the hands of
researchers in biomedical and behavioral research.

The second influence derives from the institutional mechanisms that
were created in the United States to respond to this social need.? In 1973
the US Congress initiated hearings that lead to the creation of the National
Commission for the Protection of Human Subjects of Biomedical and
Behavioral Research (from now on, the “National Commission”). One of its
major achievements was a report entitled “Ethical Principles and Guidelines
for the Protection of Human Subjects of Research,” which would come to be
known as the Belmont Report. In this report, the National Commission ar-
ticulated a set of moral principles for regulating research with humans that
formed the template for federal guidelines governing research with humans
in the United States.

Prior to the creation of the National Commission, scholars from medicine,
law, philosophy, theology, sociology, psychology, psychiatry, and other dis-
ciplines would periodically turn their attention to ethical issues raised by re-
search with human participants. There was thus intellectual discourse about
the ethics of research with humans, but there was not a distinct field with
which scholars from different areas could self-identify. The creation of the
National Commission, and the body of work that it produced, can be seen
as the catalyst for the birth of research ethics as an explicit field of inquiry in
which practitioners, advocates, regulators, and scholars from various discip-
lines could identify as working on a common subject matter. This is the oft-
repeated creation story in which research ethics was conceived in postwar

2 Idon’t claim to know or to chart the influence on these developments outside of the United States,
and certainly the history and institutional settings in which research is conducted in Europe and else-
where are likely very different. For example, see Holm (2020).
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scandal and born with the formation of a unified social system for regulating
research with humans.

The work of the National Commission gave rise to a series of regulations
in the United States, intended to provide a unified set of rules to regulate
research with humans. These rules would be applied by independent, local
bodies of diverse representation, charged with overseeing the ethical con-
duct of research with humans. In the United States these bodies are known
as Institutional Review Boards (IRBs). Although similar boards existed at
various institutions in the United States prior to the work of the National
Commission, the rule making that followed the publication of the Belmont
Report consolidated, standardized, and unified both the rules for regulating
research with humans and the institutional systems that were required to re-
view those studies and enforce those rules.

The emergence of research ethics out of a practical policy response to par-
ticular revelations of abuse provides part of the explanation for why the con-
ceptual foundations of the field are riven with fault lines. The field emerged
with a series of regulations and oversight structures that created the scaf-
folding for subsequent theorizing. In that sense, research ethics is not like
a modern city built from a blueprint that might provide a rationale for its
layout and reflect a plan for accommodating future expansion. There was
no prior intellectual discipline analogous to urban planning or civil engi-
neering that provided a coherent philosophical framework for the practical
policy responses that flowed from the work of the National Commission.
Instead, research ethics is more like an ancient city that begins with a central
square and grows outward over time as the population expands and local
stakeholders have to address particular needs on the ground. In this meta-
phor, the central square of orthodox research ethics is the IRB and the rules
and regulations they consult and apply in evaluating research protocols.

Nevertheless, the work of the National Commission did not take place in
an intellectual vacuum and there is an important respect in which contem-
porary research ethics reflects a third, more intellectual influence. This in-
fluence is the victory of a particular perspective on the place of research in
a decent political community and the normative force of the claims that it
can make on individuals. Undoubtedly, one reason for the ascendancy of this
perspective is that it dovetails nicely with, and provides a philosophical jus-
tification for, the scope and focus of the field that emerged out of these very
practical origins. On a deeper level, however, it reflects the philosophical and
conceptual perils that were associated with linking the research enterprise to
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larger social purposes. For our present purposes it is the structure and rela-
tionship of the positions that assert this more intellectual influence that is of
particular interest.

In §2.2 T show how efforts to forge a connection between research and
larger social purposes have been associated with a social imperative that is
seen as licensing the abrogation of the rights and interests of individuals in
order to advance the common good. This analysis reveals the pivotal role of
one problematic commitment, namely, the idea that research involves an
ineliminable moral dilemma, a conflict between the good of the individual
and the good of society, and the belief that an imperative to carry out re-
search threatens the rights and welfare of individuals. In §2.3 I show how
Hans Jonas (1969) addressed this conflict by denying a link between research
and the common good and, in doing so, articulated a philosophical rationale
for what I regard as a second problematic commitment, namely, treating re-
search as a largely private activity, severed from the larger social purposes
and moral obligations of the state of a just social order.

In §2.4 T show how the structure of early cases of research abuse and the
policy responses that followed fostered the third and fourth problematic
commitments, namely, the idea that the moral purpose and justification
for research ethics is inherently paternalistic and that the moral epicenter
of research ethics lies within what I called in the previous chapter the IRB
triangle—the discrete interactions of researchers and participants overseen
by IRBs. It also reveals how these cases and the regulatory response they gen-
erated gave rise to a fifth problematic commitment, namely, the tendency to
conceptualize research in functional terms, as a set of goals and purposes
that guide individual decision-making and that allow the research activity to
be distinguished from treatment and medical practice.

In §2.5 I show how two final problematic commitments follow from those
discussed so far. The first is a conception of justice that is severed from so-
cial institutions, the division of social labor, and the moral standing of com-
munity members. As a result, there is relatively little role for justice, as a
distinctly social value, in orthodox research ethics. The second is a related
tendency to explicate justice in terms that allow it to effectively be treated as
a function of the other pillars of research ethics, namely respect for persons
and beneficence.

In §2.6 we see how many of these commitments produced a context in
which controversies in international research revealed and exacerbated
fault lines running through the foundations of research ethics. In particular,
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debates over the requirement that research be responsive to host com-
munity health needs, that there be provisions for post-trial access to any
interventions vindicated in research, and that study participants be provided
an ethically appropriate standard of care proved to be divisive and intractable
within the conceptual ecosystem described here.

Ultimately, this chapter illustrates several tensions in the foundations of
research ethics. One concerns the way that requirements that are suppos-
edly grounded in considerations of justice either appear arbitrary in light of
the parochialism of orthodox research ethics or come to be seen as coun-
terproductive. Another concerns an unresolved tension between the pitfalls
associated with embracing the idea that research is supported by a moral
imperative to advance a set of larger purposes and the perils of neglect that
can result from eschewing such social purposes and focusing instead on pa-
ternalistic protections of research participants. Chapter 3 then explores how
these common commitments can be marshalled in ways that radically un-
dermine core commitments of orthodox research ethics.

2.2 The Peril of Larger Social Purposes
2.2.1 Research as a Progressive Undertaking

The idea that there might be a moral and political imperative to carry out
research casts a long shadow over research ethics. On the one hand, this
idea reflects a widespread social conception of science as a progressive un-
dertaking. The clinician might inoculate or heal the individual, but the sci-
entist who discovers the vaccine or the therapeutic produces the means of
saving countless lives. Pushing forward the boundaries of knowledge creates
the means of advancing humanitarian purposes, but on a greater scale than
could be achieved by individual compassion alone. Once discovered, new
knowledge can be used repeatedly, at different times and in different places,
to prevent avoidable suffering and disease, to heal the sick and injured, and to
generally improve the conditions of life.

The progressive aspects of science dovetail with and seem to draw especially
powerful support from the moral imperative of beneficence and the just ends
of society. In the former case, if science holds out the means of advancing not
merely the good of a single individual, but the much greater good of many
more individuals, then it must be supported by a correspondingly greater
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moral imperative. Likewise, if the purpose of a just social order is to secure
the common good of its members, then science seems to dovetail with and
draw support from the legitimate ends of political communities.

Ideas of this kind provide the ground for what has subsequently been
referred to as the research imperative.> As I will use the term, the research
imperative refers to a moral obligation to carry out research for the greater
good. The general idea is that advancing social progress by producing the
knowledge and the means to avoid premature death and alleviate avoidable
suffering is not a morally optional goal. In an influential paper on the ethics
of research with children, for example, the theologian Paul Ramsey used this
term to describe research of such significant social value that “it is immoral
not to do the research” (1976, 21).

On the other hand, Ramsey worried about cases where such research
could only be carried out on terms that would themselves represent a moral
transgression. Such cases would create a moral dilemma in which “moral
agents are under the necessity of doing wrong for the sake of the public good”
(1976, 21). 1t is this potential for conflict, and the challenge of how to miti-
gate it, that has cast a long shadow over research ethics.

Writing in the immediate wake of the Belmont Report, the noted researcher
and child psychologist Leon Eisenberg asserted that the recognition of sci-
ence as a progressive undertaking had been lost in revelations of scandal
and that research ethics had lost touch with the moral mission of research
to advance morally significant social ends. As a result, he says, “peculiar to
this time is the need to restate a proposition that, a decade ago, would have
been regarded as self-evident, namely, that fostering excellence in medical
research is in the public interest” (1977, 1105).

At the close of his paper, Eisenberg quotes from the speech that Louis
Pasteur wrote for the occasion of the founding of the Pasteur Institute.
Pasteur writes:

3 Wayne and Glass (2010) claim that Paul Ramsey (1976) was the first to coin this phrase. Ramsey
was worried about cases in which it would hinder the public good not to conduct research, yet the
requisite studies required the involvement of children who could not consent for themselves. If such
research did not hold out the prospect of direct benefit to the children, then he worried that not
conducting the research would hinder the public good but conducting it would violate the sanctity
of the individual and the prohibition on using individuals in research without their express informed
consent. This phrase is also associated with Dan Callahan, who often defined it broadly as the goal
of using science to overcome the natural limits imposed on human life including to “overcome death
itself” (2000, 654).
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Two opposing laws seem to be now in contest. The one, a law of blood
and of death, ever imagining new means of destruction, forces nations al-
ways to be ready for battle. The other, a law of peace, work and health, ever
evolving means of delivering man from the scourges which beset him. The
one seeks violent conquest, the other the relief of humanity. The one places
a single life above all victories, the other sacrifices hundreds of thousands
of lives to the ambition of a single individual. The law of which we are the
instruments strives even in the midst of carnage to cure the wounds due to
the law of war. Treatment by our antiseptic methods may save the lives of
thousands of soldiers. Which of these two laws will ultimately prevail, God
alone knows. But this we may assert: that French science will have tried
by obeying the law of Humanity, to extend the frontiers of life. (quoted in
Eisenberg 1977, 1110)

Pasteur was keenly aware that the methods of science could be yoked to the
purposes of war and destruction as easily as to purposes of “peace, work
and health” But his identification with the latter invokes the importance of
science as an engine of social progress, working to discover the “means of
delivering man from the scourges which beset him,” including the scourges
wrought from the carnage of war.

Eisenberg thinks that this conception of research has been lost in the
reforms carried out by the National Commission because the social dis-
course around research with human participants shifted so heavily toward
the protection of participants from abuse and the hands of researchers. To in-
voke another frequently used metaphor, Eisenberg thinks that the pendulum
of public opinion has swung too far, emphasizing protection for individuals
but leaving out the social role of research. As he puts it, “I do not deny the
necessity for surveillance of the ethics of the research community; the point
I stress is that medical research, applied to medical practice, stands alone in
its ability to avert unnecessary human suffering and death” (1977, 1106).

2.2.2 Two Sides to the Ledger of Progress

I am interested in Eisenberg’s essay, not because of any historical prominence
or social impact it may or may not have had, but because it reads like a chart
capturing the shifting trajectories of constellations of ideas that stood out in
the intellectual firmament of that time. In the ascendency of protectionist
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norms that emphasize the rights and interests of study participants, it is easy
to lose sight of the larger purposes that research rightly advances.

Eisenberg’s essay is prescient in that it locates a central part of the social
value of research in its unique ability to winnow the wheat of beneficial med-
ical practices from the chaff of harmful and unnecessary theory and practice.
It envisions a moral imperative to carry out research that is grounded, in part,
in the idea that even when our ability to do good in medicine is not hampered
by greed, incompetence, or lack of commitment to the common good, we
very often lack adequate knowledge about what practices help and heal and
which hurt and harm when we set out with the intention to treat and to aid.
The public too often conflates the benevolent intent of medical practitioners
with their ability to confer actual medical benefit. As he puts it, the public na-
ively assumes that “what is usual and customary in medical practice” aligns
with “what is safe and useful” But this assumption is false, and critics who
embrace it are “surprisingly naive about the extent to which medical practice
rests on custom rather than on evidence, [and] fail to appreciate the neces-
sity for controlled trials to determine whether what is traditional does harm
rather than good” (1977, 1105). Medical research produces information that
is necessary to ensure that medical practice is capable of actually bringing
about outcomes that are consistent with its therapeutic intention.*

If the state has a responsibility to safeguard the rights and welfare of its
members, then the work of the National Commission reflects the state’s in-
terest in managing the way that research with human participants can put
these at risk. At the same time, however, Eisenberg argues that unchecked
sickness and disease also fall under the purview of the state and that re-
search is needed to improve the capacity of the state to safeguard the lives
and the welfare of its members. Because restrictions on the rate of med-
ical progress also cause harm, Eisenberg argued that the sides of the ledger
must be compared. As he emphasizes, “The decision not to do something
poses as many ethical quandaries as the decision to do it. Not to act is to
act” (1977, 1108).

Although he is not explicit about how the state ought to weigh the concerns
on the different sides of this metaphorical ledger, Eisenberg says that “the sys-
tematic imposition of impediments to significant therapeutic research is itself
unethical because an important benefit is being denied to the community”

* For an argument to the effect that medical beneficence cannot succeed unless it is accompanied
by a duty to learn, see London (2020).
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(1977, 1108). Even if he is reluctant to be more explicit, the structure of the
reasoning here is clear. First, Eisenberg thinks that research produces an
important social good—the knowledge that medicine requires in order to
alleviate avoidable suffering and death. Second, he holds that the commu-
nity has an interest in securing these benefits. Third, because the outcomes
of actions that are necessary to secure these benefits must be weighed against
the outcomes of actions that protect study participants, the interests of indi-
viduals must be weighed against the interests of the community.

Eisenberg may be correct in his assertion that in the decade prior to his
writing it would have been regarded as self-evident that “fostering excellence
in medical research is in the public interest” (1977, 1105). What he never-
theless fails to grasp, however, is the reason why, by the time of his writing,
this idea had come to be seen as dangerous and morally problematic and
how his own framing of the research imperative recapitulates some of these
problems.

2.2.3 Permission to “Play God”

A decade earlier, others were less guarded in their arguments about what
followed from the moral imperative to conduct research. In 1967, at a sym-
posium on the “Changing mores of biomedical research” the influential
researcher Walsh McDermott opened the meeting by pronouncing that
“When the needs of society come into headlong conflict with the rights
of an individual, someone has to play God” (1967, 39). Conveniently,
McDermott saw playing God as the prerogative of the expert medical re-
searcher, rightfully entrusted by society to advance its affirmative right
to the great benefits of medical progress. Although care should be used
to reduce the frequency with which society is presented with such moral
dilemmas, McDermott was clear that “there is no escape from the fact that,
if the future good of society is to be served, there will be times when the
clinical investigator must make an arbitrary judgment with respect to the
individual” (41).

McDermott’s remarks came only a year after the noted Harvard Medical
School professor and physician Henry Beecher published a paper in the New
England Journal of Medicine detailing twenty-two examples, drawn from a
larger sample of research studies published in leading medical journals,
in which the rights or welfare of subjects had been violated. In three of
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Beecher’s examples, established effective therapies were withheld from study
participants in the control group of a study. In one case, Beecher notes that,
“23 patients died in the course of this study who would not have been ex-
pected to succumb if they had received specific therapy” (1966, 1356). In a
fourth study, a drug linked to possible liver toxicities was administered to fifty
“mental defectives or juvenile delinquents who were inmates of a children’s
center” (Beecher 1966, 1356). Within four weeks, half of the subjects in the
study showed signs of hepatic dysfunction. Yet eight of these patients were
selected for further study with half receiving liver biopsies. Once their liver
functioning returned to normal, these patients were “challenged” with the
drug again until liver dysfunction was observed, with one patient receiving
a second challenge with the drug. In the eighteenth study, a melanoma from
a terminal patient was transplanted to her mother the day before her death.
After 451 days the mother died from metastatic melanoma believed to have
derived from the transplant.

Beecher’s examples reflect in grim detail the exercise of the authority that
McDermott claimed for medical professionals—to make an arbitrary judg-
ment against some unlucky individuals. Individuals were denied established
effective treatments for severe medical conditions. They were subjected to in-
vasive, burdensome, painful, and sometimes dangerous medical procedures
often to achieve ends that would have been attainable through other means
or for durations and to degrees that were unnecessary for strict scientific
purposes. Many of the people subjected to these interventions were chil-
dren, persons with developmental delays or cognitive impairments, as well
as demented elderly whose capacity to understand what was being done to
them was impacted by dementia or severe chronic illness. Many were also
drawn from institutionalized populations, including corrections facilities,
children’s homes, and long-term care wards. In some cases, it was clear that
informed consent for study procedures was not obtained; in many others it
was assumed that consent had not been obtained.

Even if some portion of these abuses could have been eliminated with
more careful planning or by employing less burdensome study designs or
procedures, McDermott argued that in research with humans, the “irrec-
oncilable nature of the conflict” between the individual and society creates
a “moral dilemma of clinical investigation” that cannot be fundamentally
eliminated. Because the future good of society is so morally weighty, “to en-
sure the rights of society;” clinical researchers must sometimes make an “ar-
bitrary judgment . . . against an individual” (1967, 40-41).
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2.2.4 The Arbitrary Judgments of Men

As far back as Aristotle, arbitrary dealings deriving from the rule of indi-
viduals rather than the rule of law have been a hallmark of injustice. Yet
McDermott insists that “it has been most unwise to try to extend the prin-
ciple of ‘a government of laws and not men’ into areas of such great ethical
subtlety as clinical investigation” (1967, 41). He is particularly concerned
about documents like the Declaration of Helsinki (DoH), adopted in 1964
after contentious debate by the World Medical Association. This succinct set
of ethical statements intended as a guide for physicians who conduct medical
research opens with the words, “It is the mission of the doctor to safeguard
the health of the people” (World Medical Association 1964). It goes on to
say, “The Declaration of Geneva of The World Medical Association binds the
doctor with the words: “The health of my patient will be my first considera-
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tion.” In a later section, dedicated to research in which participants have no
reasonable expectation of direct benefit, it states that, “In the purely scientific
application of clinical research carried out on a human being, it is the duty
of the doctor to remain the protector of the life and health of that person on
whom clinical research is being carried out”

McDermott argues that it may have been possible to satisfy this “double
ethical charge” in the nineteenth century when researchers were expanding
knowledge of health and disease but did not yet have the capacity to inter-
vene in order to “control disease” (1967, 40). But he says “starting, I suppose,
with the yellow fever studies in Havana, we have seen large social payofts
from certain experiments in humans, and there is no reason to doubt that the
process could continue. . . . Once this demonstration was made, we could no
longer maintain, in strict honesty, that in the study of disease the interests of
the individual are invariably paramount” (40).

The yellow fever studies in Havana to which McDermott refers occurred
in 1900 and were run by the now famous US Army physician Walter Reed.
At the time, the source of yellow fever was a matter of dispute. To test the
hypothesis that it was transmitted by mosquitoes, a group of subjects were
“challenged” with bites from mosquitos fed on the blood of patients known
to have the disease. Three members of this group contracted yellow fever
and died, including a doctor who had twice challenged himself with infected
mosquitoes.

5 For excellent accounts of this case, see Lederer (1995, 2008).
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Prior to Reed’s studies, more soldiers died from yellow fever in the Spanish-
American war than from combat. After the source of the disease was identi-
fied and eradication efforts were undertaken, rates of both yellow fever and
malaria infection were dramatically reduced. For McDermott, the fact that
the information produced from Reed’s research could be used to save count-
less lives was of sufficient moral import that it grounded a right on the part of
society to the production of such knowledge. On this view, if that knowledge
cannot be procured without the deaths of a few study participants, then it is
the moral responsibility of the conscientious researcher to make an arbitrary
judgment against a few unlucky souls in order to produce this benefit for
society.

Because McDermott thinks that medical research necessarily involves a
conflict between the individual and society and because he thinks society
has a right to medical progress, he argues that documents that treat the in-
dividual as inviolable or sacrosanct, “produce the curious situation in which
the only stated public interest is that of the individual. The future interest of
society and its sometime conflict with the interest of the individual, in effect,
are ignored” (1967, 41). McDermott thus asserts about the DoH the claim
that Eisenberg would later assert about subsequent reforms more broadly,
namely, that the protectionist focus of research ethics leaves out the great so-
cial good that research produces, which grounds the moral imperative for its
conduct and that McDermott thinks is of sufficient importance to override
the rights of the individual.

Because Eisenberg is writing after a long series of scandals and after the
work of the National Commission, he is more guarded in his language than
his predecessor. For example, where McDermott asserts that individual
researchers rightfully bear a mantle of responsibility for advancing the right
of the community to social progress, Eisenberg hopes for the creation of a
“‘community of shared responsibility for health research,” conceding that
in research, like “all professional activity, social controls are necessary”
(1977, 1108).

Nevertheless, it is not clear how Eisenberg avoids recapitulating the logic
of McDermott’s position when asserting that “the systematic imposition of
impediments to significant therapeutic research is itself unethical because
an important benefit is being denied to the community” (1977, 1108). If the
community has a right to the benefits of medical progress, and if regulations
that safeguard the rights and welfare of study participants are unethical be-
cause they pose an impediment to the provision of this good, then what are
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the limits to what the community can demand from its members in the pro-
duction of this information?

Writing after McDermott but before Eisenberg, the eminent physician
Louis Lasagna noted his own inability to resolve this question. On the one
hand, he asserts that, “In clinical investigation, as in other societal activities,
the good of the individual and the good of society are often not identical and
sometimes mutually exclusive” (Lasagna 1971, 108). But where McDermott
is willing to say that it is the responsibility of the expert researcher to make
arbitrary decisions against certain unfortunate individuals, and where
Beecher worries about the abuse of this authority, Lasagna is evasive. Instead
of stating a normative claim and offering a justification for it, he shifts to a
descriptive standpoint in the passive voice, saying, “I believe it is inevitable
that the many will continue to benefit on occasion from the contributions—
sometimes involuntary—of the few” (109). Lasagna appears unwilling to
follow McDermott in his assertion that when the needs of society and the
rights of the individual come into conflict, researchers must sometimes
play god. Instead, he simply assumes that it is inevitable that someone will
do this and his description of the “involuntary contributions” of the few is a
thinly veiled euphemism for unlucky souls who are the subject of arbitrary
judgments and unwillingly or unknowingly conscripted into service for the
greater good.

Lasagna admits that he is “ambivalent” about how to strike a balance
between the sides of what he also regards as a deep moral dilemma. He
recognizes the importance of medical progress, and he thinks that in the
medical context this will require the abrogation of individual rights and that
“society frequently tramples on the rights of individuals in the, ‘greater in-
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terest.” But, like Beecher, he also realizes that social trust in biomedical and
behavioral scientists is not without limits or conditions and that boundaries
must be drawn because “we cannot afford to have the cancer of moral decay
that comes from frequent and flagrant disregard of human rights gnawing

away at the body of science” (1971, 109).

2.2.5 Fear of Moral Decay

The prospect of moral decay from the frequent and flagrant disregard of
human rights in science wedded to state purposes had been graphically
and dramatically displayed before the world only three decades earlier.
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During the Second World War, German scientists had actively and eagerly
conducted research in support of the many goals of the Nazi state (Katz et al.
1972; Annas and Grodin 1992). In concentration camps, eminent German
physicians and researchers conscripted individuals who the state regarded
as morally inferior into often horrific experiments. At Nuremberg, twenty-
three Nazi physicians and researchers who had carried out barbaric scientific
experiments in concentration camps were tried for crimes against humanity.
Of the sixteen defendants who were found guilty, seven were put to death for
their crimes, including Dr. Karl Brandt.

In his testimony, Brandt stated that during the time when the Nazi party
controlled the German government it imposed a collective system in which
“the demands of society are placed above every individual human being as an
entity, and this entity, the human being, is completely used in the interests of
that society” (Trials of war criminals before the Nuernberg Military Tribunals
[Tribunals] 1949, 29). In that period, he argued, “everything was done in the
interests of humanity so that the individual person had no meaning what-
soever, and the farther the war progressed, the stronger did this principal
thought appear” (30).

Lawyers for the defense argued that, “It would be unjust, however, to con-
ceal the enormous benefit of the human experiment,” noting that past dis-
coveries, once made, are often widely adopted and “become the common
property of all peoples for the benefit of suffering mankind” (Tribunals 1949,
75). They argued that medical scientists on both sides of the conflict were
called on to assist the war effort and that “in nearly all countries experiments
have been performed on human beings under conditions which entirely ex-
clude volunteering in a legal sense” (73).

During the cross examination of a witness from the United States,
Dr. Andrew Ivy, the defense asked if it was morally permissible to sacrifice
the life of a prisoner in a research study if doing so would save the lives of
an entire city. When Ivy refused to agree that this was permissible, Brandt’s
attorney, Dr. Robert Servatius, argued in his closing statement that this re-
sponse amounted to a view in which “human rights demand the downfall of
human beings” (Tribunals 1949, 128).

If the two sides of the moral ledger are in strict conflict, then we ap-
pear to be faced with a dire ethical dilemma. If the interest of the commu-
nity outweighs the sanctity of the individual, then we risk permitting the
callous disregard for individual humans in the larger service to humanity.
Alternatively, if we regard the individual as inviolable, then we risk elevating
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concern for human rights over the suffering and preventable death of human
beings.

2.3 From Social Imperative to Private Undertaking
2.3.1 Severing Research from the Common Good

This potential for the humanity of the individual to be obliterated under the
demands of the greater good, the needs of society, and the goals of prog-
ress was the subject of the philosopher Hans Jonas’s famous 1969 paper
“Philosophical Reflections on Experimenting with Human Subjects” For
Jonas, just as for McDermott and others, research reflects in microcosm a
larger social conflict between the demands of the state and the rights and
welfare of the individual. In research, as in war, Jonas argued, the demands of
the collective too easily reduce the individual—a person with a moral worth
that merits unconditional respect—to a mere statistic, a data-point no dif-
ferent from hundreds or thousands of others. When persons are made fun-
gible, their identity and individuality are blotted out and individual concern
is replaced by a cold algebra of harms inflicted on small groups, necessitated
and balanced out by gains to a substantially larger collective (Donagan, 1977,
Fried 1974).

For Jonas, close connections between scientific research and the ends of
the state or the common good threatened to overshadow the humanity of the
individual and, with this, the sanctity and value of the person. The remark-
able feature of his response to this threat, however, was not that he sought to
constrain or curb the demands of progress—to strike a balance between the
sides of the moral ledger—or that he sought to demarcate the just demands
of a just state from the unjust demands of various stripes of totalitarianism.
Instead, Jonas took the more radical step of challenging the existence of a
social imperative to engage in research with humans by severing the connec-
tion between research and the common good.

Against intuition and the popular rhetoric of science, Jonas attacked the
idea that there is a social imperative to carry out research. Unlike large-scale
military conflicts, in which the continued existence of a people might be
placed in question, Jonas argued that sickness, injury, and disease are not a
threat to society. Societies can survive the normal death rate from such mal-
adies; it is only individuals who cannot. Because disease is a threat to the
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interests of individual persons and not to society, the quest for progress in
medical science is a personal rather than a social goal, an individual rather
than a social benefit.

Unlike the proverbial Dutch boy plugging holes in a dyke with tiny and
insufficient fingers, Jonas’s article is rightly famous and widely influen-
tial because it strives to stem the potential for a totalitarian tidal wave at
its source. If sickness and disease threaten the individual, there is no social
imperative grounded in the rights of society or the common good that can
be marshaled to override or justify the abrogation of individual rights or
interests.

In slightly different ways, Eisenberg, McDermott, and Servatius had
argued that there were two sides to the ledger of social progress—one column
for the rights and welfare of study participants and another for society or
humanity. As such, they saw the protectionist focus on the human rights of
individuals as incomplete, neglecting the rights of society and threatening
to undermine the cause of humanity. By arguing that humanity and society
are not threatened by suffering and disease, Jonas argued that it is no error to
proceed as though “the only stated public interest is that of the individual”
(McDermott 1967, 41). On this view, the “future interest of society and its
sometime conflict with the interest of the individual” (McDermott 1967,
41) are rightly ignored because the interests of society are not threatened by
the maladies that research with humans seeks to ameliorate.

2.3.2 An Optional Goal

If scientific progress is not a right of society, and if there is no moral imper-
ative to carry out research, then it becomes an optional goal. Researchers
are at liberty to take up its mantle, but they are not required to do so by any
social or moral imperative. As an optional, personal project that particular
individuals elect to pursue, the research enterprise is severed from a social
context in which the vast needs of the collective can so easily outweigh the
interests of a few individuals. The interests that motivate research are not the
interests of society, they are merely the morally optional personal interests of
individuals.

To draw an analogy, committing one’s life to perfecting a musical instru-
ment might be a noble undertaking. But itis not so morally weighty that it can
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justify the abrogation of the rights and interests of others. If research is sim-
ilarly a noble personal undertaking, then there may be reasons to patronize
science—just as some choose to patronize the arts—but those reasons are not
so weighty that they can legitimate the abrogation of the rights or welfare of
others.

When Eisenberg laments that research ethics haslost touch with the moral
importance of research, his frustration reflects the success of Jonas’s gambit.
Eisenberg appeals to the value of research in ameliorating the inadequacies
of medicine, and in this way he connects the moral significance of medicine
to its impact on the lives of individuals. The large-scale delivery of unsafe, in-
effective, or positively harmful treatments takes a toll, not on communities,
but on individuals. Eisenberg also cautions against seeing death as a part of
the human condition and, with this, taking its inevitability as a reason not
to recognize an imperative to fight against it. Such an attitude might make
sense if we take white, affluent communities of HICs as our reference class.
But when we turn to what he calls the “third world,” where death from com-
municable disease is widespread and life expectancies are far lower, the goal
of medical progress can readily be seen, not as a quixotic mission to expand
the boundaries of long life into some indefinite horizon, but as enlarging the
share of humanity that enjoys the life expectancy that has become common
in the most fortunate corners of the globe. In these respects, Eisenberg’s
arguments are prescient.®

Atthe end of the day, however, Eisenberg has no alternative to McDermott’s
assertion that at the heart of research there is a dilemma in which the rights of
society are pitted against the rights of the individual. Without any such alter-
native, research ethics has found it easier to follow Jonas and to circumscribe
the scope of the discipline in a way that forestalls appeals to the common
good and the specter of totalitarian science carried with them. Orthodox re-
search ethics reflects Jonas’s philosophical reticence about linking research

6 In a prolific body of work, Dan Callahan argued eloquently against the “underlying logic of the
research imperative, which is to overcome death itself” (2000, 654; see also Callahan 1990, 2003).
One can agree with Callahan that death is an inevitable part of life, and that suffering cannot be en-
tirely extirpated from human life, while still holding that there is a valuable role for medicine to play
in helping individuals retain the capacities they need to live out a normal lifespan in which they can
form, pursue, and revise a life plan of their own. The research imperative is also sometimes associ-
ated with a drive to pathologize an ever-wider range of human differences (Wayne and Glass 2010).
Although some may have such an ambition for science, I see no reason why an imperative of the sort
I defend in chapter 4 must entail such excesses.
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to the common good, to any sort of social imperative for progress, or to the
goals and mission of the state or political community.

2.3.3 Frustration without a Viable Alternative

Occasionally, Jonass position is challenged by scholars who effectively
echo concerns that are already voiced in these early critiques. For ex-
ample, Eisenberg argues that there must be proportionality between “social
controls” that we impose on researchers to prevent wrongdoing and the great
good that comes from medical research. We must reconcile both sides of the
ledger because there is no escaping the fact that “the decision not to do some-
thing poses as many ethical quandaries as the decision to do it. Not to act is
to act” (1977, 1108). Basically the same idea is expressed nearly thirty years
later by John Harris when he writes, “Where our actions will, or may prob-
ably prevent serious harm then if we can reasonably (given the balance of
risk and burden to ourselves and benefit to others) we clearly should act be-
cause to fail to do so is to accept responsibility for the harm that then occurs”
(2005, 242).

However, contemporary discussions of the research imperative reflect
the reticence of the field to link research to larger social purposes. They
tend not to address the question of whether there is a social or moral ob-
ligation to carry out research and, if so, how that obligation should shape
the goals and priorities of the research enterprise. They emphasize that the
failure to recruit sufficient numbers of participants into studies is wasteful,
and they focus more narrowly on whether there is a duty on the part of indi-
viduals to participate in research (Caplan 1984; Herrera 2003; Harris 2005;
Brazier 2008; Rhodes 2008; Chan and Harris 2009; Schaefer, Emanuel, and
Wertheimer 2009).

Harris, like Eisenberg, expresses frustration at the deontological bulwarks
erected around the rights and interests of study participants and the compar-
ative social indifference toward the loss of life or avoidable disability incurred
as a result of the slow pace of medical progress. Although his rhetoric is
more temperate, he points out, like McDermott, that society conscripts
its members to serve a wide range of roles and purposes, from the mili-
tary, to jury duty, to mandating vaccination as a condition of public-school
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attendance.” Harris has no sympathy for the idea that researchers should
have the unilateral power to conscript participants into research and he sees
significant policy reasons to avoid such efforts. Nevertheless, he argues that
even if it should not be the first option from the standpoint of policy, the
good at stake can be such that it would be “legitimate to make science re-
search compulsory” (2005, 245).

To the extent that thinkers like Harris recapitulate older frustrations with
the narrow protectionism of research ethics, the reaction to views of this sort
largely reflects a similarly venerable horror at the prospect that the utilitarian
calculus on which they are predicated will resurrect the specter of totalitar-
ianism that Jonas sought to exorcise.® As a result, whether for philosoph-
ical or purely pragmatic purposes, orthodox research ethics tend to avoid
discussions of the social mission of research, whether medical research is re-
quired as part of a just social order and the extent to which the progress that
it offers is genuinely incompatible with respect for individuals as free and
equal persons. I suspect that this aversion is less of a reflection of the status
of these issues as closed and settled than it is a reflection of wariness about
fault lines radiating out from the origins of the field and running through the
foundations of the discipline.

In challenging the research imperative, Jonas sought to fortify concern
for the rights and interests of individuals against the demands of society for
scientific progress. In doing so, however, he provides a philosophical justifi-
cation for relegating research to the status of a socially optional, private ac-
tivity, unconnected to larger social purposes. Jonas provides a rationale that
transforms the de facto parochialism of nascent research ethics institutions
into a de jure conception of the relationship between researchers and the so-
cial good. Where the institutional focus on the IRB triangle might be seen as
an administrative convenience, Jonas provides the rationale for seeing this
focus as the proper lens through which to view the interaction between two
parties whose respective interests are on a par.

7 Jones (1993, 86-89) uses the term “soldiers of science” to describe the attitude of Tuskegee
researchers toward study subjects. Schaefer et al. (2009, 70) resist the claim that research is suffi-
ciently important to justify compelling people to participate, but they nevertheless say that the duty
to serve as a research participant is “in some ways analogous to a wartime call to arms in which not
just money but soldiers to fight are needed”

8 Among others, see Brassington (2007, 2011) and Wayne and Glass (2010).



46 DOES RESEARCH ETHICS REST ON A MISTAKE?

2.4 Functional Characterization of Research

2.4.1 Practical Influences on Research Ethics

In the previous section I argued that Jonas’s arguments provided an ex-
plicit philosophical rationale for developments in research ethics that were
spurred by much more practical responses to revelations of scandal and
abuse. Although this conceptual background is important for the purposes
of the present inquiry, the conceptual ecosystem of research ethics was likely
shaped more directly by practical responses to revelations of abuse.

In particular, many early cases of abuse involved health care professionals
exploiting the discretion and authority that they wielded in virtue of their
social role as caregiver to do things that were inconsistent with the duties
and obligations of that role. This made it natural to locate the moral epi-
center of research ethics in the discrete interactions of researchers with study
participants and to conceptualize research in functional terms that would fa-
cilitate the ability of IRBs to regulate these interactions.

2.4.2 The Jewish Chronic Disease Hospital Case

Two important cases are worth mentioning in particular. The first, described
briefly by Beecher in his 1966 exposé, would come to be known as the Jewish
Chronic Disease Hospital Case (Katz et al. 1972, 9-65; Arras 2008). In 1965,
the New York State Board of Regents found that researchers at the Jewish
Chronic Disease Hospital (JCDH) had carried out a research project on
chronically ill residents without properly informing those individuals—
many of whom likely lacked the capacity to make decisions for themselves—
that they were subjects in an experiment.

Briefly, researchers had learned that it took longer for individuals with
cancer to expel foreign cancers cells from their bodies than individuals
without cancer. They therefore wanted to know whether this delay was due to
the presence of cancer or to the fact that the immune systems of such patients
were already compromised. To answer this question, they designed a study
in which they would inject foreign cancer cells into the bodies of individuals
who were chronically ill but not suffering from cancer. Their hope was that if
the delayed rejection time was caused by the presence of cancer, they could
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use this knowledge in the quest to fight this fatal disease or to devise a test for
its presence. They claimed that they were justified in not informing subjects
of the nature of this procedure because the word “cancer” was loaded with
such significance at the time that many might have refused to participate,
despite the researchers’ belief that it was highly unlikely that anyone could
contract cancer from exposure to foreign cancer cells.

For the Board of Regents, the case was notable because clinicians had used
the broad discretion that at that time attended their social role as caregivers
to perform procedures on patients that were not for their individual ben-
efit but for the advancement of science. Even if no participant was harmed,
the Board of Regents held that participants were wronged when they were
denied the right to decide what should happen to their person.

In criticizing this case, Beecher appealed to the DoH. This document
largely recapitulated moral requirements that had been articulated decades
earlier in the trial of the Nazi doctors at Nuremberg. At that trial, the pros-
ecution argued that Nazi research violated a series of requirements that
captured the accepted practices and beliefs about the ethical conduct of re-
search. This set of principles would come to be known as the Nuremberg
Code, and it begins with the bold assertion that, “The voluntary consent
of the human subject is absolutely essential” (Tribunals 1949, 181). Even
at the trial, however, the defense had shown numerous cases of Allied re-
search in which consent was not obtained or in which it was obtained
under conditions that might compromise its moral validity. Although the
Nuremburg Code would come to be recognized as a prescient document,
it had little impact on the conduct of research by American researchers
(Moreno 1999). As a result, the twenty years that followed the Nuremberg
trials have been described as “a time of vigorous research characterized
by a fragmented community of medical researchers who applied incon-
sistent ethical standards and employed highly variable research practices”
(Freidenfelds and Brandt 1996, 239).

The DoH repackaged most of the provisions of the Nuremburg Code, now
framed as guidance specifically for individual clinicians. In particular, as
research had grown more widespread, nurtured by private investment and
public funding, physicians grappled with the tension between their fiduciary
duty to the individual patient and the researcher’s social obligation to gen-
erate information that might advance the health of countless future genera-
tions of patients.
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2.4.3 The Tuskegee Syphilis Study

The second and perhaps the single most important case that came to light
during this same period also involved medical practitioners exploiting the
social trust they enjoyed in their role as healers for purely research-related
purposes. In the early 1960s, an African American epidemiologist in the US
Public Health Service (PHS) named Dr. Bill Jenkins heard about a study that
had been initiated by the PHS in Macon County, Alabama in 1932. Since the
discovery of Salvarsan in 1910, syphilis had been a treatable medical con-
dition. But with the discovery and mass production of penicillin at the end
of the Second World War, a highly effective treatment with few side effects
became widely available. Nevertheless, the purpose of the study in Macon
County was to document the effects of untreated syphilis in a cohort of 400
African American men.’

After sifting through the substantial record of publications detailing the
study and its decades-long history, Jenkins wrote to other African American
physicians and contacted the media in an effort to raise concerns about the
ethics of the study.!? In 1966, another PHS worker, Peter Buxtun, also began
voicing serious moral concerns about the study, both within the PHS and
more broadly. Ultimately, the PHS convened a blue-ribbon panel of experts
to review the project. In 1969 the panel voted, with only a single dissenter, to
continue what it saw as important research (Jones 2008).

When news of what would come to be called the Tuskegee syphilis study
made headlines in 1972, however, the public’s reaction diverged signifi-
cantly from the response of the blue-ribbon expert panel that had voted to
continue the study only three years earlier. PHS researchers had lied to the
men in the study about their medical condition, telling them they had “bad
blood” rather than revealing a diagnosis of syphilis. They lied about the pur-
pose of their yearly medical examinations and spinal taps, leading the men
to believe they were receiving treatment, never disclosing that these purely
research-related procedures were part of a study designed to document the
effects of untreated syphilis. Researchers had actively prevented the men
from receiving medical treatment from public health programs, as a result
of examinations that would have been conducted as part of the draft, or in

9 There are numerous excellent historical accounts of this event including Brandt (1978), Jones
(1993,2008), and Reverby (2009). Reverby (2011) discusses parallel studies carried out in Guatemala.
19 https://www.nytimes.com/2019/02/25/obituaries/bill-jenkins-dead.html
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the course of routine medical care. The outrage of a public that was already
questioning the traditional distribution of power and social authority in
major social institutions was swift and hot.

The Tuskegee syphilis study lasted for forty years. It began before World
War II, continued after the trials at Nuremberg, the execution of German
physicians for crimes against humanity, the publication of the Nuremberg
Code and the DoH. Although news of the study shocked the conscience of
the lay public, it—like the twenty-two cases of unethical research Beecher
had detailed in his 1966 paper—was not a clandestine affair within the
PHS. The outrage of the public reflected shock at what could pass for
normal behavior in a profession entrusted with significant power and au-
thority. The moral calculus of the researchers who conceived, conducted,
and perpetuated these studies was jarringly out of sync with the moral
sensibilities of the public in whose name these investigations were osten-
sibly carried out.

It was public outcry over the Tuskegee study that spurred the US Congress
to create the National Commission whose Belmont Report would be shaped
by these revelations from Alabama. The scandals at Tuskegee and places like
the JCDH revealed how easily the deference to clinicians and the discretion
to control the agency of patients conferred in the Hippocratic tradition of
medicine, still operative at the time, could be coopted for purely research-
related purposes.

At Tuskegee, for example, it is unlikely that the study could have been
maintained for forty years if members of the PHS had not presented them-
selves as healers and taken advantage of the social trust that Hippocratic
medicine demanded from the recipients of medical care. The men who were
unwitting participants in the study believed they were receiving treatment.
They believed that medical professionals were acting in their interests. In
fact, of course, the activities of those professionals were inconsistent with the
best interests of those men. They were directed, not by the goal of curing
their disease or preventing its spread, but by the goals of documenting the
natural course of untreated disease in African American men.

2.4.4 Research versus Treatment

A natural response to the events at JCDH and Tuskegee was to search for
criteria that could be used to determine when the interactions between



50 DOES RESEARCH ETHICS REST ON A MISTAKE?

individuals should be governed by the norms of the doctor-patient relation-
ship and when they fall, instead, into the sphere of research and should be
governed instead by the norms of research ethics. The key moral idea is that
even if caregivers enjoy some discretion to withhold information or to en-
courage patients to undertake some course of care, the moral warrant for
this discretion would derive from the duty of the caregiver to always act as
the fiduciary of the interests of the individual patient. If that same individual
professional instead takes up the goals and ends of medical research, then
they lay down their sovereign commitment to the medical best interests of
patients and, in doing so, can no longer legitimately exercise the discretion
of the caregiver. Instead, they must approach patients as researchers and dis-
close to them the nature of the purposes they are now seeking to advance and
conform to the distinct norms of research ethics.

The Belmont Report transformed this moral insight into a functional char-
acterization of research as a set of purposes, distinct from the purposes of
medical or behavioral health practice. Being able to distinguish “biomed-
ical and behavioral research, on the one hand, and the practice of accepted
therapy on the other” allowed these activities to be sorted into their proper
sphere of oversight (National Commission 1979).

The Belmont Report defines medical practice by the purpose of pro-
viding “diagnosis, preventive treatment or therapy to particular individ-
uals” (National Commission 1979). It also is characterized by the use of
“interventions that are designed solely to enhance the well-being of an in-
dividual patient or client and that have a reasonable expectation of success.”
The paradigmatic example of practice is when a clinician draws on existing
knowledge to deploy established effective interventions for the benefit of the
individual patient. In this case, all of the considerations that are relevant to
evaluating the use of an intervention relate to its likely impact on the interests
of the patient. Few medical treatments are unalloyed goods. They often carry
risks and burdens because they involve the administration of toxic and po-
tentially dangerous substances. In administering treatment, therefore, the
clinician is required to make the judgment that any risks to the health of a
particular patient are outweighed by the prospect of medical benefit for that
same patient.

In contrast, the purpose that defines the research activity is to “test
an hypothesis, permit conclusions to be drawn, and thereby to develop
or contribute to generalizable knowledge (expressed, for example,
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in theories, principles, and statements of relationships)” (National
Commission 1979). To do this, research often involves the delivery of
interventions whose likelihood of success is unknown or whose value
relative to other options is uncertain. It can also involve practices or
procedures that are performed on one person in the hope of generating
information or benefits that will only accrue, if they materialize at all, to a
different group of persons.

On this approach, research is characterized by a network of justifica-
tory reasons that are fundamentally different from treatment. Treatment is
the utilization of current knowledge and established interventions for the
singular purpose of advancing the medical best interests of the individual
patient. Research is the deployment of interventions whose effects are un-
known or uncertain, for the purpose of generating generalizable medical
knowledge. This functional account of research serves the practical purposes
of IRBs by allowing them to determine when activities fall under the norms
of medical practice and when they constitute research and must therefore re-
ceive special oversight. It also allows research to be understood in a way that
fits entirely within what I called the IRB triangle in the previous chapter—the
interactions between researchers and participants that it is the purview of
IRBs to oversee.

This way of understanding research, as an activity defined by a distinct
set of goals and purposes that can be taken up and pursued by individual
researchers, further dissociates research from larger social purposes. Yes, the
purpose of research is to generate generalizable knowledge, but the value of
generalizable knowledge is left unstated. Conceived of as a set of purposes an
individual can adopt, research is severed from any connection to the social
institutions that make its conduct possible and that are required to trans-
late generalizable information into practices, procedures, or interventions
that actually advance the health interests of patients. Ensconced within the
IRB triangle, research is dissociated from any sort of division of social labor
and the larger purposes of a just social order that might be relevant to regu-
lating the terms on which that labor is divided and for what purposes it can
be justified.

As we will see in more detail in chapter 5, this functional approach to
research, with its critical emphasis on the individual decision-maker,
reinforces the perception that there is a fundamental moral dilemma at the
heart of research with humans. In particular, if research is a set of goals and
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purposes that guide individual decision-making, and if these goals are in-
herently distinct from the goals and purposes of clinical medicine, then in-
dividual decision-makers will at least sometimes have to compromise one of
these sets of objectives in order to advance the other.

2.4.5 The Ecosystem of Paternalism

As the name of the National Commission and its most famous report in-
dicate, the birth of research ethics in a practical policy response to revela-
tions of abuse fundamentally shaped the protectionist stance of the field.
Researchers would have to submit to IRBs protocols detailing the nature
of their proposed study, its anticipated risks and benefits, and a plan for
securing the free and informed consent of participants. Only if this plan
meets the approval of this independent oversight body will it be permissible
to offer participation to study participants. IRB review would thus mediate
the interaction of researchers and study participants with the mandate to
protect study participants from abuse. Both conceptually and historically,
the protectionism of research ethics is easily seen as a paternalistic effort
to safeguard the rights and welfare of people who cannot do this for them-
selves (Dworkin, 1972; Miller and Wertheimer 2007; Jansen and Wall 2009;
Edwards and Wilson 2012).

The paternalism of orthodox research ethics is thus closely connected to
the other problematic aspects of the conceptual ecosystem of orthodox re-
search ethics that I have been detailing here. On a practical level, it reflects
a concrete policy response to cases of scandal and abuse. On a conceptual
level, it reflects the perception that the professional obligations of caregivers
and researchers impose conflicting and incompatible goals on the decision-
making of individuals that reinforce the larger tendency of the underlying
utilitarianism of research to run roughshod over the rights and interests
of individuals. Defining research in functional terms facilitates a vision
of research oversight in which the most critical ethical issues arise in the
interactions of researchers with study participants. A framework that can
sort the actions of caregivers and the actions of researchers into different
bins, where they can be subject to different moral requirements, facilitates
the protectionist goals of IRB review and advances the pragmatic goal of
avoiding the types of abuse that set the reforms of the National Commission
into motion.
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2.5 Justice: The Last Virtue of Research Ethics

2.5.1 Justice Untethered

Severing the research enterprise from larger social purposes and defining re-
search in functional terms that fit neatly within the IRB triangle effectively
removes this activity from the sphere that is primarily regulated by consid-
erations of justice. The philosopher John Rawls famously calls justice “the
first virtue of social institutions” (1971, 3) because it regulates the operation
of social systems that both require social support and create the social order
that determines what rights, duties, and opportunities individuals have and
their prospects for being free to pursue a life plan of their own on equal terms
with their compatriots.

Although the Belmont Report lists respect for persons, beneficence, and
justice as the three fundamental moral principles to which research must be
responsive, justice is arguably the last virtue of research ethics. At the con-
ceptual level, it is the least well defined and clearly grounded. At the oper-
ational level its recommendations are the least well translated into explicit,
practical requirements. In terms of the volume of scholarship produced in
the field it is the least studied, and in the institutional structures that regulate
research it has the least influence.

2.5.2 The Consequences of Neglect

The neglect of justice in research ethics has three distinct consequences.
First, the justifications for requirements that are linked to this value are often
unclear. Second, early discussions of justice in research ethics explicate this
value in terms that allow it, implicitly if not explicitly, to be reduced to a func-
tion of the other values that constitute the twin pillars of research ethics.
Thirdly, considerations of justice that cannot be reduced to applications of
respect for persons and beneficence seem to fall outside the scope of the field,
to be unwarranted, or in the worst case to be inconsistent with more clearly
understood and firmly grounded commitments of the field.

To make the case for these claims, consider how each of these principles
is explicated in the Belmont Report. Respect for persons, sometimes re-
ferred to as respect for autonomy, reflects the importance of being able to
make decisions that impact the shape or the quality of one’s own life. It is



54 DOES RESEARCH ETHICS REST ON A MISTAKE?

operationalized for persons with decisional capacity through the require-
ment of free and informed consent. Although informed consent had been
elevated to the status of a necessary condition for ethical research in the
Nuremberg Code, it was not until the work of the National Commission
that this value came to play a dominant role in regulating medical research.
Its prominence is grounded, in no small measure, in the fact that if this re-
quirement had been widely adopted after Nuremberg it likely would have
been sufficient to avoid most of the scandals that spurred the creation of the
National Commission. Because informed consent has been the subject of
such voluminous scholarship and discussion, it is almost synonymous with
research ethics.

The second core value of research ethics is beneficence, which ranges
over the domain of individual welfare or well-being. The Belmont Report
uses “beneficence” to name the principle that ranges over all considerations
that affect individual welfare or well-being. Others sometimes divide this
concern for individual welfare or well-being among two values. In the in-
fluential terminology of Beauchamp and Childress (2001), for example, be-
neficence is reserved for an affirmative concern for welfare or well-being
while nonmaleficence refers to the negative concern to avoid harm or some
other way detracting from well-being. Regardless of how one wants to divide
the values that range over this domain, the concern for individual welfare or
well-being is operationalized by balancing risks and benefits.

To avoid confusion, I follow the more expansive view of beneficence as in-
cluding the principle of nonmaleficence. In other words, beneficence ranges
over both the avoidance of harm and the provision of benefits.

A key point is that beneficence is not limited to the consideration of
whether the risks and burdens of research participation for a given individual
are reasonable solely in light of the benefits likely to accrue to that same
individual—although satisfying this condition is a clear way of satisfying the
requirements of beneficence. Rather, the risks and burdens to one person can
be offset by the expectation that benefits will accrue to future beneficiaries
of research. Considerations of beneficence thus require judgments in which
risks and burdens to some individuals are balanced or traded off against the
expectations that benefits will accrue to other individuals. In this sense, be-
neficence is concerned with the distribution of benefits and burdens both to
the same individual and across different individuals.

The Belmont Report introduces justice by saying that it addresses the ques-
tion “Who ought to receive the benefits of research and bear its burdens?”
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Understood this way, both justice and beneficence range over the same do-
main, namely, the distribution of benefits and burdens. Similarly, both deal
with judgments about how benefits and burdens are distributed across dif-
ferent individuals or groups.

Justice is also defined as the principle that “equals ought to be treated
equally” (National Commission 1979). But this formulation is not very useful
without specifying the space of equality—the set of concerns or the domain
over which individuals have a right to be treated equally (Sen 1982, Daniels
1990, Korsgaard 1993, Anderson 1999). After all, as consequentialists are
fond of observing, beneficence is also grounded in the commitment to giving
equal treatment to equals; beneficence involves assigning equal value to
the welfare of every individual. Beneficence treats the space of equality as
the domain of welfare—individuals have an equal claim to have their wel-
fare be given equal weight to the welfare of everyone else. Because more
welfare is better, beneficence requires choosing acts or policies that pro-
duce the greatest net welfare. In research ethics, part of the justification for
allowing risks to one person to be offset by benefits to others is the prospect
that the burdens to the one are outweighed by the benefits to the others. For
consequentialists, therefore, giving equal treatment to the welfare of all, im-
partially considered, is a central feature of the moral point of view. So merely
saying that justice requires giving equal treatment to equals is not sufficient
to distinguish it from beneficence.

The Belmont Report does not indicate the respect in which justice in re-
search requires equals to be treated equally. Instead, we are told that social
justice requires that vulnerable groups not be chosen for inclusion in re-
search simply because of their “easy availability, their compromised posi-
tion, or their manipulability, rather than for reasons directly related to the
problem being studied” and that this requirement was widely violated in
the nineteenth and early twentieth centuries when “the burdens of serving
as research subjects fell largely upon poor ward patients, while the benefits
of improved medical care flowed primarily to private patients” (National
Commission 1979).

On the surface, beneficence and justice might be distinguished by the
specific requirements they place on the distribution of benefits and burdens
across different groups. For example, beneficence is operationalized in terms
of having a favorable balance of risks and expected benefits. In contrast, jus-
tice is operationalized in terms of “fair procedures and outcomes in the se-
lection of research subjects” (National Commission 1979). Whether this
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surface difference translates into a substantive moral difference depends
on the extent to which the considerations that determine the fairness of
procedures and outcomes are distinct from considerations that determine
the favorability of the balance of risks and expected benefits.

2.5.3 Minimalism about Justice: Reducing It to
Beneficence and Autonomy

Part of the problem, however, is that although the Belmont Report asserts that
fairness requires certain conditions, it does not explain why those conditions
represent requirements of fairness. For example, we are told that fairness at
the procedural level requires not recruiting favored groups for “potentially
beneficial research” while selecting “only ‘undesirable’ persons for risky re-
search” (National Commission 1979). Likewise, “when research is proposed
that involves risks and does not include a therapeutic component, other
less burdened classes of persons should be called upon first to accept these
risks of research, except where the research is directly related to the specific
conditions of the class involved.”

But both of these restrictions can be explained in terms of beneficence.
The Belmont Report treats marginalized or disadvantaged groups as already
burdened. If research relies disproportionally on members of groups that
are already burdened, then it will have a higher risk profile than if it were to
rely instead on individuals drawn from groups that are comparatively better
off. The reason is that involving a population that is already less burdened is
likely to result in fewer harms, or to result in harms of a lesser magnitude.
This can be for several reasons.

First, groups that are less marginalized may not be willing to participate
in research that is unacceptably risky, and their more stable social position
may make it more difficult to force them to participate. Second, to the extent
that better-off people experience less stress, fewer physical insults, and suffer
from fewer medical problems, they may be less likely to experience some ad-
verse events in the course of research. Third, if they do experience those ad-
verse events, their effects may not be as pronounced either because bearing
a lower burden of stress and illness makes them more resilient or because
having greater access to social resources enables them to more effectively
mitigate harms and cope with their aftermath. As a result, the wrongness of
a violation of procedural fairness can be explained in terms of the other core
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values of research ethics—it is more likely to involve coercion or a form of
influence that violates respect for persons or to cause more harm than an ap-
proach that relies instead on individuals drawn from better-off groups.

Similar reasoning applies to ensuring that “some classes (e.g., welfare
patients, particular racial and ethnic minorities, or persons confined to
institutions) are [not] being systematically selected simply because of their
easy availability, their compromised position, or their manipulability, rather
than for reasons directly related to the problem being studied” (National
Commission 1979). Relying on such groups in cases where they do not ex-
pect to benefit directly from research participation is more likely to result in
aviolation of respect for persons or to produce more harm than an approach
that relies on less marginalized groups. In contrast, when a study addresses a
problem that is experienced by individuals in a group, then their participa-
tion is more likely to be voluntary because they are more likely to view the
risks as reasonable in light of benefits to themselves or to members of a group
with which they identify. And if the research is related to the health needs of
the groups included, then it is likely to produce a favorable risk benefit ratio
for those groups.

My point is not that the pronouncements in the Belmont Report cannot
be grounded in justice. It is, rather, that at best the distinct content of jus-
tice in the Belmont Report is unclear. At worst, the Belmont Report is con-
sistent with what I refer to as the minimalist view of justice. On this view,
requirements of justice are reduced to a function of beneficence and re-
spect for persons. To ascertain whether a transaction or a social arrange-
ment satisfies the requirements of justice requires a determination of
whether it is conducted on terms that satisfy respect for persons and benef-
icence. Returning to the requirements in the Belmont Report, if it is unfair
to use deception, force, or fraud to secure the participation of marginal-
ized groups, then it looks like this unfairness can be explained in terms of,
and therefore reduced to, respect for persons and informed consent. If it is
unfair to conduct research in populations that bear higher risks than less
burdened populations, then this seems to reduce fairness to beneficence
since fewer harms will result by including less marginalized populations in
research. The pressure to frame issues in research ethics in terms that are
manageable within the narrow confines of the IRB triangle adds to the ten-
dency to neglect the distinctively social aspects of justice and to explicate
it, instead, in terms that derive from the more familiar and central pillars
of the field.
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2.5.4 Requirements without Grounds

When justice is linked to issues outside of the IRB triangle, stakeholders are
left with no justification for the claims that are made. For example, in an im-
portant passage the Belmont Report says:

Finally, whenever research supported by public funds leads to the devel-
opment of therapeutic devices and procedures, justice demands both that
these not provide advantages only to those who can afford them and that
such research should not unduly involve persons from groups unlikely
to be among the beneficiaries of subsequent applications of the research
(National Commission 1979).

Although it is clearly stated that these requirements are supposed to be
grounded in considerations of justice, no clear justification for this claim is
offered. However, several features of this claim are puzzling.

First, whether a research discovery provides advantages to people who
cannot afford it depends critically on how the larger health system is or-
ganized. Even if treatments can be procured at no cost, they often must
be administered within health systems that have their own organizational
structure and funding model. It may well be the case that a just health system
should provide universal access to medical care. But the point for the present
purpose is that in the context in which this claim is made, no such position
is defended. Since at the time there were no provisions for universal access
to health care in the United States (at the time of this writing there still are
no such provisions), it is unclear why the use of public funds in one social
system (biomedical research) should be sufficient to justify altering entitle-
ments within another social system (the provision of health services).

Second, it is not clear why research that is supported by public funds
should be subject to special requirements. If a research group is investigating
treatments for a debilitating or fatal disease for which there are currently no
effective therapies, would it be ethically permissible for that group to recruit
exclusively from populations that are unlikely to benefit from subsequent
applications of that research as long as they receive only private funding?
On the one hand, even private firms enjoy various forms of social support,
from public policies that provide for intellectual property protection to the
fact that most research builds on prior findings, a large portion of which are
generated from research with federal funding. On the other hand, heaping



FEAR OF THE COMMON GOOD 59

burdens on already marginalized people in order to generate benefits for
people who are already better off seems wrong no matter how that activity is
funded.

A major problem with the Belmont Report is that it recognizes that aspects
of research with humans that fall outside of the IRB triangle can affect the jus-
tice of this undertaking, but it lacks the resources to make these connections
clear and to provide substantial normative guidance about them. In partic-
ular, its focus on the relationship between research and the delivery of health
services—on the importance of ensuring access to the applications of know-
ledge produced in research—reflects a dim recognition that research is one
activity that takes place within a larger division of social labor. It is a recog-
nition that issues of social justice are raised by the relationship between sys-
tems of knowledge production and the systems that put this knowledge into
practice in the form of treatment and preventative services. But the rationale
for this focus is left largely unarticulated. As we see in §2.6 similar problems
affect requirements in international guidance documents that are ostensibly
grounded in justice.

2.5.5 Protectionism and Neglect

As other commentators have noted, the Belmont Report emphasizes
relationships that must be avoided. For example, marginalized groups must
not be recruited because of their “easy availability, their compromised posi-
tion, or their manipulability, rather than for reasons directly related to the
problem being studied” (National Commission 1979). But it does not say that
researchers, study sponsors, or anyone else has a responsibility to carry out
research that advances the unique health needs of groups that are margin-
alized, oppressed, or that suffer from excess burdens of morbidity and mor-
tality. Asaresult, one way to satisfy the protectionism of its recommendations
is to avoid carrying out research in such populations altogether.

While such a move avoids a certain kind of wrongful treatment, it leaves
some of the most disadvantaged populations subject to the ravages of lethal
neglect. As others have pointed out, explicating justice in largely protec-
tionist terms fails to recognize the ways in which groups that are perceived
as being vulnerable to exploitation or abuse in research can be harmed when
their distinctive medical needs are not the subject of extensive scientific in-
vestigation (Dresser 1992; Kahn, Mastroianni, and Sugarman 1998).
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Already in 1977, Eisenberg criticized the culture of research regulation
for losing sight of the social imperative to carry out research and for being
too complacent about the human toll that neglect would produce for those
who suffer the highest burden of sickness, injury, and disease. He argued that
the importance of this imperative and the toll of neglect was most palpable
when one considered “the third world, where infant mortality may be as high
as 20 percent and life expectancy no more than 30 years” (1977, 1109). For
Eisenberg, “there is a clear moral imperative in developed nations for med-
ical research in tropical diseases to seek to permit two-thirds of the world’s
population to share in the freedom from pain and untimely death we have
achieved for ourselves” (1109).

2.6 International Research Stresses Fault Lines
2.6.1 The Zidovudine Short-Course Controversy

The faultlines outlined previously have been stressed, deepened, and brought
into sharp relief in subsequent debates over the ethics of international re-
search. Since the volume of such research began to rapidly increase in the
1990s (Rehnquist 2001; Thiers, Sinskey, and Berndt 2007), international re-
search has been the subject of voluminous and at times acrimonious debate
(Angell 1997; Lurie and Wolfe 1997; Annas and Grodin 1998; Benatar 1998;
Crouch and Arras 1998; Glantz et al. 1998; Attaran 1999; Benatar and Singer
2000; Macklin 2001; Resnik 2001; Benatar et al. 2003; Flory and Kitcher
2004; London 2005). International ethical guidelines, such as the DoH or the
International Ethical Guidelines for Biomedical Research Involving Human
Subjects from the Council for International Organizations of Medical
Sciences (from now on, “CIOMS Guidelines” for short), stipulate a range of
ethical requirements that must be met in order for international research to
be ethically acceptable, some of which are explicitly grounded in the value of
justice. But these requirements suffer from some of the same problems that
arise for the requirements of justice in the Belmont Report. Their normative
justification is unclear, they often make demands on stakeholders who are
outside the IRB triangle, and they are criticized for being inconsistent with
some of the core principles of research ethics.

Without a unified moral foundation to anchor their interpretation, the
requirements of various international guidance documents have spawned
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heated and at times divisive debate (Singer and Benatar 2001, Kimmelman,
Weijer and Meslin 2009). This was dramatized by early debates about the
standard of care in international research.

In 1975 the DoH was revised for the first time and two new requirements
were added in section IT on “Medical Research Combined With Professional
Care (Clinical Research)”:

I1.2. The potential benefits, hazards and discomfort of a new method
should be weighed against the advantages of the best current diagnostic
and therapeutic methods.

I1.3.  In any medical study, every patient—including those of a control
group, if any—should be assured of the best proven diagnostic and thera-
peutic method. (World Medical Association 1975)

These requirements remained unchanged in the 1983 revision. In 1996 a
sentence was added to the end of the text in II.3 to indicate that “this does
not exclude the use of inert placebo in studies where no proven diagnostic
or therapeutic method exists” (World Medical Association 1996). When the
DoH was revised in 2000 these distinct statements were combined into a
single requirement:

29. 'The benefits, risks, burdens and effectiveness of a new method
should be tested against those of the best current prophylactic, diagnostic,
and therapeutic methods. This does not exclude the use of placebo, or no
treatment, in studies where no proven prophylactic, diagnostic or thera-
peutic method exists. (World Medical Association 2000)

This text was retained in the 2004 revision but, at the last minute, a “note of
clarification” was added. That note stated that a “a placebo-controlled trial
may be ethically acceptable, even if proven therapy is available,” under two
circumstances:

—Where for compelling and scientifically sound methodological reasons
its use is necessary to determine the efficacy or safety of a prophylactic, di-
agnostic or therapeutic method; or

—Where a prophylactic, diagnostic or therapeutic method is being inves-
tigated for a minor condition and the patients who receive placebo will not
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be subject to any additional risk of serious or irreversible harm. (World
Medical Association 2004)

For many, this note of clarification was a bombshell. For nearly thirty years
the DoH had been consistent in holding that the prophylactic, diagnostic, or
therapeutic merits of a new medical intervention should be tested against
those of the best current alternative. But what was presented as a note of clar-
ification appeared to contradict the main requirement of the text. All that
was required to justify withholding the best current alternative from study
participants was a sound methodological reason. Since vocal proponents of
placebo-controlled trials often championed such designs on methodolog-
ical grounds, many worried that the note of clarification was effectively a free
pass for researchers to expand the use of placebo controls.

The inconsistency in the 2004 DoH was a major blow to its status. It dra-
matized the limited value of pithy injunctions untethered from clear nor-
mative grounding and exemplified the extent to which that document
had become a victim of its own success. In particular, since 1997 the DoH
had been at the epicenter of a major controversy surrounding the ethics of
placebo-controlled trials. That was the year that a pair of editorials published
in the New England Journal of Medicine decried as unethical a proposal
to test a short-course of zidovudine (also known as AZT) for the preven-
tion of maternal-infant HIV infection against a placebo control in sixteen
countries in sub-Saharan Africa, Southeast Asia, and the Caribbean (Angel
1997; Lurie and Wolfe 1997). These studies did not originate with industry.
They were a collaborative effort among the US National Institutes of Health
(NIH), the US Centers for Disease Control and Prevention (CDC), foreign
governments, and international public health institutions. Their goal was to
find a regimen of zidovudine that might represent a feasible intervention to
stem the tide of perinatal HIV transmission in some of the world’s poorest
countries.

The study was controversial, in part, because a few years earlier a large-
scale randomized clinical trial—referred to as the AIDS Clinical Trial Group
(ACTG) 076 study—had demonstrated that a long course of zidovudine
(from now on, the “076 Protocol”) was highly effective at preventing HIV
transmission from pregnant mothers to their newborn children, reducing
transmission rates by two-thirds. Against this background, the then-editor of
the New England Journal of Medicine, Dr. Marsha Angell, compared the use
of a placebo control in the short-course zidovudine studies to the Tuskegee
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syphilis study. In her argument in support of this analogy, she quoted the
requirements outlined in IT1.2 from the 1989 DoH.

Angell’s argument connected the requirements of the DoH with the
concept of equipoise (this concept is discussed at length in chapters 5 and
6). For now, equipoise can be understood as honest uncertainty among
experts about the relative clinical value of a set of interventions for treating
a particular medical condition. Angell argued that equipoise between the
interventions on offer in the arms of a study is a necessary condition for eth-
ical research and that if there is solid evidence in favor of the superiority of
one intervention, then “not only would the trial be scientifically redundant,
but the investigators would be guilty of knowingly giving inferior treatment
to some participants in the trial” (1997, 847). Extending this logic to placebo-
controlled trials, she evoked the language of the DoH, holding that “only
when there is no known effective treatment is it ethical to compare a poten-
tial new treatment with a placebo. When effective treatment exists, a placebo
may not be used. Instead, subjects in the control group of the study must
receive the best known treatment.” The crucial fact for Angell was that “zido-
vudine has already been clearly shown to cut the rate of vertical transmission
greatly and is now recommended in the United States for all HIV-infected
pregnant women” (847).

The comparison between the short-course studies and Tuskegee enflamed
passions on both sides. For critics, it illustrated the gravity of the transgres-
sion involved in denying participants in a clinical trial access to established
effective care. Among the initiative’s proponents, it sparked outrage since,
they argued, the placebo design was necessary to find a method of preventing
perinatal HIV transmission that could be implemented in some of the
world’s poorest countries to stem the tide of a disease that was ravaging their
populations.

Ironically, both sides of this debate agreed that finding an alternative to the
076 Protocol that might be feasible for use in LMIC settings was an impor-
tant and appropriate public health goal. At the time, the zidovudine regimen
in the 076 Protocol cost about $800 per mother-child pair. As the heads at the
time of the NIH and the CDC, Harold Varmus and David Satcher noted, this
was as much as 600 times the per capita health expenditures of some Sub-
Saharan countries (Varmus and Satcher 1997).

In addition, the 076 Protocol was resource intensive in other ways.
Mothers had to be identified early in pregnancy so that they could begin a
lengthy oral regimen of zidovudine. They also had to present at a treatment
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center for birth so that they could receive intravenous zidovudine. Newborns
were then placed on a six-week regimen of oral zidovudine and mothers
were required to formula feed their infants because breast feeding is a known
rout of HIV transmission. In many cases, however, women in the commu-
nities that faced the highest burden of HIV were also underserved by their
health systems. As a result, they frequently did not receive prenatal care early
in pregnancy and often did not give birth in a healthcare setting. Similarly,
while the 076 Protocol required new mothers to avoid breastfeeding, many
LMIC communities also suffered from high rates of waterborne diseases
which often posed a grave threat to the health of infants. This meant that, in
some cases, avoiding breast feeding was untenable.

The widespread support for research that would find an alternative to the
076 Protocol reflects the implicit assessment that it would be more efficient
and effective to find an intervention that could be deployed under conditions
that were feasible in LMICs than to bridge the economic and infrastructure
gaps that made the 076 Protocol an infeasible alternative for LMICs. As a
result, the debate in the literature tended to accept the permissibility of pur-
suing research of this kind and focused, instead, on the choice of control that
should be used in such studies.

Nevertheless, it was clear that specific disputes about trial design were
being driven by a larger set of issues, often inchoate and unarticulated, with
implications that reached far beyond the choice of study control. There was,
therefore, an uncanny sense that the debate over the ethics of the placebo
control was a kind of proxy war between larger philosophical positions that
often remained unarticulated, but which covertly exerted tremendous influ-
ence on the judgments of the warring camps.

2.6.2 Two Distinctions and Four Standards of Care

Early attempts to resolve the dispute over the design of the short-course
trials focused on explicating the nature of the requirements in the DoH
and what was meant by the “best current” or “best proven” alternative.
Considerable attention focused on what I have called the relevant refer-
ence point from which such judgments should be made: were these terms
asking about the best alternative in the local population or in some more
global center of excellence, such as in the United States or France (London
2000b)?
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Proponents of the placebo control argued it did not deny participants care
that they would have otherwise received and that it did not impose new or
additional health burdens on participants (Grady 1998, 36; Francis 1998;
C. Levine 1998, 46; Salim and Abdool 1998, 565).!! They thus defended
using the local reference point for determining the standard of care. But their
arguments also tacitly presupposed that the standard of care was to be deter-
mined by the actual medical practice in the reference location. This framed
questions about the standard of care as largely descriptive questions about
the de facto medical practice in the reference community.

In response, some criticized using the local reference point in determining
the standard of care. Local practices might reflect what happens as a re-
sult of poverty and deprivation rather than the application of sound scien-
tific knowledge. The relevant moral baseline, they countered, referred to a
more global reference point where medical practice reflects the current state
of medical knowledge. As Angell put it, the recommendation in the United
States that all pregnant women with HIV receive zidovudine set the relevant
baseline to which the short-course studies should be compared.

But arguments framed as supporting the global reference point were often
tacitly rejecting the appeal to de facto practice. In particular, those who
appealed to the concept of equipoise often interpreted the standard of care
as a normative principle, taking references to “proven” or “established” treat-
ment as indicating practices that are normative. Because they are supported
by evidence and reflect the sound clinical judgment of informed experts they
are required as the means of discharging a clinician’s duty of care. On this de
jure interpretation, the standard of care is not set by what actually happens,
but by what ought to be provided to study participants given what is known
about the safety and effectiveness of the alternative diagnostic, prophylactic,
or therapeutic options (London 2000b).

Implicit in this acrimonious debate, therefore, were two distinct sets of is-
sues: Is the relevant reference point local or global? And is the standard of
care determined by the de facto practices of some reference community or by
a de jure determination based on what is known about the likely safety and
effectiveness of alternative practices, policies or interventions? These two

I During the debate over the DoH’s requirement that subjects in clinical trials receive the “best
proven diagnostic and therapeutic method,” one proposed revision would have required only that
subjects “not be denied access to the best proven diagnostic, prophylactic, or therapeutic method that
would otherwise be available to him or her” (Brennan 1999, 529). See also Levine (1998, 1999).
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axes created the possibility for four distinct interpretations of the standard
of care.

For our present purposes one key point is that appeals to the DoH were in-
sufficient to surface these alternative interpretations, let alone to adjudicate
between then. Without a coherent rationale grounded in a compelling nor-
mative foundation, the pronouncements of the DoH could be interpreted in
different ways. Within the parochialism of orthodox research ethics, two of
these interpretations exerted outsized influence.

The first was the local de facto interpretation, which holds that the
standard of care in a clinical trial is determined by what patients in the host
community would actually receive if no trial or research initiative were to
take place. In the case of maternal-fetal HIV transmission, this amounted
to nothing. The local de facto standard of care was attractive because it takes
what happens in the absence of outside intervention as the normatively rele-
vant baseline for assessing alternative actions. If no studies were carried out,
women and children in LMIC populations would not receive effective pro-
phylaxis for perinatal HIV transmission.

The second interpretation that received outside attention was the global de
jure interpretation. This interpretation was embraced by those who rejected
the idea that descriptive accounts of the status quo in host communities are
normative for determining the care to which participants in clinical trials are
entitled. This interpretation holds that the standard of care must be deter-
mined by what experts regard as the best means of addressing the problem in
question. It combines this de jure interpretation with a global reference point
in which the relevant experts are located in global centers of excellence.

Two other interpretations of the standard of care are possible, but these
were largely overlooked. One combines the global reference point with the de
facto interpretation of the standard of care. This interpretation holds that the
standard of care in a clinical trial is determined by the descriptive account of
the care that patients receive outside the context of research in global centers
of excellence. One reason why the local/global axis was so salient stems from
the fact that, in this case at least, both the global de facto interpretation and
the global de jure interpretation identify the 076 Protocol as the standard of
care. The only difference lies in the rationale for each standard. When Angell
appeals to the fact that the 076 Protocol is the standard of care in HIC health
systems, it can sound like she is arguing that researchers in LMIC contexts
are obligated to provide the 076 Protocol to study participants because this
is what would happen (as a descriptive claim) in HICs. But if the standard
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of care is to be set by the de facto medical practice, then it would be un-
clear why the actual practice of one community (HIC centers of excellence)
should constrain how research is carried out in different communities where
patients routinely receive an entirely different level of care. The only morally
relevant rationale for appealing to the practices of clinicians in HIC health
systems is that those practices reflect the judgments of informed and con-
scientious experts that the 076 Protocol represents the best way to discharge
their duty of care.

A fourth possibility that was also overlooked combines the de jure ap-
peal to the judgments of conscientious and informed experts with the local
reference point. The local de jure interpretation holds that the standard of
care is determined by what conscientious and informed experts judge to be
the most effective means of addressing a problem under conditions that are
attainable and sustainable in the health systems in which the intervention
in question will be deployed (London 2000b). The consensus on all sides
of the debate appeared to be that it was morally permissible to search for
an alternative to the 076 Protocol that would provide LMIC communities
with a meaningful public health tool for reducing perinatal HIV transmis-
sion because the 076 Protocol was too resource intensive and logistically
demanding to be effectively or equitably deployed on a large-scale basis in
those communities. Given this, the local de jure standard of care holds that
the short course should be compared against the best proven alternative for
preventing maternal-fetal HIV transmission that can be effectively and equi-
tably deployed under conditions that are attainable and sustainable in those
communities.

The position that I develop in this book adopts and defends the local de
jure standard of care. For our present purposes, however, I want to consider
why this position was overlooked in these early debates and why proponents
of a de jure standard of care tended to support the global reference point.

2.6.3 The Role-Related Obligations of Clinicians

Angell and others were attracted to what I am calling the global de jure
standard of care by the basic idea that the existence of equipoise—uncertainty
about the relative therapeutic merits of the available medical options—is
a necessary condition for ethical research. When this uncertainty exists, it
is supposed to create a bridge between the social value of research and the
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clinician’s duty to do her best for each individual before her. The guiding idea
is that, in the face of such uncertainty, it does not violate the clinician’s fidu-
ciary duty to her individual patient to allow the interventions that they re-
ceive to be determined by randomization.

However, if there is no uncertainty about the relative merits of the
interventions in a trial, “not only would the trial be scientifically redundant,
but the investigators would be guilty of knowingly giving inferior treat-
ment to some participants in the trial” (Angell 1997, 847). Moreover, Angell
argued that in order for equipoise to exist between the interventions in a
trial that uses a placebo control, it must be the case that there is not already
an established effective treatment for the condition in question. “When ef-
fective treatment exists, a placebo may not be used. Instead, subjects in the
control group of the study must receive the best known treatment” (1997,
847). So Angell rightly recognized that in order for equipoise to exist, it must
not only be the case that there is uncertainty about the relative merits of the
interventions to which they might be randomized in a trial, but there also
must not be an alternative intervention that is known to be superior to one or
more of those options (see chapter 5).12

Angell argued that a placebo control was unethical in the short-course
studies because the safety and efficacy of the 076 Protocol was established on
the basis of substantial evidence. Its adoption in the United States and other
HICs reflected consensus in the expert medical community about its status

12 Here it seems like Angell is replicating a common mistake about equipoise because she ini-
tially frames the question as uncertainty regarding only the interventions that are compared within
a trial. This would be a problem because a researcher could design a study to test the relative merits
of interventions A and B when in fact there is an option C that is known to be superior to both A and
B. If equipoise only referred to the arms of a trial, then a comparison of A and B would be ethically
permissible, but it would violate both of Angell’s desiderata. That is, the scientific value of such a
study would be questionable—given that C is known to be superior to both—and an investigator
randomizing participants to A or B would be guilty of knowingly giving inferior treatment since C is
known to be the superior option. But this is not the case, as demonstrated by her assertion that if an
effective intervention exists a placebo is not morally permissible. Kukla (2007) asserts that debates
over the standard of care reveal fundamental problems with the concept of equipoise since that con-
cept deals only with interventions being tested in a clinical trial. Kukla formulated the principle of
equipoise (PE) as follows: “In order to begin or to continue an experiment on human subjects, one
must be in a state of equipoise with respect to the relative expected health outcomes for participants
in different trial arms” (179). However, prior discussions of equipoise in precisely this context were
explicit that such a formulation would be unacceptable. London explicitly formulated the principle
of equipoise to require a comparison between interventions on offer in the trial and those outside
the study:

Equipoise exists between interventions I1 and I2 relative to problem P in a treatment set-
ting S, just in case credible doubts exist about the relative net therapeutic advantage of I1
and I2 for treating P in S and there is no intervention I3 that is preferable to either or both
I1 and I2 for treating P in S. (2001, 324)
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as the best method for preventing maternal-fetal HIV transmission. In light
of this knowledge, she contended, testing the short-course zidovudine reg-
imen against a placebo would violate equipoise and, with this, the clinician’s
duty not to deny study participants access to interventions that are known to
be safe and effective.

The traditional conception of equipoise thus seemed to entail what I re-
ferred to as the global de jure interpretation of the standard of care. When
considering whether a study begins in equipoise, it must not be the case (in
this view) that there is an intervention that is regarded as preferable to one or
more of the study arms anywhere in the world. Because the 076 Protocol was
recognized as superior to placebo in centers of excellence in HICs, a study
that would randomize participants to the short course of zidovudine or a pla-
cebo would violate this standard.

2.6.4 Problems for the Global De Jure Standard of Care

What I have called the global de jure standard of care appears to gain con-
siderable support from an idea that is so widespread and intuitive that it
functions as what I describe in §5.1.1 as the first dogma of research ethics.
This is the idea that the fundamental moral norms governing the interactions
between the parties within the IRB triangle derive from the role-related
obligations of medical professionals. The global de jure standard of care is
required in order to ensure that there is sufficient uncertainty at the begin-
ning of a study to reconcile the researcher’s duty of personal care with the
requirements of sound science.

One important problem with the global de jure standard of care, however,
is that it undermines the position it is supposed to support. It not only rules
out comparing the short-course of zidovudine to a placebo, it rules out com-
paring it to the 076 Protocol as well (London 2001, 318-319). Those who
opposed the placebo-controlled trial design as unethical did not oppose the
larger project of finding an alternative to the 076 Protocol that might rep-
resent a feasible public health intervention for LMICs. Rather, they argued
that the short course regimen should be tested against the 076 Protocol, since
it was clearly the best proven alternative. However, although proponents of
this design pointed to evidence suggesting that a short-course would likely
be preferable to a placebo (Lurie and Wolfe 1997), it was unlikely that the
short-course would be as effective as the full 076 Protocol. If it was unethical
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to compare the short course to a placebo because the latter was known to be
inferior to the 076 Protocol, then it would be similarly unethical to compare
the short-course to the 076 Protocol since there was widespread agreement
that the short-course was likely to be inferior to this alternative.

Stated in more general terms, the global de jure standard of care rules
out as morally impermissible efforts to find interventions that might have a
meaningful impact on public health in the context of LMIC health systems
if those interventions are not expected to be at least as effective as available
alternatives—even if those alternatives require a background infrastructure
and social and economic conditions that are unobtainable or unsustainable
in LMIC settings. Setting out to look for interventions that would produce
widespread health benefits in LMIC settings but that are unlikely to be as
effective as the strategies that can be implemented in the most advanced in-
frastructure of the most resource-rich countries simply cannot be reconciled
with the goal of ensuring that no study participant is denied a level of care
that falls below the global de jure standard.

Another implication of the global de jure view is that open questions of
science only arise in global centers of excellence. The reason is that global
centers of excellence possess sufficient resources to turn existing know-
ledge into the most effective clinical practices. This is why their practices
are treated as the standard of care, on this view. In such contexts, if a med-
ical goal cannot be achieved, then this inability reflects a lack of knowledge,
rather than a lack of personnel, proficiency, infrastructure, technology, or
some other social or material resource. As a result, on this view, knowledge
gaps that are the appropriate targets for clinical research only arise in such
high-resource contexts because it is only in such contexts that we clearly see
the limits of existing knowledge.

From this standpoint, the 076 Protocol represents a prime example of
such a best practice. In global centers of excellence in the United States
and France, the 076 Protocol could be effectively implemented, cutting
maternal-fetal transmission rates by two-thirds. Health systems in LMICs
fell short of the financial, human or institutional resources that typify these
global centers of excellence. As a result, they experienced a gap between the
health needs of the populations they serve and their ability to meet those
needs as effectively and efficiently as they can be met in global centers of
excellence.

Embracing the global de jure standard of care entails that health systems
that fall short of the financial, human, or institutional resources that typify
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global centers of excellence have two options for closing this gap: trickle
down or develop up. The first option is to wait for the benefits of new know-
ledge to trickle down to them. In other words, wait until the various costs of
implementing gold-standard practices fall to the point where they are within
the reach of less well-off health systems. The second option is to increase the
resources devoted to their health systems to develop up to the point where
gold-standard interventions are no longer out of reach.

What health systems that fall short of the abilities of global centers of ex-
cellence cannot do, on this view, is undertake research initiatives that seek
to identify alternatives to the global de jure standard of care that might en-
able less robust health systems to more effectively, efficiently, or equitably ad-
dress the health needs of the people they serve. If we accept the global de
jure standard of care, then anyone looking for a less efficacious but more af-
fordable and easier to deliver alternative to the 076 Protocol would be acting
unethically.

The argument against the use of placebo controls in the short-course zi-
dovudine trials that Angell presents deploys a package of values that are the
bread and butter of orthodox research ethics and that were, therefore, widely
shared in the research ethics community. But it has the embarrassing impli-
cation that it rules out as unethical the alternative approach to international
research that Angell and others endorse. This inconsistency reflects deeper
problems in orthodox research ethics that arise when the research activity is
evaluated in isolation from its relationship to background social institutions
and larger considerations of justice.

2.6.5 Not Just a Problem for International Research

Arguments about international research challenged orthodox research ethics
because its narrow focus on interactions within the IRB triangle rested on
unstated presumptions about the relationship between research and a wide
range of background conditions. Disconnected from the larger purposes
of a just society, research is evaluated relative to role-related obligations of
professionals without a clear sense of how those obligations relate to back-
ground considerations of justice within health systems, let alone justice
across national boundaries. But the positions that were defended in the in-
ternational context would also have unexpected consequences on domestic
research initiated and conducted in LMIC settings.



72 DOES RESEARCH ETHICS REST ON A MISTAKE?

If research must be consistent with the global de jure standard of care, that
would rule out a wide range of domestic research that might be conducted in
LMICs by LMIC health authorities. Although the controversy over interna-
tionally sponsored research was the occasion on which these arguments were
formulated, the arguments themselves are perfectly general. If there is un-
certainty about the merits of interventions A and B for a particular medical
condition but it is known that in a global center of excellence C is superior
to both, then it follows that participants cannot be randomized to A or B, no
matter who is doing the randomization.

The awareness that parochial debates about trial design had such far-
reaching implications was illustrated powerfully by a memorable exchange
from the short-course debates. In their defense of the short-course trials,
Varmus and Satcher (1997) concluded by quoting from a letter to the NIH
written by Edward K. Mbidde, chairman of the AIDS Research Committee of
the Uganda Cancer Institute. The quote read:

These are Ugandan studies conducted by Ugandan investigators on
Ugandans. Due to lack of resources we have been sponsored by organiza-
tions like yours. We are grateful that you have been able to do so. ... There is
amix up of issues here which needs to be clarified. It is not NIH conducting
the studies in Uganda but Ugandans conducting their study on their people
for the good of their people.

In a letter to the editor of the NEJM, Carel IJsselmuiden argued, “Since the
Tuskegee study was conducted by Americans on Americans, this argument
obviously does not stand” (IJsselmuiden 1998, 838).

For Angell, IJsselmuiden, and others in their camp, withholding treat-
ment that is known to be effective (in global centers of excellence) that
results in serious harm to study participants is wrong, no matter whether
the study is conducted across national borders by international sponsors or
within national borders by domestic health authorities—whether American
(Tuskegee) or Ugandan (as in the short-course zidovudine studies).

Despite the logic of the argument just outlined, IJsselmuidenss letter goes
on to focus again on the use of placebo controls. It says that “it violates the
principle of justice that a continent impoverished through colonialism, and
forced to continue to be unable to provide gold-standard treatment because
of debt traps, will continue to provide the human laboratory where placebo-
controlled trials can be conducted because locally affordable care is often
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no more than placebo treatment” (IJsselmuiden 1998, 838). Gold-standard
treatment is identified with the practices of HICs and so reflects what I'm
calling the global de jure standard of care. It is contrasted with the de facto
state of affairs in LMICs where actual medical practice often reflects depriva-
tion. Given the history of extractive relationships between northern sponsors
and host countries of the global south, IJsselmuiden sees the short-course
studies as unjustly taking advantage of deprivation to run placebo-controlled
trials.

In a subsequent letter to the editor in the NEJM, Mbidde rejects the charge
that the short-course studies are designed to take advantage of circumstances
of deprivation. In doing so he argues that the design of the studies reflects the
health needs and priorities of Uganda and the importance of conducting re-
search that addresses the health needs of Ugandans:

Ugandan studies are responsive to the health needs and the priorities of the
nation. Research subjects have been selected in such a way that the burdens
and benefits of the research will be equitably distributed, and the appro-
priate authorities, including the national ethics review committee, have sat-
isfied themselves that the research meets their own ethical requirements.
With these requirements met, if Ugandans cannot carry out research on
their people for the good of their nation, applying ethical standards in their
local circumstances, then who will?

Mbidde’s reply is emblematic of the frustrations experienced by both sides
of this debate. The global de jure standard of care seems to follow from core
commitments of research ethics. If it is correct, then it would not be per-
missible for Ugandans to conduct research on their own people, in response
to their own health needs and priorities, if that research entails a deviation
from the best practices for treating or preventing a disease that have been
established to be effective in the most resource rich centers of excellence.
However, everyone involved in this debate wants to endorse the moral per-
missibility of conducting research that is aimed at enhancing the ability of
LMIC health systems to meet their own health needs and priorities. But if it
is morally permissible for nations to conduct research of this kind in order to
address the health needs and priorities of their people, then the global de jure
standard of care must be rejected.

This exchange illustrates how the debate about placebo controls had the
feel of a kind of proxy war in which narrow issues of clinical trial design were
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being asked to do the bidding of larger positions that remained covert and
hidden. The arguments being offered in support of particular trial designs
had implications that reached far beyond the choice of control, but orthodox
research ethics lacked the resources to foreground those larger issues and to
engage them in a way that might resolve the resulting dilemma.

This exchange also illustrates frustrations generated from a failure to clarify
all of the possible formulations for the standard of care and the justifications
that might support them. Proponents of the local de facto standard of care
argued that this baseline does not deny study participants access to care they
would otherwise receive and, in turn, allows research to generate evidence
about whether new interventions are superior to the status quo. But when
the status quo reflects poverty, deprivation, indifference, or exclusion, the
level of care that individuals from marginalized groups actually receive can
fall below the level of care to which they are entitled. In those cases, gaps
in care may not represent knowledge gaps at all. In other words, there can
be cases where individuals are routinely denied a level of care that is attain-
able and sustainable in their own community. When that occurs, the local de
facto standard of care doesn’t track circumstances where new knowledge is
needed. Angell, IJsselmuiden, and others were correct that this standard of
care licenses powerful parties, whether local or domestic, to exploit the most
disadvantaged members of the most disadvantaged communities without
thoughtful concern for whether such research represents the most effective
or efficient way of responding to their needs.

In contrast, the global de jure standard of care prohibits any use of re-
search to generate the knowledge that less-advantaged communities might
need in order to address important health needs under the unique social, po-
litical, and economic constraints that could realistically be achieved in their
community. In order to avoid extractive relationships, it closes off research
as an avenue for social progress and requires LMIC populations to wait for
innovations to trickle down or until they can develop up to the capacity
needed to support the global best practices.

The language in Mbidde’s reply can be seen as an attempt to escape a di-
lemma created from envisioning only these two possibilities. Invoking a
nation’s “own ethical requirements” raises the possibility that different moral
standards might govern research in different communities. But the prospect
that ethical standards for research might be lower in LMIC communities
raises the specter of an ethical relativism that devalues the lives of people
in LMICs. The desire to avoid double standards in international research
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(Macklin 2004) reflects the idea that there should not be one set of norms to
evaluate research in HICs and a different set of norms to evaluate research
in LMICs.

It was in this context that the World Medical Association became the
epicenter for political lobbying that ultimately resulted in the note of clar-
ification in the 2004 revision of the DoH. Its inclusion was a serious blow
to the document’s credibility not just because of the contradiction it intro-
duced into the text, but because its inclusion seemed to confirm that its
pronouncements rested on a foundation of arbitrary institutional authority.
Iflobbying the organization could change the rules, then those rules must re-
flect institutional power rather than sound moral reasoning.

2.6.6 Research Unmoored from a Just Social Order

In the conceptual ecosystem of orthodox research ethics, the local de jure
standard of care was not a salient option. That standard of care requires that
study participants be provided with what experts judge to be the most ef-
fective strategy for preventing or addressing the problem in question under
conditions that are attainable and sustainable in the local health systems
where the intervention in question will be deployed (London 2000b). But
a defense of this standard depends on there being a morally significant re-
lationship between research and health systems such that falling below this
standard is unjust while providing more than this standard might be per-
missible, but not a strict moral duty. Moreover, any such defense would have
to explain how to apply this same standard coherently and consistently to
domestic research in HICs and LMICs as well as to international or cross-
national research (see chapter 9).

Orthodox research ethics had no account of the relationship between re-
search and the social structures or institutions of a community that might
motivate or make the local de jure standard salient. Kukla (2007) argues that
this problem reflects the fact that some concepts in orthodox research ethics
presuppose highly idealized background conditions. In particular, Kukla
says that the concept of equipoise presupposes an “an idealized research con-
text of unlimited resources and access to care that rarely is incarnated” (173).
However, if the concept of equipoise assumed a background of unlimited re-
sources then it would be surprising that it has been regarded for so long as a
valuable guide to reconciling social value with the rights and welfare of study
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participants in the context of domestic research in HICs. After all, as Kukla is
well aware, there is no community in which medical resources are unlimited.

The problem, rather, is that concepts like equipoise, fiduciary duty, and
optimal care have been deployed in orthodox research ethics unmoored
from explicit connections to more general requirements of a just social
order that shape and limit the obligations and entitlements of community
members. There was no explicit guidance about how to link questions about
the standard of care and equipoise to the background social and economic
conditions of the communities in which research takes place. Because such
background questions fall outside the narrow boundaries of orthodox re-
search ethics, stakeholders were left to fill in these details for themselves.

Orthodox research ethics relied on the tacit presumption that researchers
and research ethics committees would share the same set of implicit back-
ground assumptions about the significance of various health needs and the
economic, social, and material conditions under which those needs are to
be met. When researchers in New York consider whether equipoise obtains
between a set of interventions, for example, they may tacitly frame this ques-
tion against the background of infrastructure and resources that are typ-
ical of the health contexts in the United States. When they submit research
protocols to a research ethics committee, the latter would be more likely to
evaluate them under a similar set of expectations. Likewise, researchers in
Uganda, conducting domestic research in Uganda, might implicitly frame
the question of equipoise against the background of the infrastructure and
resources that are typical of health contexts in Uganda. When they submit
their protocols to a Ugandan research ethics committee, the latter would
likely evaluate it under a similar set of background presumptions.

Research ethics was unprepared for cases in which disagreements turned
on these larger questions. In that sense, international research was the occa-
sion to consider these issues, but the issues that were raised were more ge-
neral and would have implications for research ethics, regardless of where
research would be conducted or who would conduct it.

2.6.7 Responsiveness and Reasonable Availability
Despite the controversy that they generated, the short-course zidovudine

trials were aimed at developing interventions that might make a mean-
ingful public health impact on perinatal HIV transmission in LMICs.
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Proponents of these studies argued that they were broadly in line with ad-
ditional requirements found in international guidelines that are grounded
in considerations of justice. Subsequent controversies challenged these addi-
tional requirements, in part because they clashed with more straightforward
applications of beneficence and respect for autonomy.

The claim that collaborative international research should be responsive to
the health needs of the host community was first enunciated in the CIOMS
Guidelines.> In the discussion of justice in the opening section on “general
ethical principles;” we are told that “in general, the research project should
leave low-resource countries or communities better off than previously or, at
least, no worse off.” Here again we see justice equated with the distribution of
benefits and burdens. This line is followed with the claim that such research
“should be responsive to their health needs and priorities in that any product
developed is made reasonably available to them, and as far as possible leave
the population in a better position to obtain effective health care and protect
its own health” (2002, 18).

The statement that research should be responsive “in that any product de-
veloped is made reasonably available” blurs the distinction between the re-
quirement of responsiveness and the requirement of post-trial access. This
may reflect a more general lack of clarity at that time about the relationship
between these requirements. For example, as late as 2004, the DoH did not
explicitly state that medical research must be responsive to the health needs
of the host population although it contained a statement about post-trial
benefit. Paragraph 10 of the 2004 version said that “Medical research is only
justified if there is a reasonable likelihood that the populations in which the
research is carried out stand to benefit from the results of the research.” This
statement, however, was often cited by commentators as an instance of the
requirement that research be responsive to the health needs of the host com-
munity (Annas and Grodin 1998; Macklin 2001).

The relationship between these two requirements has been clarified in
subsequent versions of these guidelines. Guideline 10 of the 2002 text on “re-
search in populations and communities with limited resources” states that:

Before undertaking research in a population or community with limited

resources, the sponsor and the investigator must make every effort to en-

sure that:

o the research is responsive to the health needs and the priorities of the pop-
ulation or community in which it is to be carried out; and
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o any intervention or product developed, or knowledge generated, will be
made reasonably available for the benefit of that population or community.

I will refer to the first condition as the “responsiveness requirement” and the
second condition as the requirement of “reasonable availability.”!?

For someone like Eisenberg, these requirements might be seen as reason-
able consequences of a moral imperative to carry out research that staves off
preventable suffering and premature death. In order to carry this imperative
to fruition, research must focus on unmet health needs that produce the lar-
gest burden of avoidable morbidity and mortality, and its fruits must then be
made available to the populations suffering under these burdens of sickness,
injury, and disease. In chapter 4 I will defend the existence of such an imper-
ative and then in chapter 9 I will provide a defense of these requirements on
roughly these terms.

However, in a conceptual ecosystem in which research is effectively
treated as an optional undertaking, severed from the larger social purposes
of ajust social order, the focus on ensuring that research leaves host commu-
nities better off, and no worse off, grounds these requirements on a founda-
tion that provides compelling reasons for rejecting these very requirements.
Arguments to this effect are the subject of chapters 3 and 8. For our pre-
sent purposes it is sufficient to note that if the underlying moral value that
motivates these requirements is that host populations not be made worse off
and be made better off by research participation, then these requirements ap-
pear arbitrary at best and affirmatively harmful at worst (e.g., see Wolitz et al.
2009). We can illustrate these concerns with the Surfaxin case.

2.6.8 The Surfaxin Case

Surfactants are naturally produced substances that are essential to the lungs’
ability to maintain proper airflow and oxygen absorption. Extremely pre-
mature infants often do not produce enough surfactant to maintain ade-
quate airflow and gas exchange in their lungs, a potentially life-threatening

13 A similar clarification was made in the 2008 DoH in paragraph 17 which states, “Medical re-
search involving a disadvantaged or vulnerable population or community is only justified if the re-
search is responsive to the health needs and priorities of this population or community and if there
is a reasonable likelihood that this population or community stands to benefit from the results of the
research”” A survey of other documents that articulate similar requirements can be found in London
and Kimmelman 2008. On requirements of post-trial access see Sofaer and Strech (2011).
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condition known as respiratory distress syndrome. Respiratory distress syn-
drome can be successfully treated with the use of surfactant replacement
therapy, in which artificial or naturally derived surfactants are used to in-
crease the surface area of the lungs that can absorb oxygen and facilitate gas
exchange. By 2001 roughly half a dozen surfactant agents were commonly
used to save the lives of desperately ill newborns in HIC health systems.

In 2001, the pharmaceutical firm Discovery Laboratories proposed a
double-blind, randomized, placebo-controlled clinical trial of their new
surfactant agent, Surfaxin, in impoverished Latin American communities
where neonatal intensive care units are often poorly equipped and where
children did not have access to surfactant replacement therapy. Discovery
Laboratories proposed to upgrade and modernize the intensive care units in
the host countries so that all of the children in the clinical trial would receive
improved medical care. Children in the trial would then be randomized so
that half would receive Surfaxin and the other half would receive a placebo.

Critics argued that the study was in conflict with established guidelines for
international research ethics. Whereas the zidovudine short-course studies
were motivated by the health needs of host communities, this study seemed
to be motivated by the pecuniary interests of a firm from a HIC. Surfactant
replacement therapy was not widely available in the settings where the study
was planned but there was nothing about Surfaxin that made it particularly
attractive for LMIC settings. If this was not a violation of the requirement
that research in LMICs should be responsive to host community health
needs, it was at least a deep tension.

Second, Discovery Laboratories was looking to LMIC health systems as a
way to quickly generate the evidence needed to secure regulatory approval
from the FDA so that it could tap the lucrative drug markets of HICs. As
such, there was no pre-trial agreement that Surfaxin would be made reason-
ably available in the LMIC settings where it was being tested if its efficacy
was established in the proposed studies. This bolstered concerns about the
responsiveness of the trial to host community health needs and represented
a transgression of the requirement that study sponsors, researchers, and
host communities establish before the initiation of a trial a plan to make any
product vindicated in the research reasonably available in the host commu-
nity.!* Without such an agreement, numerous commentators argued that

4 CIOMS Guideline 15 from 1993 reads “As a general rule, the sponsoring agency should agree in
advance of the research that any product developed through such research will be made reasonably
available to the inhabitants of the host community or country at the completion of successful testing.
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researchers and their sponsors exploit participants and host communities
(Annas and Grodin 1998). As such, critics charged that the study represented
the unfair use of LMIC populations for the profit of a private firm whose
product would primarily benefit patients in HICs.

Finally, critics of this study argued that a placebo control would not have
been permissible in the United States and that its use in an LMIC constituted
an unfair double standard (Lurie and Wolf 2007). Randomizing roughly
325 dangerously ill newborns to placebo violated the requirement to en-
sure that every participant in the trial would receive an adequate standard of
care. Given the availability of established effective surfactant agents, critics
argued, the study should have tested Surfaxin against a known effective al-
ternative. Although the use of a placebo control might generate information
about the efficacy of Surfaxin relative to a baseline of not administering sur-
factant replacement therapy, that baseline was only relevant to health sys-
tems in which such treatment was not a feasible option. Because Discovery
Laboratories was looking to market their product primarily in HICs, where
surfactant replacement therapy was the standard of care, the placebo design
seemed to address the wrong scientific question.

In response to these objections, proponents of the trial argued that
conducting the trial in LMIC settings represented a win-win solution to a
bad problem. As Robert Temple of the US Food and Drug Administration
put it, “If they did the trial, half of the people would get surfactant and better
perinatal care, and the other half would get better perinatal care. It seems to
me that all the people in the trial would have been better off” (Shah 2002, 28).
If the trial had to be redesigned and Discovery Laboratories decided to locate
the more expensive active-controlled trial to a HIC, then nobody in the host
community would receive any of the benefits the study promised. As a result,
everyone would be made worse off. Discovery would have to spend more
money and take a longer time to generate the information needed to gain
access to the market. This in turn would delay the availability of a new ther-
apeutic agent for patients who might need it and it would not improve the
welfare of anyone in the LMIC host communities who might otherwise have
had access to the benefits of this study.

Exceptions to this general requirement should be justified and agreed to by all concerned parties be-
fore the research begins” (CIOMS 1993).
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2.6.9 Minimalism about Justice

Temple’s position is a straightforward application of the traditional values
of established frameworks for research ethics and represents the core of
what I am calling the minimalist approach to questions of justice (§2.5.3).
The minimalist approach seeks to avoid becoming bogged down in long-
standing and protracted debates about thick or substantive conceptions of
justice. Instead, it adopts a thin or minimal view that focuses narrowly on
whether discrete interactions are mutually beneficial and freely undertaken.
In this respect, issues of justice are effectively reduced to a function of prin-
ciples that play a more familiar and well worked-out role in research ethics,
namely, beneficence and respect for persons.

Temple’s position was that randomizing roughly 325 dangerously ill
newborns to placebo does not violate the nonmaleficence requirement be-
cause newborns in these communities did not otherwise have access to
surfactants. The roughly 325 participants who received Surfaxin would likely
be made better off since the expectation was that Surfaxin was likely to confer
a net therapeutic advantage over the baseline of not receiving surfactant re-
placement therapy. If the trial were not conducted, newborns in the host
community would not receive surfactant replacement therapy. So, partici-
pating in the trial would not make them worse off than they otherwise would
have been and would likely make at least some of the participants better off.!>

Nothing in these requirements specifies how significant the improvement
over the status quo must be for a research initiative to be permissible, or how
the host community must benefit from the research initiative. There are prin-
cipled reasons, however, that make the minimalist reluctant to specify fur-
ther substantive constraints on research. According to the minimalist, these
details about the level and type of benefit require value judgments that are
best left to the discretion of those in the host community. From this point
of view, in fact, imposing stronger restrictions on international medical re-
search appears misguided at best, and positively malevolent at worst, be-
cause they might prevent host communities from participating in research
that could provide them with some net benefit. Stronger restrictions on

15 The minimalist takes the placebo to be consistent with the relevant “standard of care;” because
that is defined as the treatment that participants would have received had there been no clinical trial.
The study participants randomized to placebo are therefore not made worse off. For a similar state-
ment in the context of perinatal HIV intervention trials, see Grady (1998, 36). For critical assessment
of such views, see London (2000b). This issue is discussed in chapter 9.
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international medical research are therefore viewed as working against the
autonomy of LMIC populations and, with this, their ability to look after their
own interests as they see fit. Stronger restrictions are unjustifiably paternal-
istic, on this view, because they limit the autonomy of LMIC populations to
decide for themselves which benefits make research activities worth partici-
pating in.

In effect, the minimalist position derives the content of justice from the
accepted pillars of contemporary bioethics, and of research ethics in partic-
ular. A just research initiative is one that faithfully adheres to the standard
principles of nonmaleficence, beneficence, and respect for autonomy. Put in
slightly different terms, the minimalist holds that any research initiative that
satisfies the conditions of nonmaleficence, beneficence, and respect for au-
tonomy is morally permissible because it offers fair terms of cooperation to
the host community.

The minimalist’s requirements are intended to ensure that the benefits of
research do not accrue solely to the sponsoring party while the host com-
munity bears all of the burdens. They leave room for host communities to
bargain for the best terms of cooperation that they can get, and they pro-
hibit agreements that do not in some way serve the interests of the disadvan-
taged party. Initiatives that meet these conditions are viewed as fair because
they provide mutually beneficial terms of cooperation that each party can
freely accept. From the perspective of the minimalist, there may be many
reasons that researchers and their sponsors should be as generous as pos-
sible when carrying out international research initiatives, but requiring more
than the minimalist’s conditions risks creating scenarios in which everyone is
worse off.16

Without a justification for giving special weight to the knowledge and
information that research produces, two considerations weigh in favor of
rejecting responsiveness and reasonable availability and broadening the

16 There may be cases, however, where the minimalist will require that researchers or their funding
agencies make the fruits of a research initiative available in a stronger sense. If, for instance, the host
population itself must allocate significant resources to carry out a clinical trial —whether in terms of
money, personnel, or something else—then a stronger guarantee might be needed in order to ensure
that the research initiative as a whole does not violate the beneficence requirement. That is, guar-
antees of free access, or price reductions, may be required in order to ensure that the host commu-
nity receives a net benefit from the research initiative. Such guarantees, therefore, compensate for
the burdens assumed by the community in facilitating the particular research initiative. Here again,
though, the reasons for requiring such an agreement derive from the more fundamental need to en-
sure that the nonmaleficence and the beneficence conditions are met, and respect for the autonomy
of the host community requires that it be the judge of whether the compensations repay the costs.
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range of goods that should be relevant to evaluating the fairness of research
transactions.

One consideration is that different stakeholders can reasonably support
research for different reasons. Some support it in pursuit of profits from
intellectual property and the sale of medical interventions. Others might
seek smaller benefits in the form of compensation or incentives offered for
study participation. Some support it as a means to publication, promo-
tion, tenure and perhaps also reputation and fame. Others might seek the
medical benefits that come from access to care, or from access to inves-
tigational interventions that might offer a chance of relief or cure where
existing methods have failed. Still others may want to contribute to the
fight against a disease that they have experienced, that someone in their
family has experienced, or that takes a significant toll in their community.
Respect for autonomy seems to press in favor of respecting the judgments
of individuals about the reasons that they might be willing to participate
in research.

A second consideration is that research itself can be an avenue for the pro-
vision of a wide range of benefits. Researchers or study sponsors can provide
medical services, food, access to transportation, or provide money directly
to study participants. Research can provide employment to people in host
communities, increase economic activity, and be a conduit for improving
laboratories, hospital facilities, or other aspects of the infrastructure in a
community.

If the goal is to ensure that research does not make LMIC communities
and participants worse off, and to ensure that it leaves them better off, then
it has been argued that this can be more reliably and effectively achieved by
embracing the plurality of motives that may lead stakeholders to want to
support research and the plurality of ways in which research can produce
benefits for those stakeholders. On this view, what matters when assessing
the fairness of research transactions is not the distribution of specific kinds of
goods, but whether the various parties to the transaction receive a sufficient
amount of benefit to render the transaction non-exploitative (Participants
2002, 2004; Wertheimer 2010, chapter 8).

The responsiveness and reasonable availability requirements presuppose
something special about the relationship between the social systems that
produce new knowledge and the social systems that apply that knowledge
for the benefit of individuals and communities. But orthodox research ethics
has been profoundly shaped by a conceptual ecosystem that either resists
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connecting research with the larger social purposes of a just social order or,
at best, treats such connections as falling outside the purview of the field.
Against the background assumption that research is a morally optional pri-
vate undertaking, the requirements of responsiveness and reasonable availa-
bility appear arbitrary to the extent that they prohibit research in which host
communities do not receive access to the fruits of that research (if there are
any) but in which they would receive an assortment of other benefits that
they regard as meaningful and sufficient to make research participation rea-
sonable. If these requirements prevent research from taking place, then bur-
dened communities are harmed to the extent that they are prevented from
accessing benefits that they regard as sufficient to offset the burdens of re-
search participation.

In the face of these criticisms, the requirements of responsiveness and rea-
sonable availability seem not just paternalistic, but unjustifiably paternalistic.
They appear to limit the autonomy of burdened populations by reducing the
range of research in which they can participate even when that research can
be presented as satisfying the underlying moral requirements that suppos-
edly justify and motivate those very moral restrictions.

2.7 Conclusion

Recent debates about the ethics of international research expose some of
the fault lines running through the foundations of orthodox research ethics.
Unmoored from a clear account of justice that links the research enterprise
to the larger purposes of a just social order, requirements that are ostensibly
grounded in justice appear arbitrary at best and self-defeating at worst. Given
the tendency to explicate justice in terms of access to benefits and ensuring
that host communities are not made worse off, orthodox research ethics
appears to assert requirements that frustrate this goal and can be challenged
in terms of both beneficence and respect for autonomy.

As we see in the next chapter, the consequences of reducing justice
and fairness in research ethics to the maintenance of mutually benefi-
cial agreements between free and informed persons has the potential to
undermine a broad set of commitments in orthodox research ethics. It
undermines not only the field’s paternalistic focus, but also widespread
commitments to protecting participants from unfairness, injustice,
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exploitation, commodification, and even threatens the status of informed
consent. The goal of the next chapter, therefore, is to illustrate these far-
reaching consequences and to motivate the search for an alternative that
recovers the connection between research and the larger purposes of a just
social order without licensing the denigration of persons or the abrogation
of their rights and interests in the process.






3
The Anvil of Neglect and the Hammer
of Exploitation

Fault Lines in Research Ethics

Given the nonideal background conditions under which people find
themselves, there should be a very strong presumption in favor of
principles that would allow people to improve their situations if they
give appropriately robust consent, if doing so has no negative effects
on others, and this even if the transaction is unfair, unjust, or ex-
ploitative. (Wertheimer 2008, 84)

3.1 Three Moral Pitfalls

If research ethics is to provide sound normative guidance to decision makers
constrained to act in our non-ideal world, it must help them navigate three
moral pitfalls: sanctioning neglect of the most vulnerable (sanctioning ne-
glect), saddling those who seek to be ethical with an overly demanding set
of moral requirements (demandingness), and justifying widespread wrong-
doing as the lesser of the available evils (sanctioning wrongdoing).

In chapter 2 we saw how early defenders of the research imperative
viewed research with humans as a way to advance the common good by
creating the knowledge and means necessary to avert human suffering and
premature mortality. We also saw how these same proponents understood
this social imperative as inconsistent with equal regard and the sanctity of
the individual within the domain of research with human participants. If
embracing the research imperative avoided the pitfall of sanctioning ne-
glect, it purchased this at the price of sanctioning wrongdoing. Given the
moral dilemma perceived as lying at the heart of medical research, this

For the Common Good. Alex John London, Oxford University Press. © Oxford University Press 2022.
DOI: 10.1093/0s0/9780197534830.003.0003
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social imperative placed hefty demands on a few study participants against
whom researchers would be permitted to make arbitrary judgments to meet
the needs of the many.

In reaction, orthodox research ethics has practically defined its moral mis-
sion as constraining the extent to which social demands for medical progress
can be used to justify perpetrating wrongs or harms on research participants.
Influenced by Jonas’s bold argument that the normal burden of suffering and
disease is not a threat to the community, orthodox research ethics has tended
to deny that there is a social imperative to advance the common good through
research. If research is a morally optional undertaking, then the motivations
that lead researchers or sponsors to conduct research are beyond the scope of
the field.

From a certain practical standpoint, this approach makes a fair amount of
sense. If researchers and sponsors have powerful pecuniary motives to un-
dertake research, then one might think that research ethics does not need
to articulate a moral imperative to conduct such inquiry. If the scientific en-
terprise contains within it the inherent potential for overreach and abuse,
however, then research ethics can leave grand questions about the goals of
science to others and focus instead on upholding strong constraints on the
way that individual researchers can interact with study participants inside
the IRB triangle.

The current equilibrium in research ethics emphasizes protecting study
participants from wrongdoing, but these protections should not be purchased
at the cost of sanctioning neglect. If research is an optional social undertaking
and there is no moral impetus for powerful parties outside of the IRB triangle
to carry out certain kinds of research, then erecting protectionist fortifications
around the rights and interests of study participants ensures that the poor and
the marginalized are not subject to exploitation, commodification, or other
forms of injustice or abuse. But it does nothing to protect those same groups
from the ravages of indifference.

Faced with this problematic tradeoff, a group of critics have recently chal-
lenged the protectionist stance of orthodox research ethics. They are con-
cerned that the strong moral constraints at the heart of orthodox research
ethics disadvantage study participants who would be willing to accept forms
of study participation that are excluded by current protectionist norms. As
a remedy, these critics question whether a research ethics that is suited to
the non-ideal world in which we live should instead try to avert the harms
of widespread neglect by weakening some of the demands of morality and
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permitting the violation of norms against exploitation, unfairness, and injus-
tice.! Perhaps the most rigorous and compelling of these is Alan Wertheimer’s
defense of what he refers to as the principle of permissible exploitation (PPE),
which is glossed in the quote with which this chapter begins.

PPE is so heterodox that many in research ethics may have difficulty taking
it seriously. As a policy proposal, this skepticism is warranted. As I argue in
a moment, PPE permits more wrongdoing than its proponents recognize;
rather than making morality less demanding, it shifts those demands onto
the shoulders of the worst off; it represents a highly asymmetric concern
for the status of different moral agents; and, from a policy standpoint, these
problems are likely to lead to consequences that even proponents of PPE
want to avoid.

However, reflecting on PPE as a piece of philosophical reasoning is a val-
uable diagnostic exercise. Part of what makes this proposal so fascinating is
the way that it draws on and repurposes premises that are woven into the
foundations of contemporary research ethics. This makes it surprisingly
easy to defend this view by drawing on familiar claims in the conceptual ec-
osystem of orthodox research ethics. As a result, I hope to show that many of
the problems with PPE are not merely problems with this heterodox view;
they reflect a larger instability in fault lines that run through the foundations
of research ethics.

3.2 The Targets of PPE
3.2.1 Norms of Respect

Although PPE focuses on exploitation, Wertheimer is clear that the argument
for this claim generalizes to other forms of unfair or unjust treatment. In fact,
the logic of this position is sufficient that it would apply to any instance of
what I will call “norms of respect” This is a class of norms that deal with a
person or people’s interest in being treated as having a certain moral status,
such as being recognized as the moral equal of others or as an agent whose
worth is not solely a function of the goals and projects of others. Norms in
this class include prohibitions on exploitation, domination, manipulation,
commodification, unfairness, and injustice.

! The clearest example is Wertheimer (2008). See also Cooley (2001).
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Norms of respect can implicate welfare in various ways. For example, being
coerced into performing a demeaning act can both reduce a person’s welfare
and represent a violation of their status as a person whose rights and interests
should be respected. But particular circumstances, social arrangements, or
offers might pit these aspects against one another. For example, if performing
ademeaning act represents a way for the agent to secure a net increase in wel-
fare, then welfare-oriented considerations might conflict with the fact that
the demeaning act continues to be problematic insofar as it represents a dim-
inution or transgression of a norm of respect.

Similarly, distributive justice and fairness may require that in addition to
being mutually beneficial, agreements or social arrangements must reflect
the moral status of individuals. If, in a given case, fair wages require equal
pay for equal work then a fair arrangement of wages must not simply pro-
vide workers with a net benefit, but that benefit would have to reflect the
background status of equality among workers who perform the same tasks.
Imagine now a toy case in which a firm could hire a new worker but only if
it paid that worker half the salary of those already doing the same job. The
proposal might be advantageous to both the firm and to the worker in terms
of its impact on welfare, but it would be objectionable on the grounds that it
violates the stipulated requirement of fairness.

Even if forms of disrespectful treatment do not result in a net reduction
in a person’s welfare, they might be wrong because they involve treating
a person as lesser, as inferior, as subservient, or as an object whose value
derives from its usefulness to others. PPE does not deny that such treat-
ment is wrong. Instead, it holds that whether norms of respect should be
upheld, or their violations should be permitted, depends on the effect that
such permission or prohibition will have on the welfare of the individual in
question.

3.2.2 Responsiveness, Reasonable Availability, and
the Standard of Care

As pharmaceutical research has grown into one of the most profitable indus-
tries on earth it has also become an increasingly international endeavor
(Glickman et al. 2009). Entities from high-income countries (HICs) now
routinely sponsor clinical trials of new medical interventions in low- and
middle-income countries (LMICs; Rehnquist 2001; Thiers et al. 2008).
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LMIC populations are often attractive to researchers because they include
large numbers of people with specific medical conditions, many of whom are
“treatment naive,” meaning that they have not had access to effective medical
care in the past (Petryna 2009).

The disparity between sponsors and host communities in wealth, med-
ical and public health infrastructure, access to medicine, and other so-
cial determinants of health has generated concern that individuals and
populations in LMICs not only will be harmed and abused, but also sub-
ject to forms of treatment that violate norms of respect. At the end of the
last chapter, we saw how several guidance documents enumerate moral
standards that are grounded in justice or fairness, with the goal of averting
these problems. Three requirements common to such documents are in the
crosshairs of PPE.

One is the requirement that all members of a trial, including members
of the control group, should receive a “standard of care” that is consistent
with the current best practices for the treatment or prevention of the con-
dition in question. People in resource-poor communities often lack access
to a wide range of established, effective treatments for health problems. This
requirement is meant to prohibit studies that randomize some participants
to a placebo, or to some other form of care that is less effective than an avail-
able alternative that could be made available to participants in the host
community.?

Insofar as this requirement holds that the standard of care must go be-
yond what is necessary to ensure that study participants are not made worse
off and also receive some positive benefit from study participation, it is in
the sights of PPE. Even if the placebo control used in the Surfaxin study
was unethical because it violated the standard of care, PPE asserts that
such a study should not be prohibited if doing so would leave vulnerable
participants worse off.

The “responsiveness” requirement holds that studies in low-resource
communities should be responsive to the health needs and priorities
of those communities and the requirement of “reasonable availability”
states that, prior to the initiation of a study, there must be an agree-
ment in place that would make any intervention vindicated in the trial
available to members of the host community. To the extent that these
requirements are grounded in justice they may reflect important ideals

2 This requirement is discussed at length in chapter 9.
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of equal partnership, respect between individuals in communities that
are separated by disparities in wealth and power, and requirements on the
fairness of agreements.

PPE holds that studies that are not responsive to host community health
needs and priorities and that are conducted without assurances of posttrial
access may be morally wrong but that we should nevertheless permit them
as long as study participants or host communities would voluntarily agree to
them because they offer benefits that will avert worse outcomes.

PPE is thus distinct from the view we examine in chapter 8, the so-called
fair benefits view, which challenges some of these same requirements on dif-
ferent grounds. In particular, the fair benefits view holds that if exploita-
tion is about ensuring that less advantaged parties receive a fair amount of
benefit, rather than a particular kind of benefit, then we should dispense
with the responsiveness and reasonable availability requirements in favor
of a process that allows host communities to negotiate for a larger share of
a wider range of benefits (Participants 2002, 2004; Wolitz et al. 2009). This
view holds that exploitation and unfairness are wrong and that exploitative
and unfair agreements should be prohibited, but it challenges the criteria
that have been articulated for these requirements and proposes an alter-
native set of criteria for these requirements. In contrast, PPE holds that
agreements that are exploitative, unfair, and so on, are wrong but that we
should sometimes permit these moral wrongs if doing so represents a way of
respecting the decisions of disadvantaged parties about the best way to im-
prove their circumstances.

Additionally, PPE must not be confused with skeptical views that deny that
violations of respect are actual moral wrongs. PPE does not deny that exploi-
tation, unfairness, injustice, and the like are moral wrongs. Nor does it hold
that these norms are not violated if people voluntarily consent to be treated
in ways that would otherwise transgress these norms. For Wertheimer,
someone in a sufficiently dire situation can freely and knowingly consent to
a deal that is exploitative, and the moral wrongness of that exploitation is not
eliminated by the presence of voluntary consent.

What makes PPE distinctive is its focus on the moral force, weight, or sig-
nificance that should be assigned to violations of norms of respect. It holds
that mutually beneficial transactions, freely entered by informed parties,
should not be prohibited, even if they involve exploitation, unfairness, or in-
justice and are therefore morally objectionable or wrong.
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3.3 The Justification for Permitting Violations of Respect

Here is the argument in favor of PPE, altered to reflect its general application
to norms of respect.’

1. Afflicted is in sufficiently dire circumstances that neglect will result in
Afflicted suffering significant harm or disadvantage.

2. Better-off has the resources and ability to interact with Afflicted in
a variety of ways, including ways that would make Afflicted signifi-
cantly better off.

3. Better-off has “no obligation to transact with A [Afflicted] on any
terms” (Wertheimer 2008, 82).

4. Better-off is only willing to engage in an exchange with Afflicted that
would be regarded as morally wrong in that it involves a violation of
respect (it is exploitative, commodifies Afflicted, involves the domina-
tion of Afflicted, treats Afflicted unfairly or unjustly .. .).

5. If Better-off cannot engage in an exchange with Afflicted on the above
terms, Better-off will opt not to transact with Afflicted at all.

6. Afflicted would, with full knowledge of the relevant facts, freely en-
gage in such a transaction with Better-off in order to receive what
Afflicted judges to be a worthwhile benefit, even though the exchange
subjects Afflicted to a violation of respect.

7. Neglect is therefore worse for Afflicted than being morally wronged.

8. Prohibiting violations of respect makes Afflicted worse off than per-
mitting them.

9. Therefore, prohibiting violations of respect works to the disadvantage
of the person whose interests protectionist norms against violations of
respect are supposed to safeguard.

10. Therefore, Better-off ought to be permitted to perpetrate a violation of
respect against Afflicted, so long as the following “proviso” is met: per-
mitting this conduct has no negative effects on others.

Perhaps paradoxically, the upshot of PPE is that enforcing norms of respect
leads to a situation where Afflicted would have been better off if those moral
requirements were not enforced and both Afflicted and Better-oft were per-
mitted to engage in a voluntary transaction that violates a norm of respect.

3 For example, see Wertheimer (2008, 82).
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In effect, the claim is that constraints against violations of respect are self-
defeating in the sense defined by Applebaum (1999, 38-152). They are sup-
posed to protect individuals from unfair, degrading, or abusive treatment
but merely ensuring that individuals are not so treated does not entail that a
better deal is available to them. Because we are stipulating that Afflicted faces
bleak alternatives that will result in significant harms (premise 1), enforcing
norms of respect impedes, rather than advances, the interests of the very per-
sons these norms are supposed to protect.

When the enforcement of moral norms is self-defeating, the proponents of
those norms can be decried for frustrating the cause of the downtrodden and
those who seek to act immorally can claim the righteous mantle of assisting
those in need (Zwolinski 2007). What is perhaps worse is that there is a kernel
of truth in this perversity. Those who never venture out among the poor may
not treat them unfairly or treat them with disrespect, but their high-minded
neglect may also be disastrously lethal. Otherwise, premise 6 would not be
true and people like Afflicted would not vote with their feet and agree to be
exploited, commodified, or treated unjustly.

PPE is thus most charitably read as a reaction to the concern that or-
thodox research ethics leaves the most vulnerable prey to lethal neglect
by placing fairly demanding moral requirements in the way of agents like
Better-off who might actually interact with the vulnerable and advance
their welfare. If the responsiveness requirement prevents Better-off from
conducting a clinical trial in some population because the knowledge it will
generate is only relevant to HICs, then Better-oft cannot offer Afflicted the
chance to participate and possibly receive benefits that Afflicted would like
to enjoy. These benefits might include access to medical care that Afflicted
would not otherwise have received, or the provision of food, transportation,
or direct remuneration.

So, too, if Better-off is required to provide members of the control group
with the standard of care that is available in HICs, or to provide the study in-
tervention after the completion of the trial to host-community members at
steep discounts, Better-off may not conduct the trial. This may prevent unfair
treatment, but it also deprives some people of potentially significant benefits
that they may have been willing to accept. Unlike proposals to revise the con-
tent of requirements regarding the standard of care or posttrial access (see
chapters 8 and 9), PPE assumes the content of these norms as stated in guid-
ance documents and argues that even if they are morally sound, they should
not be enforced because they are morally self-defeating.
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In effect, PPE views norms of respect as creating an inefficiency in a
market—individuals who would freely engage in mutually beneficial
transactions are prohibited from doing so. To solve this problem, PPE
reduces the demandingness of moral requirements grounded in norms of
respect by permitting some wrongdoing if doing so enables those who are
worst off to advance their welfare interests and avoid the ravages of neglect.*

3.4 Repurposing Shared Values
3.4.1 Beneficence

Although the conclusion of the argument for PPE is a radical departure from
orthodox research ethics, the argument in support of that conclusion draws
heavily on one implicit and two explicit aspects of the conceptual ecosystem
of orthodox research ethics. The explicit aspects are the centrality of the twin
pillars of research ethics: beneficence, operationalized as concern for wel-
fare, and respect for autonomy, operationalized as informed consent. The
implicit aspect is the idea that researchers and participants are in a private
relationship and engage in private transactions, unfettered by larger duties
of obligations.” Recognizing that PPE draws from the same well of concerns
and the same structure of values used in orthodox research ethics is neces-
sary to appreciate how PPE reveals a larger tension in the field. Because there
is something unsettling about the different ways in which orthodox research
ethics and PPE seek to resolve this tension, it is important to understand
the structure of the values that create it in order to motivate the search for a
better way forward.

First, although the argument for PPE is about the force of certain moral
wrongs, and not about whether violations of respect are actually moral
wrongs, the considerations it uses to establish the relative weight of the
wrongs in question reflect a welfare consequentialist conception of benefi-
cence. They are consequentialist because premises 7, 8, and 9 each focuses on
the consequences associated with the salient alternatives. The central reason

4 Strictly speaking, PPE rests on an empirical assumption regarding the extent to which enforcing
norms against exploitation would raise the price of carrying out research in LMICs to a point where
it is no longer attractive to firms from HICs. If the cost savings to firms from relocating research to
LMIC settings is great enough, then enforcing norms against exploitation might not deter such re-
search. For a defense of this possibility, see Wenner (2016) and Ballantyne (2010).

> Wenner (2016) explores this point in greater detail.
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that Better-oft’s unethical conduct should be permitted, in this view, is that
permitting it brings about better consequences for Afflicted than prohibiting
it. They are welfarist because PPE focuses on, and assigns overriding impor-
tance to, the welfare of Afflicted. Exploitation may be worse than neglect in
terms of the respect that is shown to Afflicted as a moral agent, but PPE treats
the diminution in welfare that derives from neglect as worse than the loss of
status that might attend violations of respect.®

The appeal to consequences and welfare in PPE is not an appeal to an
exogenous value that has to be imported into research ethics from the out-
side. It is, rather, an appeal to one of the core principles of orthodox research
ethics: beneficence. PPE hinges on the fundamental idea that the welfare of
others represents a moral reason in favor or against actions that will help that
person or harm them, respectively. Its conclusion hinges on the idea that,
as long as the proviso is satisfied, those reasons should be decisive in deter-
mining the conduct of agents who can help, including the relative weight that
regulators or other outsiders assign to violations of respect.

3.4.2 Respect for Persons and Consent

Second, because PPE requires that violations of respect be permitted only
when transactions are voluntary and informed, its proponents can claim,
at the very least, that their position is consistent with a very basic but fun-
damental commitment to respect for persons. Those who find themselves
in difficult circumstances are often faced with difficult decisions, but the
proponents of PPE hold that we should not deny them meaningful avenues

¢ In order to avoid begging thorny questions about the relationship between welfare and Afflicted’s
status interests, premises 7-9 would have to be reformulated and an additional premise added:

7*. Neglect is therefore worse for Afflicted (with respect to welfare) than being morally
wronged.

8*. Prohibiting the moral wrong would make Afflicted worse off (with respect to welfare)
than not prohibiting it.

9*. Therefore prohibiting the moral wrong works to the disadvantage of the person whose
interests moral protections are supposed to safeguard (with respect to welfare).

9.5. In the presence of free and informed consent, violations of respect should not trump
or prohibit benefits to welfare.
There is a serious concern that such claims simply assert what is at issue—namely, that serious
threats to welfare are worse, all things considered, than serious threats to the status of a person. On
this question, see Athanasiou et al. (2015).
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for advancing their own welfare if they view those avenues, once all things
are considered, as their best available alternative.

A more extreme position holds that PPE alone shows adequate respect
for the autonomy of people like Afflicted because the ultimate purpose of
rights is to protect a persons interests and it should be up to that person to
decide whether their interest in respect is more important than securing
some possible benefit. Taking this choice from Afflicted, in other words, not
only deprives Afflicted of possible benefits, but it unduly restricts Afflicted’s
autonomy.”

The force of PPE thus derives from values that constitute the twin pillars
of orthodox research ethics: respect for autonomy and beneficence or con-
cern for welfare. But these values are repurposed to make an antipaternalistic
argument against norms that are traditionally grounded in the value of jus-
tice and norms of respect. If the norms of research ethics are fundamentally
grounded in, and intended for, the protection of individuals like Afflicted,
pointing out that people in Afflicted’s position may prefer exploitation or in-
justice to lethal neglect challenges the paternalism of protectionist norms on
their own ground—their impact on the interests of the very people they are
supposed to protect.

3.4.3 Options and the Private Sphere

The third commonality between the argument for PPE and the
commitments of orthodox research ethics is less explicit. To see it, consider
how odd it is that both accept the truth of premise 3, namely, that Better-oft
does not have a prior obligation to provide assistance to Afflicted, given the
centrality of beneficence in both orthodox research ethics and the argu-
ment for PPE.

If a framework for moral decision-making includes beneficence, then, if
all else is equal, that framework would seem to be committed to what I will
call “weak consequentialism.”

Weak Consequentialism: There is a standing duty to benefit those in need
(like Afflicted), as long as it imposes only minor costs to the welfare of agents

7 On the role of respect for autonomy in PPE, including the extent to which PPE is intended to be
anti-paternalistic, see Wenner (2016).
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who incur the duty (such as Better-off) or to their ability to pursue their (oth-
erwise) morally permissible projects and plans.®

If weak consequentialism is the only principle in a moral theory, then the theory
itself is consequentialist. More commonly, a claim like this is likely to figure in a
broad range of theories that are pluralistic in the sense that they include a con-
sequentialist component (such as a commitment to beneficence) while also
embracing constraints on its reach (in the form of rights, for example).’

In orthodox research ethics, both justice and respect for persons give rise
to prohibitions that serve as constraints on the pursuit of beneficence. If jus-
tice requires that groups that are already marginalized or burdened in some
way must not be involved in research that does not address their specific
health needs, then recruiting such participants is forbidden, even if doing
so would be a way to produce more good in the long run. Likewise, if respect
for persons requires that no participant be recruited into research without
having first given their free and informed consent (or having a proxy deci-
sion maker do so if they lack capacity to make that decision for themselves)
then it is impermissible to conscript participants into research without their
free and informed consent, even if doing so would produce important social
benefits.

Although constraints fence in and limit the extent to which benefi-
cence can require acts that are morally problematic in some other regard,
constraints do not limit the demands of beneficence when it does not come
into conflict with some other value. As a result, even though orthodox re-
search ethics contains a number of constraints on the reach of beneficence,
its commitment to beneficence should entail that considerations like those in
weak consequentialism require the rejection of premise 3. Better-off would
be obligated to interact with Afflicted, and to advance Afflicted’s interests as
much as possible, so long as there is not another action available to Better-oft
that would bring about a greater good and the costs to Better-off do not ex-
ceed the relevant threshold.!

8 Compare this to Singer’s strong altruistic claim: “if it is in our power to prevent something bad
from happening, without thereby sacrificing anything morally significant, we ought, morally, to do
it” And to Singer’s weak altruistic claim: “if it is in our power to prevent something very bad from
happening, without thereby sacrificing anything of comparable moral importance, we ought, mor-
ally, to do it” (Singer 1972).

° For a useful primer on consequentialism and constraints, see Kagan (1997).

10 1f there is some way that Better-off could bring about more good by not interacting with
Afflicted, then Better-off would be obligated to adopt that course of action, and 3 would still be false.
Strictly speaking, weak consequentialism supports a duty to aid people like Afflicted in most cases,
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However, both PPE and orthodox research ethics reject the claim that
Better-off has a duty to assist Afflicted. As such, they must share a further
commitment that tempers the reach of principles of beneficence in cases
where Afflicted and Better-off could transact without any violation of a norm
of respect. The only way for such theories to reject the stronger claim of a
duty to aid in this circumstance is to recognize what are sometimes called
“options’!!

An option is basically a permission or a liberty right to act in ways that
bring about less good than the agent could bring about through another
feasible course of action. Frequently the existence of options is grounded
in the idea that it is morally permissible for agents to avoid acts that re-
quire that they take on morally significant burdens. To be morally signit-
icant, burdens to the agent, understood in terms of her own interests or
her ability to advance those interests, must be sufficient to outweigh, over-
ride, or otherwise mitigate the claims that the interests of others place on
the agent.

There are significant disagreements about where to locate the threshold
on the costs that an agent can be required to bear in the service of morality.'?
In part, these disagreements reflect deeper divisions over the role of mo-
rality in human life, and the force of moral reasons. But the proponents
of options argue that there is in fact such a threshold and that it is neces-
sary to preserve a “zone of moral indifference” within which the conduct
of agents is not subject to the demanding assessment of morality (Fishkin
1982, chapter 4).

A different way of stating this idea is that options protect a sphere of
“moral autonomy” within which agents have the permission or the liberty
to shape their own life and conduct according to their own values, goals, and
aspirations, free from demands that would be placed on them by a fully im-
partial responsiveness to the interests of others (Kagan 1997, 236). Options

because instead of a single best or optimal option, Better-off might be faced with a set of alternatives
that are “maximal” in the sense that there are several actions that are not dominated by a better act
but which are superior to all other possibilities open to Better-off. If interacting with Afflicted is a
member of this maximal set, but so are alternatives that involve not interacting with Afflicted, then
Better-off would be at liberty to choose not to interact with Afflicted in the sense that Better-off could
choose another act from the maximal set. If Better-off chooses to interact with Afflicted, however,
then Better-off would then be obligated to help advance the welfare of Afflicted as much as possible.

1 My use of the terms “option” and “constraint” follows that of Kagan (1997, chapter 3).
12 See Cullity (2004).
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are sometimes referred to as “agent-centered prerogatives” to reflect the idea
that they grant the agent the prerogative to give disproportionate weight to
her own interests (Scheffler 1994). In each case, the salient question concerns
the point at which the agent can no longer remain indifferent to others or
at what point those interests can legitimately restrict or intrude upon her
sphere of moral autonomy.

If both orthodox research ethics and PPE treat agents like Better-off as
having no duty to aid or assist people like Afflicted, then the interactions
between researchers and participants fall into a private sphere of moral dis-
cretion. In other words, they reflect the widely accepted idea that research
with humans is a morally optional undertaking, unconstrained by larger so-
cial purposes, in which the primary ethical considerations are limited solely
to the terms of the discrete transactions between the parties within the IRB
triangle.

The idea that the interactions between researchers and participants
fall into a private sphere of moral discretion is bolstered by the proviso in
premise 10. PPE holds that conduct that violates norms of respect should
be permitted so long as it remains confined to the discrete interactions of
researchers and study participants. If permitting such violations were to
have a larger social effect of making other parties worse off, then the proviso
would kick in and violations of respect would be prohibited.

There is thus an important sense in which PPE challenges orthodox re-
search ethics for not being sufficiently responsive to its own values.!® In the
private transactions between researchers and study participants, the welfare
consequentialist concerns of beneficence provide the moral force for per-
mitting violations of respect and define the limits on their permissibility. If
individuals like Afflicted freely choose to be wronged in order to advance
their welfare interests, then the paternalistic prohibition of such interactions
is self-defeating.

13 In this regard, the critique involved in PPE is simply a variant of the more general critique that
consequentialists make against deontological rights or constraints of any kind: they are suboptimal.
That is, constraints against violations of respect prevent people like Afflicted from enjoying gains in
welfare that people like Better-off could bring about by violating such norms. Sophisticated welfare
consequentialists agree that often we should respect the rights of agents, not because such rights have
intrinsic moral value, but because such rights function as heuristics that mark out as salient courses
of action that tend not be optimific over the long run. In cases where we can be confident that vio-
lating a right will produce more good than respecting it, however, the welfare consequentialist will
claim that respecting the right makes no sense.
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3.5 Permitting Too Much

3.5.1 Undermining Consent

The analysis of the previous sections represents PPE as reorganizing core
commitments of orthodox research ethics in a way that strikes a different
(and, according to its proponents, a better) balance between the demand-
ingness of morality and the perils of neglect. Because it is built out of many
of the underlying commitments of orthodox research ethics, this proposal is
more of a challenge to the status quo than it might first appear.

In particular, without a clear and explicit account of justice to ground pro-
hibitions on unfair and unjust relationships, those practical requirements
dangle in the moral wind. They appear arbitrary at best and misguided at
worst precisely because the neglect of their grounding or justification or the
location of that justification in the distribution of benefits and burdens create
a conceptual ecosystem in which the other commitments of the field can be
marshalled to support permitting their violation.

Nevertheless, there are a number of grounds for concern over the way PPE
tries to reconcile the pitfalls of sanctioning neglect, justifying wrongdoing,
and the demandingness of morality. To begin with, the logic of the PPE jus-
tifies more wrongdoing than its proponents want to permit. For example,
proponents of PPE want to ensure that violations of respect are limited to
cases in which agents like Afflicted give their free and informed consent. But
since informed consent is itself grounded in a norm of respect, the logic of
PPE seems to extend to violations of this requirement as well.

First, recall that PPE presupposes options of sufficient weight that
even minor burdens to Better-off are capable of outweighing or trumping
Afflicted’s welfare interests. We are committed to this by the supposition that
Better-off has an option not to interact with Afflicted, if doing so is burden-
some to Better-off, even if this would provide Afflicted with significant wel-
fare benefits. If Better-off did not have an option of this kind, then premise 3
would be false.

Second, the requirement to seek informed consent imposes costs on
Better-off. Consent forms have to be created. They have to be translated at
an accessible educational level, in the local dialect, and then work has to
be done to overcome various barriers to communication including edu-
cational gaps and cultural differences. During the consent process, people
sometimes say, “no.” Perhaps Afflicted doesn’t fully understand the extent
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to which study participation would be an avenue to improving Afflicted’s
situation. Perhaps Afflicted doesn’t want to be a participant in research, or
doesn't want to be a subject in exploitative research. Whatever the reason,
when potential participants refuse to participate, Better-off faces the extra
costs and work of having to seek out and approach additional people and
seek their consent.

Third, informed consent is itself a requirement that is grounded in a
norm of respect—respect for the status of a person as morally sovereign over
decisions that impact the shape and course of their life. PPE views constraints
against violations of respect as inefficient to the extent that they prevent
Afflicted from securing welfare benefits. Constraints against transgressing
norms of respect can be outweighed by Afflicted’s welfare interests. If Better-
off could involve Afflicted in research without Afflicted’s knowledge—
perhaps by hiding the fact that Afflicted is participating in research—and if
Afllicted is likely to receive a net welfare benefit from the interaction, then by
transitivity Better-oft should have the option to violate the constraint against
exploiting Afflicted without Afflicted’s consent. Doing so may be wrong—
just as exploitation with Afflicted’s consent is wrong—but PPE seems com-
mitted to the conclusion that it should not be prohibited.

3.5.2 The Participant-Centered Version

To be clear, there are at least two versions of this argument. The “participant-
centered” version focuses on the impact of being exploited without consent
on Afflicted’s well-being. It holds that Better-off should not be required to
secure the informed consent of Afflicted to be exploited or treated unfairly
if seeking that consent would impose a cost on Better-off and if Better-off’s
exploitation of Afflicted would still leave Afflicted better off than would be
the case if there were no interaction. After all, recall that Afflicted faces the
prospect of serious harm outside of any transaction with Better-off and in
the world of non-ideal agents, many in Afflicted’s situation may not recog-
nize that they would be better off being wronged than being neglected. The
recipient-centered version of the argument thus allows Better-off to exploit
Afflicted without Afflicted’s permission so long as Afflicted receives a net
benefit from the interaction.

If the participant-centered version of this argument sounds familiar, that’s
because it shares common features with traditional arguments in favor of
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medical paternalism—with some notable differences, however. In medical
paternalism, the clinician had a strong duty to act in the best interests of the
patient grounded partly in the patient’s dependence on the specialized med-
ical knowledge the clinician possesses and the patient lacks. Consent was
regarded as unnecessary because it might cause distress or lead the patient to
deviate from the clinician’s recommendations about how best to promote the
patient’s medical best interests (Goldman 1980).

In the patient-centered extension of PPE, the more powerful party need
only have a strategic commitment to Afflicted’s best interests. This commit-
ment is strategic in that it is necessary for Better-off to achieve Better-off’s
ultimate goals. Similarly, permission to violate the requirement for informed
consent is grounded in the importance of the benefits Afflicted stands to
receive from the transaction and the fact that Better-off might deny those
benefits to Afflicted if Better-oft is required to incur the costs of securing
Afflicted’s informed consent. Ironically, in both Hippocratic paternalism
and the patient-centered extension of PPE, it is concern for the welfare of
Afflicted that underwrites the permission to violate a key requirement of re-
spect for persons.

3.5.3 The Impartial Version

The impartial variant of the previous argument shifts its focus from the wel-
fare of Afflicted to the welfare of some larger group. This transition is facili-
tated by noting that, in research ethics, risks to particular participants do not
need to be offset by benefits to those same participants in order to be permis-
sible. Rather, risks and burdens to study participants can be justified by the
prospect of future benefits to other people.

With this premise in place, the impartial variant permits Better-off to ex-
ploit, wrong, or commodify Afflicted without consent, so long as this imposes
fewer costs on Better-off than the alternatives and creates social benefits suf-
ficient to outweigh the burdens to Afflicted. The impartial version of this ar-
gument looks very similar to justifications for conscripting participants into
research that are grounded in some larger research imperative. In partic-
ular, both arguments entail that researchers should be permitted to involve
participants in research without their informed consent.

Nevertheless, these arguments differ significantly in their structure. The
argument that attempts to justify conscription on the basis of a larger social
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obligation to facilitate research is inconsistent with the claim that Better-
off is free to interact with Afflicted on whatever terms Better-off wants. In
other words, that argument does not recognize a robust sphere of moral
autonomy for Better-off. As a medical researcher, Better-off would not be
free to determine whether and how to interact with Afflicted by consulting
her personal interests, and the justification for abrogating informed con-
sent is not grounded in costs to Better-off. Rather, Better-off is only justi-
fied in abrogating informed consent, on this model, to the extent that doing
so is necessary to discharge the researcher’s prior obligation to advance the
common good.

In contrast, Better-off is able to dictate the terms on which Better-off is
willing to interact with Afflicted within the argument for PPE because
that position recognizes a robust sphere of moral autonomy on the part of
Better-off. The impartial extension of PPE allows Better-oft to abrogate the
requirement of informed consent if doing so produces a large enough social
benefit, but there is no independent obligation to bring about this social benefit.
Better-off happens to pursue a private project in which Better-oft takes on the
personal goal of producing a social benefit. But Better-off has ultimate dis-
cretion over when, whether, and how to pursue Better-off’s personal goals.
This includes the moral discretion to determine when the costs to Better-off
of pursuing this goal are sufficiently high that Better-off does not want to
transact with someone like Afflicted. Enforcing the requirement of informed
consent imposes a burden on Better-oft’s ability to advance Better-off’s
personal projects. If increasing the welfare of others is capable of justifying
violations of norms of respect, then that justification would appear to extend
to the abrogation of informed consent.

Interestingly, Wertheimer and colleagues have argued that because re-
search is an activity that produces an important public good, there is a ge-
neral duty to participate in research (Schaefer et al. 2009). They explicitly
reject arguments that would ground this obligation in beneficence because,
on their view, beneficence is too demanding. Instead, they argue that the gen-
eralizable medical information that research produces is a public good and it
remains a public good even if it is produced by private companies or private
individuals (2009, 68). This produces a kind of moral asymmetry. Private
entities are at liberty to decide which projects to undertake—they are not
tettered by obligations of justice or beneficence—but there is a duty to partic-
ipate in research that flows from the status of this information as an impor-
tant public good.
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Wertheimer and colleagues argue that this duty to participate is not so
strong that individuals can be compelled to participate in research. But PPE
is not about whether, in this case, compulsion is morally permissible. It is
about whether, given that compulsion would represent a moral transgres-
sion of an individual’s interests in retaining sovereignty over their person
and autonomy over their various life choices, we ought to enforce that moral
prohibition. My point is that the same argument that justifies permitting
the moral wrong of exploitation in research would also permit the moral
wrong of conscripting individuals into research in which the information
they help to generate contributes to the public good of generalizable medical
information.

The impartial variant of PPE is constructed from premises that are shared
by orthodox research ethics and by PPE. It recognizes a strong sphere of
moral autonomy that protects individuals in their private pursuits while rec-
ognizing the fundamental moral importance of individual welfare. But there
is also a sense in which the robust sphere of personal autonomy serves as
a shield to Better-off against the claims that people in Afflicted’s position
might make against them for assistance and for fair, non-exploitative, non-
demeaning treatment. When Better-off has as a personal project advancing
the welfare of large numbers of future patients, this allows Better-oft to both
remain indifferent to Afflicted’s plight (this follows from the claim that
Better-off enjoys a sphere of autonomous choice protected by an option
and is required in order for premise 3 to be true) and to justify exploiting,
dominating, commodifying, or demeaning Afflicted for the benefit of future
people.!*

The arguments I just presented challenge PPE on its own terms because
they use the concern about inefficiencies associated with norms of re-
spect that motivate PPE to show that those concerns also justify adopting
an even less demanding morality that permits more wrongdoing than even
proponents of PPE want to allow. The welfare consequentialist elements of

4 Wenner (2016, 43) raises a distinct argument that is worth noting in this context as well. Suppose
that with the cost structure imposed by fair agreements, Better-off could conduct one research
study with Afflicted but that if we permit Better-off to exploit Afflicted then Better-off would have
the resources to conduct an additional study involving a second population, so long as we permit
this second study to also be conducted on exploitative terms. In this case, although welfare conse-
quentialist concerns are not strong enough to create a moral obligation for Better-off to interact with
afflicted on fair terms, it would support a moral obligation on regulators not just to permit, but to
maximize, the frequency of mutually beneficial and voluntary exploitation. Proponents of PPE might
respond that they can resist this implication because it violates the proviso in premise 10. I consider
the problematic implications of this response in §3.7.
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PPE also facilitate the transition from the participant centered to the impar-
tial variant of the position. In both cases, Better-off’s decision about who to
interact with, and on what terms, remains a private matter, shielded from
outside interference by a fairly strong agent-centered prerogative. Given the
logic of PPE, preventing research that imposes burdens on people who are
already in a terrible situation doesn’t improve the lot of those people, but it
does deprive both researchers and future populations of people of potentially
valuable medical resources.®

It might be objected that my critique is faulty because it misrepresents the
role of consent in PPE. The claim would be that PPE is not committed to
holding that Afflicted’s welfare interests outweigh Afflicted’s interests in re-
spect, but only that we should respect Afflicted’s determination, as expressed
through informed consent or refusal, as to the relative importance of
Afflicted’s welfare and Afflicted’s interest in respect.

This is a plausible objection, but it misses a key point. PPE is a position
about the moral force of violations of respect and not about whether or not
such a violation has occurred. As such, PPE is itself predicated on the claim
that even if Afflicted consents to being exploited or degraded, Afflicted is still
wronged by the subsequent exploitation and degradation. This is why PPE is
committed to the idea that Afflicted’s welfare interests should be allowed to
trump Afflicted’s interests in respect and why PPE is distinct from positions
that hold that the agent’s consent has the morally transformative effect of
rendering what would be exploitative or morally degrading conduct non-
exploitative or non-degrading. The point of my critique is that exploiting
Afllicted without Afflicted’s consent is wrong, but the logic of PPE justifies
permitting this wrong as long as the resulting act provides Afflicted with
benefits that leave Afflicted better off than Afflicted would otherwise have
been (the patient-centered extension of PPE) or if the benefits that Better-off
can produce for others are sufficient to outweigh the costs to Afflicted (the
impartial extension of PPE).

15 The impartial position comes exceedingly close to embracing a full-blown consequentialist po-
sition, but it falls short of that in a critical respect that relates to the demandingness of the position.
That is, consequentialism is more demanding in that it imposes a duty on agents to promote the wel-
fare of others, and if it were the case that the only way to do that was to exploit a certain population
of people in clinical research then, as long as all else was equal, researchers would be obligated to do
that. The impartial position considered above is less demanding in that it does not endorse such a
duty. So it does not require anyone to exploit others. It simply says that if large numbers of people can
benefit from such research and there are agents like Better-off who are willing to conscript vulnerable
people as “soldiers of science” to do it, then we should not stand in their way.
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3.6 (Un)Equal Respect

3.6.1 Threats to Autonomy and the Integrity of a Life

Although it permits certain transgressions against Afflicted, PPE appears
to do so against a more fundamental background of equal moral re-
gard: Afflicted and Better-off are each moral agents who should be seen as
sovereign over their own life and whose free and informed decisions should
be respected. Limiting violations of respect to cases in which Afflicted
consents to the violation might thus be seen as affirming this more funda-
mental value of equal respect.

The appearance of a strong commitment to equal regard, however, is mis-
leading. Any concern for the autonomy of agents like Afflicted that grounds
the requirement of informed consent in PPE is at best a dim simulacrum of
the profound regard PPE shows for the autonomy and integrity of the life
of agents like Better-off. Recall that we began this section by noting a ten-
sion in PPE between the welfare consequentialist elements of the argument
on which it rests and the fact that weak consequentialism would provide
grounds to reject the claim that Better-oft has no prior obligation to transact
with Afflicted. We noted that the permission in premise 3 might reflect the
common view that weak consequentialism is an implausibly high moral
standard because it forces agents like Better-oft to compromise the integrity
of their lives in order to help those like Afflicted. As such, we suggested that
premise 3 might be grounded in an option or agent-centered prerogative
whose moral importance is grounded in preserving the integrity of Better-
off’s life and Better-off’s sovereignty over it.

But if we are genuinely concerned about autonomy and the integrity of an
individual’s life then we should question the grounds on which this concern
is applied to the demands that morality and policy might make on the life of
Better-off without being applied with equal force to the demands that such
a weaker moral framework places on Afflicted. As David Sobel has argued,
“costs that a moral theory permits but does not require are sometimes rel-
evant to the demandingness of that theory” (Sobel 2007, 13).16 Afflicted’s
autonomy and the integrity of Afflicteds life are threatened by moral
frameworks (such as those common to orthodox research ethics and PPE)
that sanction the indifference of others to Afflicted’s basic needs and by the

16 Similar ideas are elaborated at length in Nagel (1991) especially chapter five.
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proposal embodied in PPE to empower others to breach norms of respect in
order to further advance their own personal projects.

From the standpoint of agents like Better-off, PPE is less demanding
than consequentialist views that would entail the rejection of premise 3 and
current ethical frameworks that include options but that enforce norms of
respect. From the standpoint of agents like Afflicted, however, PPE is an in-
credibly demanding theory. In this case, however, the objectionable burdens
come not from what morality requires agents like Better-off to do in order to
help others, but for what it requires agents like Afflicted to suffer and to lose
in order to ensure that agents like Better-off are not fettered in their life plans
by duties to help others.

The point is that in order for Better-oft to have an option of the force we
have been considering here—one that outweighs or trumps significant and
avertable threats to the welfare of others—there has to be a strong moral
ground of respect for Better-oft’s autonomy and the integrity of Better-off’s
life. But a symmetrical application of this concern for the autonomy and
integrity of Afflicted’s life undermines such a strong option and entails the
negation of premise 3—that is, it entails a duty on the part of parties like
Better-off to aid or assist parties like Afflicted precisely because parties in
Afflicted’s position are in dire circumstances that threaten their ability to
pursue their life plans. If we want our moral frameworks to be responsive to
the autonomy of agents and their ability to maintain the integrity of their life,
then in situations where that ability is threatened for agents like Afflicted,
and agents like Better-off can help to avert such a loss at little personal cost,
we should require more from agents like Better-off than either PPE or or-
thodox research ethics recognize. Since norms of respect are tied closely to
the value of autonomy and concern for the integrity of each individual’s life,
there is a strong case for requiring Better-off to interact with Afflicted on
terms that advance Afflicted’s interests in both welfare and respect.

If this is correct, then PPE is not entitled to the defense that the permission
to wrong takes place against a deeper recognition of moral equality. Rather,
PPE shows asymmetric concern for the interests of Afflicted and Better-offin
that it is more sensitive to the way that moral constraints and consequentialist
requirements to provide aid to people like Afflicted threaten Better-oft’s au-
tonomy and sovereignty over Better-oft’s life than it is to the way that taking
this very position threatens those same interests on the part of Afflicted.

At this point, it is important to remember that the main reason for fo-
cusing on PPE is for what it reveals about fault lines running through
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orthodox research ethics. The argument examined in this section holds
that PPE should be palatable because it is limited in its scope, sequestering
violations of respect to contexts in which individuals autonomously accept
such treatment. The problem with this move is that it obscures the way that
the agency of some parties is protected and advanced at the expense of others.
This asymmetric concern belies the idea that PPE preserves something like
a baseline of moral equality against which a standard contractual relation-
ship plays out. This asymmetric concern for autonomy, respect, and moral
equality is not unique to PPE, in that this asymmetric concern is grounded in
premises and features that it shares with orthodox research ethics.

3.6.2 Providing Assistance and the Fair Division
of Moral Labor

It might be objected that even if we grant that sickness, injury, or disease can
undermine Afflicted’s autonomy and that Afflicted therefore has a claim to
assistance, it doesn’t follow that Afflicted would have that claim specifically
against Better-off. This is probably correct, as far as it goes. In other words,
we need to know more about the relevant division of social labor and about
Better-oft’s role in it, before we could make such a determination. But I take
this point to reinforce the poverty of the parochialism of orthodox research
ethics. If, for example, there is a social obligation to promote the common
good through medical research and if this places Better-off under a moral
obligation to conduct research that advances this goal, then there may well be
circumstances under which premise 3 is false; Better-off has a duty to carry
out research that involves parties like Afflicted; and those parties have an
enforceable claim to conditions that satisfy norms of fairness, justice, and
respect.

In the next chapter, I make the case for just this position. There is a moral
imperative to advance the common good through research and this impera-
tive includes an obligation to adhere to strong norms of respect. The point of
the analysis presented so far is not to identify the values that will provide the
foundation for the positive view I will develop in this book. It is, instead, to
illustrate that PPE repurposes the core values of orthodox research ethics in
ways that reveal fault lines in the field. These fault lines concern the way that
research is treated as a private undertaking of individuals with no explicitly
defined and well-delineated social obligations whose interactions are to be
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regulated primarily by the values of beneficence and respect for persons. PPE
marshals these commitments to undermine not just the paternalism of or-
thodox research ethics but the moral force of its already anemic commitment
to justice.

3.7 Violating the Proviso

In the previous section I argued that PPE tells us something important about
the status of the conceptual foundations of research ethics. There is another
respect in which a flaw with PPE reveals a problem with orthodox research
ethics: namely, both tend to portray research as a largely private interaction
between two parties—researchers and participants. There is no sense that
this interaction takes place within a larger social division of labor, that this
division of labor is structured by social aims and constrained by rules that
must govern similar interactions for a range of different parties in different
contexts, times, and places. This decontextualized view is illustrated most
dramatically in the inclusion of the harm proviso in the argument for PPE.

In contrast to what is portrayed as the self-defeating character of theo-
ries that prohibit violations of respect, PPE is supposed to represent a way of
empowering the downtrodden to advance their welfare interests in the lim-
ited context of mutually beneficial and voluntary interactions. The hope is
that benefits that would not have materialized under a strong prohibition of
violations of respect will materialize if those prohibitions are weakened and
the harm proviso is obeyed—namely, “if doing so has no negative effects on
others.”

How likely is it that the proviso would be violated? Here we face a tension
between the context in which PPE is enunciated and the nature of the specific
examples used to motivate the principle. That is, PPE is enunciated in the
context of a longstanding debate within research ethics about the rules, prin-
ciples, and requirements that ought to govern research that is sponsored by
entities from HICs and carried out in LMIC populations. This longstanding
debate is fundamentally a dispute over institutional design. At issue are the
norms, goals and constraints that should govern the interactions between
a range of stakeholders—from researchers, participants, and host com-
munities, to funding agencies of various sorts including national and local
governments, non-governmental organizations, and corporations—across
time and different places.
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In contrast to the debate over institutional design, the argument in favor
of PPE outlined above depicts the discrete interaction of two seemingly iso-
lated individuals. To some degree, this also reflects the traditional focus of
orthodox research ethics. Orthodox research ethics is overwhelmingly con-
cerned with the ethics of the researcher-participant relationship.!” Similarly,
the central mechanism for putting the norms of research ethics into prac-
tice is the IRB, an oversight body that reviews individual protocols. But the
situation of a private individual conducting an isolated private transaction
with another private individual is very different from policy questions about
how the institutions of scientific research ought to be designed and regu-
lated. These norms and institutions govern the interactions of a wide range
of parties, some of which are repeated interactions over time. The proba-
bility that the proviso will be violated differs substantially between these two
situations.

In particular, it is difficult to see how an institutional design that incor-
porated PPE as an explicit policy would not violate the harm proviso. The
reason is that the system in which violations of respect are officially prohib-
ited effectively places a floor on the “price” that researchers and sponsors
have to “pay” in order to secure the cooperation of host communities
without wronging them. From the standpoint of PPE, this price is too high
because there may be some agents, such as Better-off above, who are “priced
out” of the market—they choose not to interact rather than to pay a non-
exploitative price.

Adopting PPE as a principle, however, would remove this floor on
prices and destabilize the current price equilibrium. Those who are cur-
rently paying, or who would have paid in the future, the higher, respectful,
price would face competitive pressures not to “overpay” as prohibitions are
removed against either demanding a lower price to carry out the same trans-
action or simply finding someone else to transact with at the lower price.
As a result, those communities currently hosting clinical trials on fair, non-
exploitative, or respectful terms would stand either to lose out on hosting
future studies that they would otherwise have hosted, or to be pressured
to accept less than they would otherwise have received. I elaborate these
arguments in detail in chapter 8.

17 As we will see in chapter 5, this is the central focus of Fried’s (1974) classic work on equipoise,
and the entire debate over the requirement of clinical equipoise has revolved around reconciling
the clinician-researcher’s obligations to safeguard the welfare of individual participants with the
demands of scientific research. See for example Marquis (1983), Miller and Weijer (2003), and Miller
and Brody (2003).
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These concerns are particularly relevant to the case of international re-
search since this is a highly dynamic enterprise that is driven in large part
by the potential for cost savings. Research sponsors are continually seeking
ways to reduce costs so that they can minimize expenses and maximize
profits. So-called “contract research organizations” (CROs) are corporations
that have emerged with the explicit goal of making a profit by more efficiently
matching research with host communities. Their emergence has made in-
ternational research highly mobile, increasing competition between poten-
tial host communities and giving CROs the leverage to lower the costs of
conducting research in order to capture profits for themselves.

In this context, endorsing PPE as a rule would put those who operate on
fair terms of cooperation at a strategic disadvantage (see also Wenner 2016).
Given the imbalance in supply and demand between the vast pools of sick-
ness and disease in LMICs and the comparatively small number of clinical
trials, market forces would drive research sponsors to make more exploita-
tive offers in order to remain competitive.

Because implementing PPE as a principle that defines the permissible op-
eration of the institutions of international research would result in some re-
search participants being worse off than they otherwise would have been,
such a use of PPE would violate the harm proviso. At best, therefore, PPE
would have to be interpreted as a principle of individual morality that governs
the conduct of researchers as private individuals. Whether this interpretation
of the principle avoids violating the harm proviso will depend on a variety of
factors including the degree of publicity associated with such choices and the
willingness of third parties to enforce a division of labor and social norms
that encourage or discourage it. In this regard, the motives of efficiency and
competitive advantage would provide powerful incentives for sponsors and
CROs to “encourage” researchers (through incentives such as profit sharing
or punitive measures such as negative evaluation or reductions in funding
for researchers whose activities are viewed as unnecessarily costly) to alter
existing or future conduct in ways that are currently regarded as impermis-
sible but that would be sanctioned under PPE. The same shift in equilibrium
that would result from adoption of PPE at the level of policy could easily be
replicated at the level of individual behavior via the application of employer
incentives, market forces, and social norms.

Even if regarding PPE as a principle for regulating the conduct of
researchers as private individuals can avoid violating the harm proviso, this
way of “saving” the principle comes at a steep price. Namely, it renders PPE
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largely irrelevant to the fundamental questions in research ethics concerning
the policies and norms that should regulate the institutional design of re-
search and govern the conduct of the myriad stakeholders that contribute to
its proper functioning.

I have been arguing that PPE offers important insight into a fault line run-
ning through the foundations of orthodox research ethics. PPE shows that
when the requirements of responsiveness, the standard of care, and post-trial
access are viewed as constraints on the discrete interactions of private indi-
viduals, they look like gargantuan protectionist fences intended to protect
vulnerable individuals that wind up subverting that goal by “protecting”
those very individuals from the only interactions that might enable them to
improve their desperate condition.

3.8 Taking Stock: Testing the Health
of Conceptual Foundations

Environmentalists are sometimes chided for caring a great deal about little
things—the health of streams in a watershed, the plight of this or that species
of toad—that seem inconsequential to outsiders. PPE might seem like an in-
consequential anomaly not worth the attention that I have paid to it here. But
one reason that environmentalists care about streams and toads is that they
are indicators of the health of watersheds and ecosystems, larger intercon-
nected systems that create the niche for a diversity of life. So, too, my claim
has been that PPE reveals something about the health of orthodox research
ethics, the state of its conceptual foundations.

PPE exploits the myopic focus of orthodox research ethics on the narrow
interactions of researchers and participants. The irrelevance of PPE to the
large-scale questions of institutional design in research ethics reveals the
importance of stepping back from the myopic focus of orthodox research
ethics and considering questions of fairness and justice from the standpoint
of research as a larger social system in which the activities of diverse parties
are knit together in a web of cooperation. In part, PPE founders because it
misconstrues the extent to which the system of medical research and its over-
sight and regulation involves the design and regulation of institutions and
practices involving the cooperation of different parties over an extended pe-
riod of time. But this shortcoming is not unique to PPE. It is a shortcoming of
the system of research ethics that PPE uses and repurposes for its own ends.
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Similarly, PPE is likely to be dismissed for its willingness to permit the
exploitation of the vulnerable. But PPE is a reaction to the willingness of or-
thodox research ethics to uphold strong moral prohibitions against disre-
spectful treatment while treating research that would advance the interests
of those who suffer from the most significant burdens of sickness and disease
as morally optional. Repugnance at the way PPE strives to solve this problem
does not ameliorate the underlying dilemma. It still leaves some populations
trapped between the anvil of neglect and the hammer of exploitation.

The view of research as a morally optional undertaking was motivated, in
part, by a fear of what would happen if research ethics embraced a more de-
manding duty to advance the common good. In the next chapter I revisit the
question of whether there is a social imperative to carry out research. I argue
that Jonas (1969) was correct to reject such an imperative as grounded in
a certain conception of the common good, but mistaken in thinking that
the view of the common good that he rejects is the only or the best way of
thinking about that concept. Equipped with a better conception of the
common good, I argue that there is a social imperative to carry out a cer-
tain kind of research but that this imperative, contrary to the assertion of
McDermott (1967), requires extending the rule of law into the realm of re-
search with humans.
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RESEARCH AMONG EQUALS






4
The Common Good and the Egalitarian

Research Imperative

4.1 Revisiting the Common Good

Orthodox research ethics has largely rejected the idea that there is a social
imperative to support and carry out research with human participants.
We canvassed some of the practical and philosophical reasons for this in
chapter 2, including Hans Jonas’s influential argument that the ordinary
toll of sickness, injury, and disease is not a threat to society, but to the
interests of individuals and that, as such, medical research is not grounded
in a social imperative (Jonas 1969). As a result, orthodox research ethics
tends to treat research as an optional activity that stakeholders are free
to undertake, if they choose, as part of their personal, private projects.
Appeals to the common good as a ground for a social imperative to carry
out research are now rare and are likely to be greeted with skepticism as
rhetorical excess or as an ambiguous facade obscuring less meritorious
motives.!

In this chapter I argue that both proponents and critics of a research im-
perative have presumed a particular conception of the common good, which
I call the corporate conception. Jonas was correct in his assertion that there is
no moral imperative to undertake medical research as a way of securing the
corporate conception of the common good. However, both sides of this de-
bate were mistaken in thinking that this is the only or the best way to under-
stand the common good.

! Arendt expresses this skepticism succinctly when she says, “the liberals’ political philosophy; ac-
cording to which the mere sum of individual interests adds up to the miracle of the common good,
appeared to be only a rationalization of the recklessness with which private interests were pressed re-
gardless of the common good” (1973, 336). See also Nozick (1974, 33) for the idea that talk of a social
good “covers up” the fact that something is done to one person for the sake of a benefit to another.

For the Common Good. Alex John London, Oxford University Press. © Oxford University Press 2022.
DOI: 10.1093/0s0/9780197534830.003.0004
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As an alternative, I describe and defend what I call the basic or generic
interest conception of the common good and argue that this grounds what
I refer to as the egalitarian research imperative. In contrast to the parochi-
alism of orthodox research ethics, the egalitarian research imperative
recognizes that various forms of research with human participants are part
of a larger division of social labor. Because this division of labor draws on
and influences the capacity of institutions that impact the basic interests of
community members, there is a social imperative to carry out research that
generates the evidence needed to enable a community’s basic social systems,
such as a community’s medical and public health systems, to effectively, ef-
ficiently, and equitably safeguard and advance the basic interests of that
community’s members. This imperative is grounded in a fundamental con-
cern for the status of each community member as free and equal, and this
grounding shapes both the goals and purposes of the research enterprise as
well as the terms on which it is to be organized and conducted.

To make this argument, in §4.2 I elaborate the pragmatic value of appeals
to the common good and explicate the way that the implicit structure of such
appeals shapes moral decision-making. In §4.3 I describe the corporate con-
ception of the common good and show how this is the focus of Jonas’s fa-
mous critique, and I bolster criticisms of this view in §4.4. In §4.5 I describe
the basic or generic interests conception of the common good and in §4.6
demonstrate how it can be formulated within a diverse range of ethical and
political frameworks.

In §4.7 T argue for the egalitarian research imperative and show how
it grounds both the purpose of research, and the terms on which it can be
carried out, in respect for the status of individuals as free and equal. In §4.8
I show how the resulting position expands the scope and purview of research
ethics with some illustrative examples provided in §4.9.

4.2 The Structure of Appeals to the Common Good
4.2.1 Pragmatic Value
Normative appeals to the common good have a pragmatic value that derives,
at least in part, from their implicit moral logic or structure. In particular,

appeals to the common good often play a special role in securing indi-
vidual and collective action. If some action, policy or other instrument can
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be successfully portrayed as necessary to support or preserve the common
good, then this constitutes a strong, prima facie reason for individuals and
groups to support it. Moreover, appeals to the common good can build on
and marshal prior commitments and shared understandings, or they can
function as a conduit through which such understandings can be forged
or built.

Appeals to the common good that are invoked within communities
that share a history or identity often portray some action or undertaking
as having special importance in relation to the shared purposes of this
common identity. In contrast, appeals to the common good can also secure
collective action in the face of moral and political pluralism. When indi-
viduals or groups are not part of a discrete community or do not share a
common comprehensive conception of the good, appeals to the common
good highlight an action or undertaking as important relative to some un-
derlying, shared interest. For example, prior to the Persian Wars around
492-449 BCE, ancient Greek city states shared a common language but no
national identity. They were, instead, divided by rivalries and sharp cul-
tural differences. However, they were able to unite in response to the threat
from Persian forces because they could see external invasion as a threat
to interests they shared in common—political sovereignty and territorial
integrity—even if those interests were not connected to membership in
some prior political community.

This pragmatic flexibility reflects a logic to such appeals that is inde-
pendent of substantive conceptions of the good or comprehensive moral or
political doctrines that might provide the content to such claims. As a result,
competing substantive political or ethical doctrines can each use appeals to
the common good to package their key commitments in an effort to sup-
port collective action among their adherents. At the same time, successful
appeals to the common good can also indicate that some value or interest
is of sufficient importance that it must be explained or accounted for within
the framework of a particular comprehensive doctrine. For example, if se-
curity is recognized as a sufficiently widespread interest that it can support
collective action, then different moral or political theories might seek to ac-
count for and explain the moral or political significance of this interest. As a
result, appeals to the common good can reflect explicit tenets of widely held
comprehensive doctrines or they can enjoy a kind of pre-theoretical intuitive
force that different comprehensive theories might try to capture and to for-
mulate more precisely.
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4.2.2 The Implicit Structure of Appeals to the
Common Good

Although the implicit structure of appeals to the common good is rarely
explicated, it plays an important role in organizing moral decision-making.
For our present purposes, we can begin with a common normative claim in-
volved in appeals to the common good:

Normative Claim (NC): There are circumstances in which the interests of
individuals may permissibly be subordinated to the common good.?

For example, McDermott’s claim that “to ensure the rights of society, an arbi-
trary judgment must be made against an individual” (1967, 40) can be read as
asserting that the greater good of society outweighs and legitimates the sub-
ordination or abrogation of individual rights and welfare.

Second, we require some specification of the circumstances under which
this normative claim applies. The weakest, and therefore least controversial,
specification simply asserts that the normative claim is most likely to be opera-
tive in cases where there is a clear and present threat to the common good itself.

Triggering Condition (T'C): The presence of a clear and present threat to the
common good constitutes a circumstance in which it may be permissible to
subordinate the interests of individuals to the common good.?

Finally, these two claims together entail that efforts to promote the
common good must remain within certain boundaries.

Practical Constraint (PC): The means used to pursue or secure the common
good must not themselves conflict with or subvert the common good.

2 Jonas’s argument clearly presupposes this claim. Pettit is committed to this view when he
asserts, “there is a big difference between constrained interference that is designed for a common
good—say, the interference of a law that no one contests—and arbitrary interference” (1997, vii,
see also 68). Aquinas articulates this claim when he says, “the common good should be put before
the good of an individual” (2005, 213). See also Harris, for example, who says “It is widely recog-
nized that there is clearly sometimes an obligation to make sacrifices for the community or an enti-
tlement of the community to go so far as to deny autonomy and even violate bodily integrity in the
public interests and this obligation is recognized in a number of ways” (2015, 244).

3 This condition is explicitly discussed by Jonas. Harris appeals to this condition when he says,
“medical research is a public good, that may in extremis justify compulsory participation” (2015, 245).
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Although this is only a schematic representation, it enables us to clarify
two points. First, appeals to the value of certain individual rights, such as
civil liberties, may not be an appropriate response to arguments of this type
because the NC does not deny that individual rights or civil liberties are
important to the interest of individuals. It claims only that it is sometimes
acceptable to limit or otherwise subordinate individual interests to some-
thing of equal or greater importance. If individual rights or civil liberties
are in the class of individual interests, then an appeal to the common good
represents an intuitive way to formulate a permission to override or abro-
gate them. Unless one is prepared to argue that such rights or liberties are
absolute and inviolable, the case for overriding or breaching them becomes
more compelling as the perceived threat to the common good becomes
more severe.

The second point is that, as we will see in a moment, different substantive
accounts of what constitutes the common good will license different actions
in the NC, determine what sort of concrete threats are sufficient to meet the
TC, and what substantive PC limit the means that may be used in pursuing the
common good in practice. In order to avoid equivocation, one must ensure that
each of these claims is explicated in terms of the same substantive account of the
common good. Formulating the NC in terms of one conception of the common
good and grounding the TC or the PC in a different conception would break the
justificatory link between these claims. To evaluate the soundness of arguments
of this type, we require detailed information about what the common good is
in defense of which it may sometimes be permissible to subordinate or curtail
individual interests.

4.3 The Corporate Conception of the Common Good
4.3.1 Interests Distinct from Individuals

The NC draws a contrast between the interests of individuals, on the one hand,
and the common good, on the other. However, there are at least two ways of
drawing this contrast that yield importantly different conceptions of the
common good.

One fairly natural way to draw this contrast is to identify the common
good with the good of the community conceived of as an entity that exists in
its own right, persisting through time, with interests that are in some mean-
ingful sense distinct from those of its individual members. On this view, the
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NC draws a fairly blunt distinction between the good of two different parties.
One party is monadic—the individual agent—and the other is corporate—
the collective agent or the body politic.*

Aquinas appears to have this conception of the common good in mind
when he says, “There is also a common good that relates to one person or
another qua part of a whole; for example, to a soldier qua part of the army,
or to a citizen qua part of the city” (Aquinas 2005, 131).> Similarly, in his
testimony before the tribunal at Nuremberg, the defendant Dr. Karl Brandt
seems to have this view in mind when he says that the Nazi party imposed a
system in which “the demands of society are placed above every individual
human being as an entity, and this entity, the human being, is completely
used in the interests of that society” (Tribunals 1949, 29).

When Jonas asserts the normative claim that it is sometimes permissible
to subordinate the interests of individuals to the common good, he notes cor-
rectly that “the common or public good” represents an unknown element
in this equation. He then goes on to assume, at least for the sake of the argu-
ment, that the common good represents the good of society as something
“distinct from any plurality of individuals” (1969, 221).

It is against the backdrop of this assumption that Jonas argues that most
common illnesses, such as “cancer, heart disease, and other organic, noncon-
tagious ills,” do not pose a threat to the common good because the normal
death rate from these causes does not prevent society from “flourishing in
every way. As he puts it, “a permanent death rate from heart failure or cancer
does not threaten society” (1969, 228). These are not threats to the common
good—to society as a corporate entity—but to the lives of individuals. From
the standpoint of society, as a body politic that persists as different individ-
uals are born, live, and die, the goal of finding treatments to ameliorate sick-
ness, injury, and disease does not benefit the corporate entity, but only the
parts from which it is composed. Because the whole can survive the normal
death rate from these causes, medical progress is an individual rather than a
common good and is therefore morally optional.

* This is what Brennan and Lomasky describe as a strongly irreducible social good, which they de-
fine as, “G counts as a common good for society Sif (1) G is good for S and (2a) G is not good for all or
most of the citizens of S or (2b) G is good for S irrespective of whether G is good for the citizens of S”
(2006, 223).

° As Thomas Williams explains, for Aquinas “Human beings are parts of a whole; that whole is the
community. And parts exist for the sake of the whole. Just as you should not impair the body’s integ-
rity for just any old reason (chop off your hand just because you feel like it), but you should amputate
if that is the only way to save the body, so also you should excise dangerous people if that is necessary
for the safeguarding of the community” (Aquinas 2005, xviii).
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The argumentative strategy that Jonas adopts reveals the logic of appeals
to the common good. Given the corporate conception, in order to pose a
threat to the common good (to meet the TC) something must endanger the
continued existence, proper functioning, or collective welfare of society as a
whole. Jonas’s strategy is to argue that under “ordinary” circumstances, most
common diseases and ills threaten the lives and interests of individuals, not
of the community as a whole. Without a threat to the common good, the TC
has not been met. Without meeting the TC, the NC has not been grounded
or justified. Absent such a justification, researchers are not empowered to
ignore, override, or subordinate the rights and welfare of individuals to the
larger social goal of advancing the common good.

Notice, however, that if something is deemed to constitute a threat to the
common good, this view yields only the weakest possible PC on the steps
that can be taken in response. That is, if the common good is identified with
the continued existence or collective welfare of society as a whole, then the
PC states that the means that are used to pursue or secure the common good
must not themselves conflict with or subvert the continued existence or col-
lective welfare of the community as a whole.

Something that poses a threat to “the whole condition, present and future,
of the community” may create a state of emergency “thereby suspending
certain otherwise inviolable prohibitions and taboos” (Jonas 1969, 229).
Once the TC has been met, violations of civil liberties and harms to indi-
viduals would have to be egregious in scope and deleterious in their direct
and indirect effects before they would threaten to undermine this view of the
common good. After all, just as ordinary sickness and disease are not a threat
to the community before the TC has been met, the violation of individual
rights and liberties and a loss in individual well-being do not threaten the ex-
istence of the community after the TC has been met.

What Jonas seems to recognize so keenly is that the corporate concep-
tion yields a surprisingly broad permission for authorities to subordinate
the interests of individuals to the common good once the TC has been met.
Notice too that concealing harms to individuals that are justified by appeal to
this conception of the common good makes it less likely that the PC will be
violated. As such, this conception of the common good seems to underwrite
less than transparent and perhaps overtly deceptive social practices in order
to ensure that public scrutiny does not threaten to destabilize the community.

This last point explains why McDermott, Lasagna, and others who saw
researchers as empowered to make “arbitrary judgments” against specific
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unlucky individuals also argued that this sacred trust must remain suffi-
ciently private or discrete as not to threaten or undermine the ability of
researchers to produce these social benefits. If sickness and disease threaten
society, then society can take whatever steps are necessary to secure its pres-
ervation, as long as those steps remain with the bounds of the PC.

Because the corporate conception of the common good yields such a weak
PC, this framework tends to focus debate on whether or not the triggering
conditions for the normative claim have been met. As a result, this conception
of the common good makes it difficult to locate a middle ground between the
following two extreme interpretations of the TC).

4.3.2 Strict Triggering Conditions

Jonas endorses what we might call “strict conditions” on when the TC has
been met. On this view, common and pervasive threats to the welfare of indi-
vidual agents such as most major diseases and illnesses, most criminal activi-
ties, and fairly steep social and economic inequalities, do not pose a threat to
the common good. It is only in the most extreme cases—cases in which plague,
famine, anarchy, or revolution threaten health and safety on a grand scale—that
such conditions threaten the persistence, proper functioning, or aggregate wel-
fare of the community as a whole.

On the view that Jonas adopts, efforts to ameliorate or address the ordinary,
common causes of avoidable suffering, loss of functioning, or death for individ-
uals cannot draw their support from an appeal to the common good. They are
not sufficient to activate the TC and justify the NC. If efforts to address these
conditions require concessions from individual agents, then the strict position
Jonas adopts either prohibits them, or requires that the justification for seeking
them be drawn from an appeal to something other than the common good.

By adopting the strict position on when the TC is met, Jonas shields indi-
vidual interests against the potential for overreach and abuse latent in appeals
to the common good and the NC. In doing so, he also rebuts the claim that
there is a social imperative to carry out research with human participants.
This shifts the justification for this activity outside the public sphere and into
the private sphere of individual interest.®

¢ The logic of the move Jonas makes is recognized even by critics who seek to revive the idea that
the status of medical knowledge as a public good is sufficient to ground a research imperative. In the
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4.3.3 Lenient Triggering Conditions

In contrast, what I will call the “lenient position” on the TC is more willing
to view “ordinary” sources of individual morbidity and mortality as threats
to the common good as defined by the corporate conception.” This position
is lenient in the sense that it sets a lower bar for the triggering condition. To
do this from within the corporate conception of the common good, it has
to focus less on the persistence through time of the community and more
on its aggregate welfare or, as Arendt phrases it, “the sum total of individual
interests” (1973, 152).8

Certain forms of utilitarianism support a view in which the sum total
or aggregate social welfare is created by combining the gains and losses to
individual welfare at a particular time without keeping track of how those
changes in welfare affect the life of individual agents across time. For ex-
ample, Parfit describes a view that rejects the idea that there is a deep meta-
physical or moral truth to the personal identity of individuals over time. On
this view, what matters are the quality of the experiences that occur in the
lives of persons at a given time, not how those experiences are connected to
past or future experiences. As Parfit puts it, “If we cease to believe that per-
sons are separately existing entities, and come to believe that the unity of a
life involves no more than the various relations between the experiences in
this life, it becomes more plausible to be more concerned about the quality

hands of these critics, the research imperative is no longer a social imperative to carry out research
of a certain sort. Rather, it is framed as a moral imperative that individuals participate in research.
Nevertheless, as one group puts it, “If it turned out that biomedical research with human participants
was not that important after all—that society would not be much worse off if all research on humans
were to cease—there would be no obligation to participate” (Schaefer et al. 2009, 68).

7 Harris notes that communities sometimes have “an entitlement to go so far as to deny autonomy
and even violate bodily integrity in the public interest,” (2005, 244), and although he seems to think
that this should be reserved for cases of “extremis,” he seems to have a lower threshold for appeals
to the common good to override individual interests than Jonas. Similarly, in 1997, the Secretary of
Health and Human Services, Donna Shalala, testified before congress that the traditional require-
ment of patient consent for disclosure of medical information must give way to “our public responsi-
bility to support national priorities—public health, research, quality care, and our fight against health
care fraud and abuse”” Critics of this proposal saw it as an instance of the subordination of human
subject protections to the “interests of science and society” pointing to what they saw as “Shalala’s
willingness to use bureaucratically designated ‘national priorities’ as a rationale for overriding a tra-
ditional patient right and, potentially, patients’ civil rights as well” (Woodward 1999).

8 Arendt argues that imperial powers saw economic and political expansion as a way to serve the
common good because, although different individuals have different interests, they share common
economic interests that were advanced by expanding economic opportunities. Such powers thus
saw expansion as a way to increase the sum total of individual interests in their community (Arendt
1973,152).
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of experiences, and less concerned about whose experiences they are”
(1984, 346).

On such a view, “the impersonality of Utilitarianism is therefore less im-
plausible than most of us believe” (Parfit 1984, 346). The view is impersonal in
the sense that it assigns value to the net utility of states of affairs regardless of
how the underlying utilities (pleasures and pains or whatever metric is used
to define the good) are distributed across specific individuals. This creates a
corporate conception of the common good because the community’s welfare
is an aggregation of the pleasures and pains of its constituent members at a
given time, without concern for how those pleasures and pains are distrib-
uted across its members.

On this view, the TC can be more lenient, as anything that avoidably
reduces aggregate welfare might trigger the NC. To the extent that preventing,
curing, or ameliorating sickness, injury, or disease on a large scale increases
aggregate welfare, then the means of effectuating these gains can be viewed
as helping society to avoid a collective threat—the loss of social utility that
avoidable morbidity and mortality bring.

When Eisenberg asserts that “the decision not to do something poses as
many ethical quandaries as the decision to do it,” he appears to be making
a clearly consequentialist claim. This underwrites his assertion that, “the
systematic imposition of impediments to significant therapeutic research is
itself unethical because an important benefit is being denied to the commu-
nity” (1977, 1108). Here it is unlikely that he is referring to the community in
the corporate sense. When he says that “there is a clear moral imperative in
developed nations for medical research in tropical diseases, to seek to permit
two-thirds of the world’s population to share in the freedom from pain and
untimely death we have achieved for ourselves” (1977, 1109), it is the mag-
nitude of the benefits to the welfare of large numbers of people that seem to
underwrite the moral imperative.

Adopting a more lenient TC has the potentially attractive feature of
grounding a social imperative to support the research enterprise. But be-
cause the corporate conception of the common good yields such a weak PC,
the willingness to exact even the most profound sacrifices from the indi-
vidual, or a minority of individuals, in order to secure the good of the ma-
jority may turn out not to be a moral failing, but a requirement of civic virtue
in such a view. When the aggregate welfare is impersonal, there is no con-
straint against increasing it in ways that exact a heavy toll from individual
agents. The only practical constraint on exacting sacrifices from individuals



THE EGALITARIAN RESEARCH IMPERATIVE 127

in the name of the common good is that any harms or wrongs must be com-
pensated for sufficiently by the increase in aggregate well-being.

Some utilitarians were at pains to prevent this kind of conflict between
the interest of the individual and the demands of the collective by stressing
that the way welfare is distributed across the life of a particular individual
matters morally.® These theorists are thus sensitive to the potential for utili-
tarian theories to run roughshod over what most political liberals regard as a
foundational requirement of morality, namely, the need to respect the sanc-
tity or dignity of the individual person, what Rawls calls the “separateness of
persons” (Rawls 1971, 22-33).

It is not surprising that those with a more utilitarian bent are likely to be
unpersuaded by Jonas’s argument. Jonas mounts his defense of individual
rights and welfare with an argument in defense of the strict position on
when the NC is triggered. That position was motivated by a conception
of the community, as an enduring entity, reflected in Nazi ideology, and
represents a natural interpretation of claims about the right of humanity or
the state to medical progress. But that view requires a strict interpretation
of the TC and it is this view that Jonas exploits. In contrast, a more permis-
sive view of the triggering condition is likely to be adopted by utilitarians
who think that they have sufficient information to make interpersonally
comparable assessments of aggregate social utility of a fine enough grain
to determine when social policies that adversely impact the rights or wel-
fare of individuals generate a sufficient amount of welfare to offset those
losses.!?

9 Sidgwick says, “It would be contrary to Common Sense to deny that the distinction between any
one individual and any other is real and fundamental, and that consequently I am concerned with
the quality of my existence as an individual in a sense, fundamentally important, in which I am not
concerned with the quality of the existence of other individuals: and this being so, I do not see how
it can be proved that this distinction is not to be taken as fundamental in determining the ultimate
end of rational action for an individual” (1930, 498). Parfit frames his discussion of the separateness
of persons as a response to Sidgwick: “Sidgwick held this view because he believed the separateness
of persons to be a deep truth. He believed that an appeal to this truth gives a Self-interest Theorist a
sufficient defense against the claims of morality. And he suggested that, if we took a different view
about personal identity, we could refute the Self-interest Theory. I have claimed that this is true”
(1984, 329).

10 See Hardin (1998) for an insightful discussion of the way that the presence or absence of infor-
mation about interpersonal comparisons of utility alters the norms that can be grounded in a conse-
quentialist framework.
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4.3.4 Diversity and (Spurious) Consensus

I suggested previously that arguments about the common good are some-
what independent of comprehensive moral and political theories. It is worth
reiterating, therefore, that communitarians who are comfortable treating the
state or the community as a distinct entity that persists through time, and
utilitarians who hold that communities are nothing more than collections
of individuals, may disagree about strict and lenient interpretations of the
TC. But such disagreements can take place against the shared background
assumption of the corporate conception of the common good.

During times of relative peace or security, disagreement over strict and
lenient positions may flourish between proponents of such different com-
prehensive views. In a time of social crisis, however, these divisions are more
likely to collapse. The larger the social threat, the more difficult it will be to re-
sist the claim that the TC has been met. Proponents of different comprehen-
sive moral and political theories may suddenly find themselves in agreement
because the fact that they share the corporate conception of the common
good is obscured by the more salient or prominent division over the strin-
gency of the TC. As a result, in times of national crisis, both communitarians
and liberals may find themselves embracing the same NC and therefore
willing to tolerate fairly high demands on some, so long as those demands do
not violate the same fairly weak PC).

Understanding the logic behind such a convergence is particularly impor-
tant for two reasons. To begin with, if proponents of different comprehensive
views find themselves converging in the way I just described, they may per-
ceive this as an overlapping consensus that therefore takes on special epi-
stemic, or at least political, credence. Additionally, if the role of embracing a
corporate conception of the common good in forging this consensus is not
subjected to explicit reflection, it may become increasingly difficult to see
dissenters as rational or reasonable. Without seeing the possibility of an alter-
native conception of the common good, the only way to interpret continued
dissent within this framework is to see it as a claim that the (TC) has not been
met. As fear of calamitous consequences render such a position more diffi-
cult to make, however, it also becomes harder to see dissenters as rational.

The corporate conception of the common good, however, is only one pos-
sible way of construing the relationship between individual interests and the
common good. In §4.5 I will outline an alternative way of construing this
relationship that yields very different normative conclusions. First, however,
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I want to note some of the reasons why we ought to be skeptical of the corpo-
rate conception of the common good.

4.4 Problems with the Corporate Conception

To begin with, the corporate conception of the common good is overly broad
in what it recognizes as threats. For example, it would include as threats to
the common good cases where the persistence of a community is threat-
ened by causes that do not endanger the moral rights or welfare of its indi-
vidual members. Such cases might include the dissolution of the community
through mass emigration, peaceful succession, or pervasive civil reforms in
which central social and cultural structures are dissolved and replaced by
alternatives. In such a case, the threat of the dissolution of the community
could activate the TC and justify state action that would adversely impact the
rights or welfare of community members, even though the threat the state is
facing would not adversely affect the rights or welfare of any of its constituent
members.

Similarly, if the focus is the aggregate welfare of the community, this con-
ception of the common good can still be overly broad in what it recognizes
as a threat. For instance, imagine a large population of people, each of whom
has a relatively low level of individual welfare. Reducing the size of the pop-
ulation through emigration or lower fertility rates will reduce the overall ag-
gregate welfare of the community simply by reducing the number of people.
Policies that reduce population size threaten the common good by lowering
aggregate welfare, even though it is possible to reduce aggregate welfare in
ways that harm no one and lead to a state of affairs in which the welfare of
every remaining individual increases.!!

On the other hand, this conception of the common good also appears to
be overly narrow in what it recognizes as potential threats. On the corporate
conception of the common good, the preservation of features that constitute

1 As a simple example, consider 100 people, each of whom has a utility of 60. If emigration and
lower fertility rates reduced the population by half and increased the welfare of the remaining 50
people by a positive amount that is less than 30, the aggregate population level will decrease while the
welfare of every individual will increase. This is a strong result because every remaining individual is
strictly better off than they previously were. A weaker version would hold as long as some people are
made no worse off and others are made better off as a result of a decrease in population. In this way,
exceedingly large populations might decline in ways that reduce overall, aggregate welfare without
making anyone worse off but also making some people strictly better off. Nevertheless, such trends
would constitute threats to the common good and so be targets for state action.
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the identity of the community as a whole can justify acts or policies that re-
duce the rights and welfare of community members. This can happen, for ex-
ample, when a culturally, politically, and economically dominant class exacts
heavy sacrifices from individuals in marginalized groups to secure the trans-
mission of culture and the maintenance of social order that perpetuates the
exclusion or subjugation of marginalized groups. Worries of this kind likely
motivated Jonas’s critique.

Likewise, policies that increase overall utility may have a deleterious ef-
fect on the welfare of the individuals who comprise the relevant community.
The clearest example of this occurs from absorbing or adding new members,
either through population increase or immigration, in a way that increases
aggregate welfare while diminishing individual welfare. Here again it is pos-
sible to increase the total social welfare while making every individual in the
community worse off.!?

In these cases, the corporate conception of the common good can accept,
and may even require, significant compromises to the rights or welfare of
fairly sizable portions of the population, so long as those compromises do
not threaten the persistence of the community as a whole or the aggregate
welfare of its members.

The corporate conception faces these problems because it treats the com-
munity as something whose perfection or proper function is in a meaningful
sense distinct or uncoupled from the flourishing or proper functioning of its
members. Given this divergence, however, it becomes unclear why the per-
fection, proper function or flourishing of this corporate entity should take
normative precedence over that of the individuals that comprise it.!?

Such worries are exacerbated by the tendency for the pursuit of such
non-personal ideals to require significant personal sacrifice, often from

12 For instance, adding n people with a total utility of y to a population of size m will increase the
aggregate utility of the population while making every individual worse off as long as the decrease to
each individual’s utility is greater than zero and strictly less than (n + m)/y. These objections are an
instance of what Parfit refers to as the “repugnant conclusion” (1984, 381-390).

13 Brennan and Lomasky make a similar argument when they argue that strongly irreducible so-
cial goods are “irrelevant to rational political activity” because the community and the individual are
each treated as separate entities that can fare well or fare badly and there is “no special connection be-
tween their farings” (2006, 224). They point out that such a special connection cannot be established
by appealing to the fact that individuals can value the fact that their community embodies some
irreducible social good because this grounds the importance of the common good in the prior value
of individual preferences or commitments. It is also worth mentioning that Jonas (1969, 221) raises
related concerns about what I am calling the corporate conception. It is therefore appropriate to read
Jonas’s argument as dialectical in nature. That is, he is claiming that even if we assume the corporate
conception of the common good we can still provide a sturdy foundation for informed consent for
most peacetime circumstances.
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members of the most vulnerable classes. They are also exacerbated by the
convenient congruence between the needs of these ideals and the protec-
tion, enrichment, entertainment, and general aggrandizement of a powerful,
prosperous few.!

For these reasons, the corporate conception of the common good
provides a poor framework within which to evaluate important norma-
tive questions. It is insufficiently responsive to the interests of individual
community members and it places inordinate emphasis on establishing
that the TC has been met. Within this framework, for example, debate will
focus on whether a public health emergency represents a clear and pre-
sent danger to the common good. Establishing that this is the case allows
us to treat basic rights and liberties and the traditional principles of re-
search ethics as peacetime luxuries that can be abrogated in this time of
crisis. What this framework does not provide is any sense of a principled
way to make specific decisions about when or to what extent such tradi-
tional protections may be modified. It simply enunciates the permissibility
of setting them aside.

The potential for abuse that is latent in this position can therefore lead
reasonable people to avoid acknowledging a health emergency as a threat
to the common good, even when such a threat adversely affects the health
and welfare of potentially sizable groups of individuals. This fosters zero-
sum thinking and can therefore exacerbate conflicts over controversial cases.
It is also extremely difficult within this framework to draw support from a
concern for the common good for specific, substantive limits on permis-
sible means in a way that is sensitive to the interests of the individuals in-
volved. This adds to the difficulty of finding integrative or win-win solutions
to conflicts that do arise within this framework.

4.5 The Basic or Generic Interests Conception of the
Common Good
4.5.1 Personal Interests

It is crucial, therefore, to consider another way of distinguishing indi-
vidual interests from the common good. What I call the “basic or generic

14 See note 1 in this chapter.
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interests” view draws a distinction, not between the interests of individuals,
on one side, and groups or communities on the other, but between two sets of
interests that can be attributed to every individual.

One set of interests is individual or personal. These include the goals and
ends that derive from the particular life plan an individual has adopted, as
well as interests that derive from the various ways that a person’s life can go
better or worse relative to that plan. These are first-order interests in the sense
that they are interests that one has in virtue of the particular life plan one has
adopted, including a conception of a good or flourishing life.

Talk of “adopting a life plan” is likely to be misleading to the extent that
it gives the impression of a single moment in which an agent performs a
self-conscious act of deciding to pursue a discretely formulated and clearly
articulated plan or script for a life. In reality, this process is often inchoate,
extended across time, and undertaken tacitly and implicitly. Children are
often raised to have certain values and aspirations that structure their ac-
tivities and pursuits, along with their conceptions of success and failure,
without questioning the values they have effectively inherited from their
parents, friends, and community. At other times in life—after a traumatic
event or a major transition such as graduating or ending a relationship—
individuals sometimes do reflect on the values and ideals after which they
strive: whether those values and ideals are defective or wanting, whether
they would be better served, in some meaningful sense, by editing and
revising some aspect of their goals, values, ambitions or criteria for success
and failure.

Regardless of the extent to which a life plan is explicit or implicit, such a
plan represents a set of values and a conception of the human good or human
flourishing that provides a structure for evaluating opportunities and deter-
mining the magnitude of a benefit or a harm. For example, a person who
organizes her life around hiking and mountain climbing may value striving
for excellence in physical strength and endurance, cultivating the mental
toughness necessary to resist fatigue and the desire to quit, and appreci-
ating the beauty and grandeur of nature. For such a person, sitting inside
at a desk all day, typing at a computer, might seem like a hellish existence,
even if it came with lucrative remuneration. In contrast, the novelist or aca-
demic who enjoys reading and writing for long hours may view the hardships
and inconveniences of camping and hiking as precisely the kind of drudgery
that modern conveniences were invented to obviate. They would prefer to
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sit at a computer, exploring new ideas, crafting elegant prose, or insightful
arguments to trudging up a muddy hillside and sleeping on wet grass without
a shower.

The point of these stereotypical examples is merely to illustrate how the
values, aspirations, goals, and ideals that a person embraces can shape a life in
which activities that would be of low value to one person can be deeply mean-
ingful and valued by another. The interest that these parties have in spending
long hours on the trail or at a desk, in having a membership at a gym or a sub-
scription to a literary magazine, are all personal interests in the sense that they
derive their value from their place in a particular life plan.

4.5.2 Basic or Generic Interests

Personal interests are distinguished from basic or generic in this sense: al-
though individuals may differ widely in their particular tastes, preferences, ca-
reer choices, and personal ideals—their individual or personal conception of
the good—they each share a general interest in being able to pursue whatever
life plan they have adopted. Rawls refers to this as a higher-order interest in the
sense that it takes a person’s first-order interests as its object (1982, 164-165).
At an even more general level, this shared higher-order interest is the subject of
what Rawls refers to as a person’s highest-order interest (164-165). This is their
basic or generic interest in being able to develop and exercise their basic intel-
lectual, affective, social, and physical capacities in order to be able to formulate,
pursue, and revise a meaningful life plan, including forming and maintaining
relationships of significance with others.

During periods of growth or change, people sometimes adopt this kind
of higher-order perspective or they seek the help of a counselor or advisor
who provides assistance in assuming this perspective. In such cases, people
consider what their talents and aptitudes are; what activities draw on those
aptitudes in a way that might create a sense of fulfillment and accomplish-
ment; and how those aptitudes or activities might align with career plans
and vocational options, hobbies and avocational opportunities, social
movements and volunteer opportunities, or other forms of association that
are available in their society. At such a time it would not be uncommon for
such a person to say that they are looking for the same thing as everyone
else—a life plan that fits their personality, gifts, proclivities, and limitations



134 RESEARCH AMONG EQUALS

that they might inhabit and within which they might grow and find a sense of
meaning and belonging.!®

The stockbroker, the triathlete, the chemist, the sculptor, the musician, and
the soldier may have radically different conceptions of what activities and
accomplishments are worthwhile, of the prospects that are to be feared or
avoided, of the resources that are valuable for advancing their ends, and of the
criteria for success and failure. Nevertheless, with reflection each can see the
others as fundamentally the same as them in this basic respect, namely, that
each shares the generic interest in being able to develop a life plan of their own,
to be able to revise it in light of reflection and experience, and to be free from ar-
bitrary interference so that they can undertake these pursuits on terms that are
consistent with the equal ability of their compatriots to do the same.

4.5.3 Justice and the Space of Equality

What I call the basic or generic interests view identifies the common good
with this set of basic or generic interests. One of the goals of a just po-
litical order is to secure the common good in the sense that a just polit-
ical order is one in which the basic institutions of society are designed
and function to create and maintain social conditions in which every one
of its members can develop and exercise their basic intellectual, affective,

15 As Mill puts it:

There is no reason that all human existences should be constructed on some one, or some
small number of patterns. If a person possesses any tolerable amount of common sense
and experience, his own mode of laying out his existence is the best, not because it is the
best in itself, but because it is his own mode. Human beings are not like sheep; and even
sheep are not undistinguishably alike. A man cannot get a coat or a pair of boots to fit
him, unless they are either made to his measure, or he has a whole warehouseful to choose
from: and is it easier to fit him with a life than with a coat, or are human beings more
like one another in their whole physical and spiritual conformation than in the shape of
their feet? If it were only that people have diversities of taste that is reason enough for not
attempting to shape them all after one model. But different persons also require different
conditions for their spiritual development; and can no more exist healthily in the same
moral, than all the variety of plants can in the same physical atmosphere and climate.
The same things which are helps to one person towards the cultivation of his higher na-
ture, are hindrances to another. The same mode of life is a healthy excitement to one,
keeping all his faculties of action and enjoyment in their best order, while to another it is
a distracting burden, which suspends or crushes all internal life. Such are the differences
among human beings in their sources of pleasure, their susceptibilities of pain, and the
operation on them of different physical and moral agencies, that unless there is a corre-
sponding diversity in their modes of life, they neither obtain their fair share of happiness,
nor grow up to the mental, moral, and aesthetic stature of which their nature is capable.
(1880, 39-40)
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and social capacities in order to form, pursue, and revise a reasonable life
plan.'¢

Basic interests help to define the sense in which a just social order treats
people as free and equal. A just social order treats people as morally free
when it recognizes their status as individuals “who exist for their own sake
and not for the sake of someone else” (Aristotle 982b25-27). This status is
reflected in the interest that individuals share in being able not only to form
and pursue, but also to revise, a life plan. Individuals can take on a wide range
of commitments within their personal projects, and those projects can en-
tail differences in rank or standing or accomplishment relative to the criteria
within those shared projects. But those distinctions must not compro-
mise the deep interest that individuals retain in being able to reassess their
commitments and projects and memberships and to act on those revised
assessments. Honoring or respecting moral freedom requires concrete social
action to secure for all community members, across a complete lifespan, the
personal and social conditions necessary to realize this interest in practice.!”

Basic interests define the sphere of moral equality because they represent
the common, highest-order interest that all persons share in being able to
forge and pursue a life of personal meaning and interpersonal connection
and importance. Relative to these interests, there are no grounds for discrim-
inating or favoring individuals. Whether a life plan is reasonable or not is to
be judged from this highest-order standpoint and hinges on the extent to
which it is consistent with a social order that recognizes all other individ-
uals as having the same generic interests, and therefore as having the same
moral and political standing. A life plan of patriotic service to one’s partic-
ular country may be reasonable, in this sense, because it is consistent with the
equal status of others to develop and pursue a life plan of their own. In con-
trast, a life plan that involves pursuing the supremacy of one racial or ethnic
cast and the domination or systematic oppression of other racial or ethnic

16 This point about the relationship between basic interests and the basic social structures of a com-
munity is taken up again in chapter 9.

17 1t is noteworthy that Pettit identifies freedom as non-domination with the common good (1997,
120-126; see also 2004). In other words, the purpose of a republic is to provide a social order that
protects individuals from arbitrary interference from others and in which their dignity and status
as the moral equal of their compatriots is recognized in law and in practice. This is a common good,
for Pettit, both in the sense that being free from arbitrary interference is an interest shared by all
persons and in the sense that this good can only be realized by action taken at the community level.
This notion of community level action—embodied in the rule of law and checks and balances of
institutions—is captured here in the idea that the basic structures of a society must function so as to
preserve for individuals the real freedom to formulate, pursue, and revise a life plan.
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casts is not reasonable because it denies to others the ability to develop and
exercise the basic interests that all people share.

Given the generic interest conception of the common good, the NC
that the interests of individuals may permissibly be subordinated to the
common good is to be understood as holding that an individual’s pursuit
of his or her individual or personal good must sometimes be subordinated
to, or constrained by, the basic interests that individuals need in order to
form, pursue, and revise a life plan. In this regard, the claim that a White
supremacist ideology is unreasonable and therefore should not be tolerated
in a just society represents an instance of the NC—the ability of a person
to identify with and to promote personal projects, including the formation
of relationships and identities of interpersonal meaning and significance,
must be constrained by the legitimate interests of others in being free to de-
velop and exercise the very intellectual, social, and emotional capacities that
are presupposed in that person’s pursuit of his or her own particular ends.
Because the White supremacist embraces an identity that denies the equal
moral status of others—their generic interest in being free to develop and
pursue a life plan of their own without arbitrary social interference—a just
social order can use social authority to deter the dissemination, cultivation,
and pursuit of this identity.

4.5.4 Threats to Basic Interests

Many more things pose a threat to the common good on this view than
on the corporate conception. Premature mortality and severe morbidity
threaten the integrity of a life by shortening its duration or reducing the ex-
tent to which a person can develop and exercise their particular talents and
abilities. To formulate, pursue, and revise a life plan, individuals draw on a
network of intellectual and affective capacities. These capacities can be hin-
dered or undermined by injury and disease including various forms of phys-
ical and mental illness. A person’s ability to pursue a reasonable life plan can
also be frustrated by impediments to or restrictions on the capabilities they
use to navigate the physical world, to engage in social life, to enter public and
private spaces, and to convert resources into the functionings necessary to
take advantage of social opportunity (Sen 1999b; Nussbaum 2000).

The ability to formulate, pursue, and revise a life plan of one’s own is not
solely a function of an individual’s physical or mental condition. Individuals
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can be prevented from exercising those capacities in practice if the laws or so-
cial norms to which they are subject prohibit their participation in society on
equal terms with their compatriots. Racism, sexism, ableism, and other forms
of discrimination frustrate the generic interests of individuals by preventing
their development or preventing their exercise in practice. Restrictions on
access to education, for example, prevent individuals in targeted classes from
developing their basic intellectual, affective, and social capabilities and also
deprive them of access to a social space in which the exercise of those abilities
is a gateway to additional social, economic, and political opportunity.

The basic or generic interest of individuals in being able to formulate,
pursue, and revise a life plan can thus be set back by a range of factors that de-
tract from the fair value of this interest. To enjoy the fair value of this interest,
itis not sufficient to recognize individuals as free and equal on paper. Rather,
to enjoy the fair value of their basic interests, individuals require the freedom
to exercise the intellectual, affective, and social abilities necessary to advance
those interests; they also require social protections for that exercise and ac-
cess to the opportunities in which those capacities can be deployed (Sen
1999; Nussbaum 2000). When individuals have the resources, protections,
and opportunities to realize the fair value of their basic human capacities
then we can say that they have the real freedom to exercise these capacities
in the service of a meaningful life plan.!® Given the diversity of individual ca-
pability sets, this can include access to equipment (e.g., braces, wheel chairs,
Braille text) or supports (e.g., translation or transcription services) that en-
able persons with disabilities to function in ways that are necessary to take
advantage of opportunities that would be open to them in light of their var-
ious talents, abilities, and interests.

Because the way that social systems are ordered has such a profound im-
pact on the basic interests of persons, the common good should be under-
stood as a set of shared interests that encompass both the ability of individuals
to develop and exercise their basic intellectual, affective and physical abilities
and their shared interest in being subject to social arrangements that foster
and promote their capacity to translate these abilities into the functionings
needed to formulate, pursue, or revise a life plan of their own. The members
of a community have a claim on the basic structures of their community that

18 On thisideain the political theories of Locke, Kant, and Mill, see Korsgaard (1993) and Anderson
(1999). For the link between the concept of “fair value” applied to basic liberties and human capabili-
ties, see Korsgaard (1993), Rawls (2001, 175), Nussbaum (2000), and Sen (1999a and 1999b).
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they function on terms that give each person an effective opportunity to cul-
tivate and use their basic intellectual, affective, and social capacities to pursue
a meaningful life plan.

The generic interest conception of the common good thus yields a TC that
is easier to meet because many more things threaten the common good, so
conceived. This means that social undertakings aimed at ameliorating or
addressing a much wider range of social and biological ills draw their norma-
tive support from safeguarding and advancing the common good.

4.5.5 Internal Constraints

However, the generic interests conception also yields a PC that provides
much more substantive and robust limits on the way that efforts to address
these conditions may permissibly be carried out. In particular, efforts to safe-
guard and secure the generic interests of people must not themselves violate
or trample on the basic interests of individuals.

Just as the effects of disease, for example, do not need to be widespread to
pose a threat to the common good so conceived, neither does a contemplated
abrogation of individual rights or basic liberties. Just as all individuals have
an interest in being free from or protected against the possible ravages of in-
jury and oppression, so too do they have a generic interest in knowing that
their control over their person will be safeguarded and respected as the com-
munity strives to provide such protections. As a result, efforts to provide the
social, material, environmental, and medical conditions necessary for indi-
viduals to enjoy the fair value of their basic interests must be designed and
carried out in ways that respect the basic interests of the people who carry
out this effort.

One key means of advancing the common good within these constraints
is to encourage a division of labor in which different tasks associated with
advancing the common good can be formulated in terms that are attractive
to community members as arenas in which they can pursue goods, ideals, or
values that are salient within their personal conception of the good. For ex-
ample, in a decent society, children require education. To advance this basic
interest, educational careers should be formulated on terms that attract indi-
viduals who can see in this form of public service an arena in which to de-
velop and exercise their love of learning, their enjoyment of performing, or
numerous other traits or commitments.
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The goal of such a division of social labor is to create opportunities for
individuals to take up, as part of their first-order life plan, activities, and roles
that are necessary to secure the basic interests of community members. In
some cases, these activities and roles take the form of career opportunities,
as when individuals become teachers, adopting as part of their first-order life
plan the project of providing a service and a good (teaching and knowledge)
that students require in order to be able to develop and exercise their basic
interests in being able to formulate, pursue, and revise a life plan of their own.

In the case of medical research, being a researcher has long been seen as a
pathway for advancing the common good. The view I defend in the rest of this
and the next chapter is that there is an imperative to treat study participation
in a parallel fashion, not as a career but as a social opportunity open to com-
munity members through which they can contribute to the common good
with credible public assurance that, in doing so, their own basic interests will
not be knowingly compromised in the process.'?

This way of distinguishing individual interests from the common good
avoids the zero-sum thinking of the corporate conception which distin-
guished all of an individuals interests from the distinct interests of the
community. When individuals come into conflict over the pursuit of their
individual goods, the goal is to resolve the conflict in a way that is maximally
responsive to the common good—that is, to the shared basic interests of each
in being able to develop and exercise the basic intellectual, social, and affec-
tive capacities they need to formulate, pursue, and revise a life plan and to
pursue relationships of meaning and significance. In other words, the goal
is to resolve contflicts at the level of the individual good by searching for in-
tegrative solutions—modifications in individual goals and ends that enable
each party to pursue and exercise their shared basic capacities for agency
and welfare. When goals or ends conflict, an integrative solution is one that
modifies those goals and ends so as to meet or satisfy the underlying legit-
imate interests that provide the rationale or motivation behind those goals
or ends.?’ In the next two chapters, when we explore how it is possible to

19 Whether research participants should be treated like volunteers, similar to volunteer fire fighters
or paramedics, or paid as professionals is the subject of vigorous debate. In this work I lean toward
the view that they should be treated as volunteers. To make this the case, a range of steps should
be taken to relieve any burdens, hardships, and expenses that participants might incur through re-
search participation. For the debate about whether research should be treated as a paid profession see
Dickert and Grady (1999), Lemmens and Elliott (1999), Anderson and Weijer (2002), Lynch (2014),
Rézynska (2018), and Malmqvist (2019).

20 For a more detailed discussion, including types of integrative solutions, see Rubin, Pruitt, and
Kim (1994, 168-195).
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implement such requirements in practice, I develop what I call the inte-
grative approach to risk assessment and management. That approach is in-
tegrative in this sense: it resolves conflicts over the reasonableness of risks
in research by distinguishing these two sets of interests and allowing indi-
viduals greater discretion over the risks they face to their personal interests
while requiring that research respect a principle of equal concern when it
comes to their basic interests.

4.6 Multiple Instances of the Generic Interests View
4.6.1 A Communitarian Formulation

Like the corporate conception, the generic interests view can be formulated
within a variety of theoretical frameworks that are separated by some of the
most commonly disputed issues in moral and political philosophy. For phil-
osophically minded readers, it can help clarify the content of the generic
interest view to see how it can be formulated within different traditions of so-
cial and political justice that begin from different starting points and appeal
to a range of different moral considerations. Readers who are less interested
in the way this view can be formulated in different philosophical traditions
should feel free to skip this section.

For instance, Charles Taylor is a communitarian in the sense that he thinks
community membership and social obligation have a certain kind of priority
over individual rights. As a result, he has argued that individualist or atom-
istic political theories that postulate pre-societal or pre-political rights rest
on a mistaken view of the basic capacities of agents (Taylor 1979). Granting
a certain priority to the community and to obligations of membership does
not rule out the generic interests view of the common good, however.

On Taylor’s view, what makes some social arrangements preferable to
others is the extent to which they create the conditions in which individuals
can develop the deliberative and social capacities necessary to entertain al-
ternative forms of living, to engage in a vigorous public debate, and the ex-
tent to which they ensure participation in the ongoing development and
improvement of the community. The perfection of the community is there-
fore defined by its responsiveness to the generic interests that its members
share in being able to develop and exercise their basic deliberative and social
capabilities.
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The social obligations that have priority over individual rights are
obligations to respect in others the same set of generic interests that
are presupposed in one’s pursuit of one’s own particular projects and
relationships. For Taylor, this means that some of one’s particular ends (accu-
mulating a vast personal fortune, for example) may have to be modified to
accommodate a commitment to sustain the social institutions that create the
conditions in which members of the community enjoy the freedom to de-
velop and exercise the very capacities that make the pursuit of these partic-
ular ends possible.

Taylor is also a communitarian in the sense that he thinks the develop-
ment of our individual human potential cannot be achieved outside of some
social matrix, some prior set of social structures and practices that coun-
tenance certain identities and certain possibilities for self-development as
practical possibilities. There is a sense in which this social matrix precedes
each of us—we are born into it and our development is shaped by it—and
makes a claim on our allegiance.

But, on Taylor’s view, we have a duty to belong to a certain sort of society
only because it is within such social arrangements that we can develop the
fundamental capacities for reflection and agency that we exercise in for-
mulating and carrying out a life plan. Taylor rejects the contractualist idea
that a just state derives its moral authority from the voluntary consent of the
governed, arguing instead that its moral authority derives from its justice.
Nevertheless, he holds that the justice of a social order, on this view, consists
in its being organized around creating and supporting citizens who enjoy the
fair value of their ability to formulate and carry out a reasonable life plan of
their own.

Although the norms and institutions of society precede us, Taylor argues
that their purpose does not lie in the impersonal perfection of the state or
the community per se. Rather, the fundamental purpose of the state and
the community lies in cultivating and supporting the basic interests of the
individual human persons who constitute its constituent members. Taylor
emphasizes that one of the reasons that individuals need the capacities that
a just state cultivates is to be able to engage in the civic life of the commu-
nity and preserve the justice of the state. But the capacities that individuals
require to engage in public deliberation and the civil life of the community
are the same capacities we use to contemplate our personal projects and
plans and to communicate and form bonds of intimacy with our friends and
loved ones.
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Taylor’s communitarianism is a form of perfectionism—a view that mo-
rality and justice are ultimately grounded in a certain conception of human
nature. As such, it is what Rawls refers to as a comprehensive doctrine, an
account of human nature and the human good that competes on the same
level with all other such comprehensive views. But this comprehensive, com-
munitarian view locates the common good of community members in the
basic intellectual, affective, and associative capacities that citizens exercise in
the public life of the state and that free and equal individuals employ to for-
mulate, pursue, and revise a life plan of their own.

4.6.2 A Purely Political Contractarian Formulation

In contrast, John Rawls rejects Taylor’s perfectionism and his communitar-
ianism. Rawls offers, instead, a contractarian theory of justice in which the
generic interests conception of the common good is presented as a purely
political conception of persons that is used to define the constraints on con-
stitutional essentials that can be supported in a democratic society by an
overlapping consensus of reasonable comprehensive theories. On Rawls’s
view, members of society may differ in their comprehensive theories of the
good—they identify with different groups, support diverse causes, value
competing goals, and endorse different standards for honor, success, beauty,
achievement, and other thick aesthetic and moral concepts. Despite this di-
versity in their first-order conceptions of the good, Rawls argues that these
individuals can see themselves as sharing the common higher-order project
of formulating and pursuing a life plan. As such, they can recognize a shared,
highest-order interest in being able to develop and exercise what Rawls refers
to as their two moral powers: their capacity to form a substantive conception
of the good and their capacity to regulate their conduct by principles of right
(1971, 19, 504-510).

Unlike Taylor’s perfectionism, Rawls grounds what I am calling the ge-
neric interests conception of the common good in a purely political stand-
point. This is a standpoint that is available to members of a pluralistic
modern society from which they can see themselves as sharing in a common
project—developing and exercising their basic moral powers in the pur-
suit of a personal, first-order conception of the good life. This highest-order
standpoint doesn’t compete with the comprehensive views that individ-
uals formulate and embrace as their first-order conception of the good.
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Rather, the interest in being able to formulate, pursue, and revise a life plan
is presupposed in the pursuit of any first-order life plan and, with this, the
interest in having the basic or generic capacities that are presupposed in the
formulation and pursuit of any such first-order conception.

In Rawls’s political theory, these generic interests set the terms for the just
operation of the “basic structure” of society, a term that Rawls uses for “the
way in which the major social institutions distribute fundamental rights
and duties and determine the division of advantages from social coopera-
tion” (1971, 7). These interests ground the constraints that members of a lib-
eral democratic community can accept for determining the constitutional
essentials of society (Freeman 2000). Within what Rawls calls “justice as
fairness,” securing the generic interests conception of the common good for
all citizens is given strict priority over the pursuit of the particular, personal
goals that constitute each individual’s personal conception of the good. In
other words, the basic interests of some individuals cannot be compromised
or traded in order to achieve greater personal good for other members of the
community.

4.6.3 A Natural Law Formulation

The claim that frameworks can share a commitment to a particular concep-
tion of the common good while differing in their background commitments
is further illustrated by the defense that natural law theorist John Finnis offers
for what I am calling the generic interests conception of the common good.
Finnis, like Taylor, embraces a realist, perfectionist view of the common
good. He says, “there is a ‘common good’ for human beings, inasmuch as life,
knowledge, play, aesthetic experience, friendship, religion, and freedom in
practical reasonableness are good for any and every person” (2011, 155). Also
like Taylor, Finnis argues that the “point or the common good” of the polit-
ical community is securing the “ensemble of material and other conditions
that tend to favour the realization, by each individual in the community, of
his or her personal development” (2011, 154).

Like Rawls, Finnis treats certain goods as fundamental because of the crit-
ical role they play in realizing the personal development of the individual.
This shared interest in personal development grounds a claim to access these
goods and constitutes the focus for social collaboration. In this sense, we
might say that Finnis offers a view that is both political and metaphysical. It is
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political in the Rawlsian sense of offering a set of reasons that have purchase
on, or constitute reasons for, reasonable individuals who are pursuing diverse
conceptions of their individual good. But it is metaphysical in the sense that
personal development is treated as an objective good that is enriched by the
constitutive goods of life, knowledge, play, aesthetic experience, friendship,
and so on. In this regard, Finnis can be seen as holding that the highest-order
standpoint that Rawls regards as a purely political perspective represents a
deep moral insight into the human good—that is, into the nature of the first-
order life plans that individuals should be encouraged to adopt and pursue.

For my present purposes the point is that, despite this disagreement,
these thinkers can be seen as supporting a version of what I am calling the
basic or generic interests conception of the common good. In different ways,
they each recognize that individuals share in common a set of fundamental
interests that relate to their ability to formulate, pursue, and revise a life plan
and to engage in relationships of meaning with others and that it is the pur-
pose of a just social order to provide the supports necessary for individuals to
enjoy the fair value of this capacity.

4.6.4 An Institutional Utilitarian Formulation

Finally, in different ways, each of the thinkers just mentioned argues
against the adequacy of purely consequentialist moral or political theories.
Nevertheless, the generic interests conception of the common good can also
be formulated within a broadly consequentialist framework. For brevity
I mention two strategies for doing this. The first is what Russel Hardin calls
institutional utilitarianism (Hardin 1988). This is a form of utilitarianism in
that it holds that the goodness of outcomes is the foundational concern of
morality and that the good should be understood in broadly welfarist terms.
However, unlike traditional act utilitarianism, which brings this founda-
tional concern to bear directly on the evaluation of individual acts, institu-
tional utilitarianism brings this foundational concern to bear on the choice
of institutions that are to regulate social interaction.

Hardin justifies this focus on institutions on several grounds. One is the
common assumption that individuals are generally better judges of their
interests than third parties and that institutions that empower individuals to
advance their own welfare will produce a greater net utility than institutions
that attempt to allocate advantages and burdens directly to individuals.
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A second, and related, ground is that we often lack the information nec-
essary to make meaningful interpersonal comparisons of welfare. 2! This
ground can have two interpretations. On the contingent interpretation, such
information is available in principle but gathering and processing it in prac-
tice would be so expensive and morally intrusive that it is either infeasible or
possibly self-defeating. On a more substantive interpretation, such informa-
tion is unavailable because it simply doesn’t exist. This can be because there
is no way to construct a single, coherent interpersonal utility that can pre-
serve the many different valuations of the diverse individuals in a society.
But even if this skeptical view is mistaken, it is not sufficient to establish that
such a utility function is possible. Rather, it must also be the case that there
is a single, unique way of constructing such a utility. Otherwise, the problem
is that there are too many ways of doing this and there are no value-neutral
grounds for preferring one representation over another.

In the absence of social consensus regarding the information that should
be used to generate interpersonal welfare comparisons, Hardin argues, we
should seek to design institutions that “secure mutual advantage for all even
though there can be no interpersonal weighings of advantages” (1988, 76).
We do this by erecting institutions that protect certain basic interests of per-
sons, securing the integrity and security of their person, their holdings, their
privacy, and securing their ability to speak, associate, and form relationships
of meaning and significance.

The argument for basic rights in this approach is Paretian: guaranteeing
basic rights makes no one worse off and creates the institutional setting in
which individual and collective action can take place through which persons
can advance their own interests as they understand them. Rights are essential
to addressing collective action problems that would arise without the secu-
rity they provide. As a result, on this view, “We constrain individuals’ choices
of strategy in order to produce a better outcome than would have resulted
from unconstrained choices” (Hardin 1988, 80).

Institutional utilitarianism supports the generic interest conception of the
common good to the extent that it marks out certain interests of individuals
as sufficiently fundamental that we are justified in erecting social institutions
to safeguard and advance their cultivation and pursuit. Moreover, social
institutions are to safeguard these interests not for a select few, but for every
person.

21 T discuss the issues raised in this paragraph in more detail in §6.7.3.
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4.6.5 An Objective Consequentialist Formulation

A different, although not mutually exclusive, way to formulate the generic
interests view of the common good within a broadly utilitarian frame-
work is to deny that the good is a single dimension onto which the diversity
of all value can be mapped. If there is a diversity of goods that cannot be
commensurated onto a single scale of comparison, then there is no single
domain of goodness for decision-makers to maximize. At best, there is a set
of dimensions of goodness, each of which is capable of ranking or ordering
alternatives for choice, but which cannot be reconciled into a single, all-
things-considered utility function.

There is a sense in which Henry Sidgwick was a pluralist of this sort in
that he argued that there is no single standpoint from which to integrate or
reconcile the claims of individual self-concern and impartial social con-
cern. This is analogous to positing two goods, each of which make normative
claims on us, but whose respective demands cannot be reconciled in a single
perspective—such as a weighted average.

Sidgwick represents the subjectivist wing of utilitarian theories. In
contrast, David Brink (1989) has defended what he refers to as “objective
utilitarianism,” where the modifier “objective” is intended to provide a
contrast with subjective theories that reduce human welfare to mental
states such as pleasure or desire satisfaction. Brink claims that it is this
subjectivism that makes classical utilitarian theories prey to objections
concerning the distribution of welfare because the subjective mental
states of each individual are summed together to give a single aggregate
utility score to the community. Instead, he proposes a non-reductive, nat-
uralistic account of human welfare whose primary components include
the reflective pursuit and realization by agents of reasonable life projects
and the development of personal and social relationships of mutual con-
cern and commitment.

Brinkargues that his objective account of the good is distribution-sensitive
because basic goods such as health, nutrition, and education are either neces-
sary conditions for the existence of value, or they are all-purpose means that
enable individuals to pursue a wide range of individual life plans (1989, 272).
BrinK’s theory is still utilitarian, in that it is consequentialist and welfarist—
it is just that this view treats welfare as a set of objective goods that cannot
be reconciled into a single higher-order good. By defining welfare in terms
of the development and exercise of certain basic intellectual and affective
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capacities, he argues that objective utilitarianism does not permit trade-offs
between access to basic goods for increases in social utility.??

The point of these remarks is to illustrate that the generic interests concep-
tion of the common good can be formulated within a variety of theoretical
frameworks and that within these different frameworks those interests help
to define the terms on which the basic social institutions of a decent society
should be regulated and organized. It is also helpful to survey the justifica-
tory strategies that different approaches use in supporting institutions that
safeguard and advance these generic interests, since many of these justifica-
tory strategies can be deployed outside of the narrow frameworks in which
they are discussed here.

For instance, the arguments deployed by institutional utilitarians are
available to a wide range of non-utilitarian frameworks. This is because other
frameworks often recognize the importance of consequences, individual
welfare, and collective action, even if they also recognize as fundamental
other normative claims that utilitarians reject or view as derivative from spe-
cifically utilitarian assumptions.

In the course of the present work, I gravitate toward Rawls’s purely po-
litical presentation of the highest-order perspective from which individuals

22 See Brink (1992). One reason that this conception of the common good may go unrecognized,
or may be greeted with skepticism, is that certain of its formulations are easily confused with the cor-
porate conception. Classical utilitarianism resembles the corporate conception because it identifies
the good with a subjective mental state, such as pleasure, and then evaluates states of affairs in terms
of the net utility score of the social aggregate. One of the basic objections to classical utilitarianism is
that its focus on aggregate utility makes it insensitive to questions of the distribution of welfare be-
tween individuals. In principle, if persecuting a minority yields a higher aggregate utility score than a
policy of equal treatment, then it would be justifiable. As Rawls puts it, “classical utilitarianism treats
the political community as a single entity, thereby focusing moral and political deliberation on how
best to maximize the overall well being of this corporate individual” (1971, 22-33). What is impor-
tant for our present purposes is not the accuracy of Rawls’s objection, but the fact that it appears to
target what I am calling the corporate conception of the common good.

Other versions of utilitarianism, however, attempt to avoid this pitfall.

This is a generic interests conception of the common good, then, in the sense that it defines the
common good in terms of a set of interests that members of the community share and have reason to
promote both in their own case, and with respect to every other member of the community as well.
On this view, pursuit of the common good involves creating the personal and social conditions that
enable agents to develop and exercise these basic capacities, including steps to provide agents with
access to the basic material resources and conditions required for the exercise of these capacities.

BrinK’s objective utilitarianism is an ambitious attempt to provide a thick, non-reductive, nat-
uralistic account of human welfare that can serve as the centerpiece of a consequentialist moral
theory. Contractarians who embrace the generic interests conception of the common good reject
consequentialism and its derivation of the right from the good. They are also deeply impressed by
the pluralism in contemporary society surrounding thick conceptions of the good and are, therefore,
dubious of the prospect of achieving societal consensus about such complex issues. Whereas Brink
deploys his arguments as part of a larger program of naturalistic moral realism, Rawls sees these
constraints as constructs that result from an overlapping consensus.
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can see themselves as sharing a set of basic interests. This is because I take
this approach to have the broadest appeal in the sense that it presupposes the
weakest premises. That is, this purely political perspective allows us to iden-
tify interests that others may wish to ground in more metaphysically baroque
frameworks, or within larger traditions that Rawls regards as comprehensive
conceptions of the good, without having to take a stand on which of those
comprehensive theories of the good is correct. I am not opposed to efforts to
vindicate such theories; I merely regard them as relying on stronger premises
than are needed for the purpose of the argument I am making here.

Finally, I gravitate also to Hardin’s institutional utilitarianism since it
allows us to consider and respond to collective action problems while rec-
ognizing that in a pluralistic society in which there are potentially as many
ways of making interpersonal comparisons of welfare as there are dis-
tinct conceptions of the good life, we should evaluate the effects of social
institutions on terms that respect the highest-order interests of each person
in having real freedom to pursue the projects and plans from which they de-
rive personal welfare or well-being.

4.7 The Egalitarian Research Imperative
4.7.1 Stating the Imperative

Traditional proponents of a research imperative equated the common good
with the corporate conception. By arguing that “ordinary” sources of avoid-
able morbidity and mortality do not pose a threat to the common good,
Jonas relegated research with human subjects to the realm of the private ends
of private individuals. In light of the analysis provided here, we can say that
Jonas was correct to argue that there is no social imperative to carry out re-
search grounded in the corporate conception of the common good.

In contrast, the generic interest conception of the common good does
ground a social imperative to support a wide range of research, not only
in the sphere of individual and public health but with respect to the op-
eration of any social institution that impacts the basic interests of that
community’s members. Because this imperative is grounded in the funda-
mental interests of individuals and not in the role-related obligations of any
profession, it is binding on, and applies to the conduct of, a much wider range
of stakeholders than frameworks in orthodox research ethics. However,
because the PC on the pursuit of the common good is much more robust,
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this research imperative does not empower professionals to make arbitrary
judgments against research participants. This is because the research enter-
prise itself must be consistent with respect for the generic interests of both
the stakeholders to the research enterprise and the members of the larger
community in whose name research is carried out and who are expected to
be the eventual beneficiaries of the advances it creates.

To unpack these various claims, it is useful to begin by formulating what
I call the egalitarian research imperative:

The Egalitarian Research Imperative: There is a strong social imperative to
enable communities to create, sustain, and engage in research understood
as a scheme of social cooperation that respects the status of stakeholders as
free and equal and that functions to generate information and interventions
needed to enable their basic social systems to equitably, effectively, and ef-
ficiently safeguard and advance the basic interests of their constituent
members.

Clarifying how this imperative is grounded in the basic interests concep-
tion of the common good will enable us to justify its particular relevance to
health-related social systems, to explain the sense in which research must be
understood as a scheme of social cooperation between free and equal people,
and to explain two senses in which this is an egalitarian imperative.

4.7.2 Grounding the Imperative

The egalitarian research imperative is grounded in three claims. The first is
that a decent social order strives to preserve and advance the common good,
understood as the set of basic interests that individuals require to be able to
formulate, pursue, and revise a life plan. These interests can be set back or
thwarted by ignorance, poverty, crime, oppression, social exclusion, lack
of access to economic opportunity, environmental hazard, contagion, sick-
ness, and disease. To avoid these pitfalls and to realize the fair value of these
interests, a decent social order will include a wide range of social institutions
designed to safeguard the basic interests of individuals across this diversity of
spheres and domains.

Because the basic interests of individuals can be set back by sickness, in-
jury, disease and other threats to individual and public health, a just social
order will include social institutions for safeguarding and advancing the
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basic interests of individuals in the sphere of public and individual physical
and mental health. These social institutions include health care systems, such
as hospitals, clinics, and similar venues for health care delivery, as well as the
various organs of public health and health policy within a community.

The provision of medical and public health services is thus part of the basic
structure of a just society because the provision of these services is neces-
sary to preserve or to realize the ability of community members to function
as moral and political equals—to have the real opportunity to exercise their
moral powers, free from arbitrary social interference, to formulate, pursue,
and revise a reasonable life plan. Rawls makes a similar point when he argues
that the provision of medical care falls into the category of a primary good—
a good that is valuable to individuals because of its ability to support the ge-
neric interests needed to pursue any from among a wide range of life plans.
Ashe putsit,

provision for medical care, as with primary goods generally, is to meet the
needs and requirements of citizens as free and equal. Such care falls under
the general means necessary to underwrite fair equality of opportunity and
our capacity to take advantage of our basic rights and liberties, and thus to
be normal and fully cooperating members of society over a complete life.
(2001, 174)

Second, the egalitarian research imperative is grounded in the claim
that the generic interests of individuals define the space of moral and po-
litical equality. Because individuals share the generic interest in having the
real freedom to formulate, pursue, and revise a life plan and because these
interests are fundamental to the agency and welfare of individuals, these
interests define the respect in which community members have equal claim
to equal treatment. Every community member has an equal claim on the
basic social institutions of their community that function to secure and pre-
serve the fair value of their basic interests.

Asaresult, there isa moral and a political imperative that social institutions
that affect the basic interests of community members function effectively, ef-
ficiently, and equitably. The imperative that such systems function effectively
is grounded in the importance of the basic interests of individuals to their
ability to function as agents and to shape and pursue a life plan of meaning
and significance. It is not sufficient that such institutions be designed with
the intent or the purpose of securing the fair value of these interests. They
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must possess the knowledge and the means of intervening in the world to
bring about these ends in actual practice.

There is a moral and a social imperative that those institutions function
efficiently, in the sense of securing and advancing the basic interests of com-
munity members with as little wasted effort and the fewest wasted resources
as possible. This imperative derives from the fact that these institutions must
meet the needs of all community members within resource constraints.
These resource constraints can derive from various sources, including the
fact that just limits must be set on the share of social resources dedicated
to social systems in different spheres. No community can dedicate all of its
social resources to education or to health care. Rather, every community is
constrained to secure and advance the basic interests of its members across
arange of spheres, including education; protecting and promoting safety, se-
curity, and human rights; and ensuring fair equality of opportunity in social
and economic spheres and in the realm of health. Reducing wasted time, ef-
fort, and human and material resources allows institutions to achieve better
outcomes or to achieve the same outcomes for more people with the same
bundle of resources.

Finally, there is also a moral and political imperative for the basic social
institutions of a community to function equitably—to preserve and advance
the generic interests of all community members with equal safety and effi-
cacy. The imperative of equity derives from the equal claim that all commu-
nity members have on the basic structures of their society. Disparities in the
ability of basic social institutions to advance this end for different members
of the community in one sphere can translate into disparities in the ability
of those community members to take advantage of opportunities in other
spheres (Bloom and Canning 2000; Jamison et al. 2013). This includes
increasing the burden of avoidable sickness, injury, disease, and premature
mortality (Dwyer-Lindgren et al. 2017; Forde et al. 2020). If such disparities
are not addressed, they can produce gaps in opportunity for affected com-
munity members that persist and compound over time (Jamison et al. 2013;
Bloom and Canning 2000; Ridley et al. 2020).

For example, disparities in access to nutrition or basic public or individual
health services can prevent individuals from taking full advantage of educa-
tional opportunities. Shortfalls in each of these areas can translate into a lack
of effective access to social and economic opportunities that would other-
wise be available to the individuals in question. Physical environments that
exclude persons with disabilities reduce their ability to access opportunities
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in a range of spheres, including education, health care, participation in social
life, and the ability to participate meaningfully in the political process. Even
when such exclusions do not result from social animus, they can produce
cascades of deprivation that prevent individuals with particular traits from
being able to enjoy the fair value of their basic interests in being able to for-
mulate, pursue, and revise a life plan.

In other cases, disparities in the operation of a community’s basic social
institutions stem from and perpetuate histories of unequal treatment rooted
in prejudice, domination, and abuse (Cogburn 2019). Racism, sexism,
ableism, and other forms of unfair and oppressive treatment deny the moral
equality of individuals on the basis of an arbitrary characteristic and translate
into social practices that deny and erode the freedom of individuals in those
groups to enjoy the fair value of their most basic interests.

The imperative that the basic social institutions of a community function
with equity entails a moral and political responsibility to identify and then
to address gaps in the ability of these institutions to secure and advance the
basic interests of community members. This imperative is particularly strong
in cases where patterns of disparity persist through time and reflect histo-
ries of indifference toward, or unjust treatment of, individuals in particular
groups, such as groups defined by racial or ethnic characteristics, religious or
sexual orientation, gender, or disability status.

Thirdly, the egalitarian research imperative is grounded in the intimate
connection between the evidence and information that research produces
and the ability of the basic social systems of a community to effectively, effi-
ciently, and equitably safeguard and advance the generic interests of the indi-
viduals and groups who depend on them. In particular, how to safeguard and
advance the basic interests of persons involves inherently causal questions,
and in areas such as individual and public health, the state of current know-
ledge is not sufficient to support the development of safe and effective
interventions (understood broadly to include policies, practices, procedures,
drugs, and devices) without carefully controlled empirical testing. As a re-
sult, research with human participants is often the only way to generate the
knowledge necessary to understand the factors in a particular sphere that
influence the basic interests of individuals and to understand the relative
merits of different strategies for securing or advancing those interests for the
diverse constituents of a community.

The imperative to ensure that a community’s basic social institutions
can safely, efficiently, and effectively secure and advance the basic interests
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of its members combined with the dependence of such efforts on carefully
designed empirical testing entails a social imperative to use social authority
and resources to promote research that generates the information necessary
to improve the ability of basic social institutions to fulfill their special moral
purpose.

Moreover, because the research enterprise is understood broadly, as
a division of social labor among a wide range of parties, this imperative is
also understood broadly. It includes investing social resources, founding
institutions, and establishing the rules and norms that are necessary to
promote scientific research across the full lifecycle of knowledge develop-
ment and deployment. It also includes the use of social authority to align
the incentives of a wide range of actors who produce health-related informa-
tion with the common good. Intellectual property laws, patent protections,
the evidentiary thresholds necessary to secure regulatory approval, and the
scope of the indication for which interventions can be marketed and sold
are a few examples of policy decisions that shape the incentives of funding
agencies, private sector firms, researchers, regulators, and other actors.
Because these activities involve the exercise of state authority and because
these decisions impact which questions are likely to be investigated in re-
search and whether gaps in the ability of basic social institutions to advance
the basic interests of community members are widened or closed, they im-
plicate questions of justice and must be justifiable to community members as
advancing the common good.

How the research enterprise is organized is a question of justice because
that enterprise calls into action the social authority, institutions, and re-
sources of the state to create a division of social labor that must advance a
particular social purpose. This moral purpose is generating information that
isnecessary to close gaps in the ability of the basic social institutions of a com-
munity to secure and advance the basic interests of its members. The point is
not that health or health-related research is a key to solving or resolving all
social ills—it is not.?® Rather, the point is that the ability of individuals to be

2 Discussing my human development approach to international research, Shamoo and
Resnik characterize my view as holding that researchers have a duty to do more than ensure fair
benefits: “They must rectify past injustice and promote social, economic, and political development
in the host nation” (2009, 335). I discuss the inadequacies of the fair benefits view in chapter 8 and
elaborate the human development approach in chapter 9. Shamoo and Resnik appear to confuse two
ideas that are related to the current discussion. The first idea is that the entitlements of community
members are shaped by a range of background considerations of justice. In particular, community
members have a claim on one another to social institutions that advance their common good, and the
organs of research are such institutions. Additionally, inadequacies in the capacity of a community’s
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able to formulate, pursue, and revise a life plan is affected by the way a va-
riety of social arrangements are designed, implemented, and regulated. The
health-related institutions within a community are one element within this
larger social division of labor, and their ability to fulfill their special social
mission effectively, efficiently, and equitably is closely connected to the terms
on which the research enterprise is organized.

Additionally, the moral and social imperative to support research with
humans represents the fact that the evidence and information that it produces
is an important public good on which a diverse array of stakeholders rely to
discharge important moral and social responsibilities. To illustrate this point,
it is worth considering the sense in which knowledge is the most important
output of research with human participants, the sense in which this know-
ledge represents an important public good, and how myriad stakeholders
rely on this good to discharge important responsibilities.

4.7.3 The Knowledge Research Produces Is a Public Good

Although it is common to speak about drugs, devices, policies, or practices
as the units of translation—as the entities that move from the bench to the
bedside and that are the fruits of research—this view is fundamentally in-
adequate (Kimmelman and London 2015). In particular, although the drug,
device, or other intervention may be the most tangible product of research,
these concrete products alone have no social utility. A drug, for example, is
merely a substance that at one concentration may be effectively inert and at

basic structures to fulfill their social purpose is often a major source of avoidable morbidity and mor-
tality in a community and such inadequacies can result from a variety of causes, including domestic
injustice and unjust dealings with foreign entities. The second idea is that these background consid-
erations have to factor into our evaluation of cross-national research initiatives. Shamoo and Resnik
assume that this second idea entails that researchers alone are responsible for rectifying all of the
injustices in a community. This erroneous interpretation of my view results from trying to shoehorn
questions of justice, at a social level, into the narrow confines of the IRB triangle. The obligation to
ensure that the basic structures of a community fulfill their social mission is shared by a wide range of
parties. But researchers are not charged with rectifying all past wrongs in a community. Rather, they
have a duty to ensure that research with humans addresses the priority health needs of host commu-
nities and expands the capacity of their health-related social systems to advance the common good.
They share this duty with numerous parties, including local governments. Recognizing that research
is part of a larger social system, recognizing that how research functions can affect the operation of
key aspects of these social systems, and requiring researchers to take this into account when planning
and engaging in research activities is not the same as holding that researchers have the kind of expan-
sive duty that Shamoo and Resnik infer.
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other concentrations can be lethal. A device alone is a piece of hardware. In
order for these things to produce a net advantage—a benefit that is sufficient
to offset any attending adverse effects—they must be used properly. For sim-
plicity, we can limit our discussion to drug development, but the claims here
generalize.

The true product of drug development is not a compound or an artifact; it
is the knowledge of whether and how a particular chemical compound can
be used to provide therapeutic or prophylactic advantage to patients. This
knowledge is critical to the ability of actors who consume this information
to make decisions that implicate the use of scarce social resources and that
affect the basic interests of community members.

The knowledge about whether and how a substance can be used to pro-
duce beneficial effects includes the set or “ensemble” of factors that modulate
its effects in use (Kimmelman 2012; Kimmelman and London 2015). This
set of factors includes how to distinguish the population of patients that the
drug can help from those it cannot. This is often referred to as the indication
for a drug, and it includes understanding how an intervention’s effects might
differ in patients with various clinical characteristics and which features of
patients might put them at elevated risk of experiencing adverse events. This
set of factors also includes the knowledge of the dosage at which a drug must
be given to unlock its therapeutic potential and the window outside of which
it is either ineffective or harmful. It includes the frequency or schedule for
delivering a drug to ensure the proper concentration and the window outside
of which the drug is likely to again be ineffective or harmful. It includes any
special diagnostic steps that might be needed to monitor recipients and any
co-interventions that are required to amplify benefits or to mitigate adverse
effects. It also includes an understanding of how that drug interacts with
other treatments, including which combinations of drugs to avoid because of
their potential for producing adverse events.

This practical knowledge is not the only fruit of clinical translation. The
results of research also provide information that supports or undermines
the larger theories of disease pathophysiology and intervention mechanism
that drove the development of that intervention and that are likely to drive
further development activities (Kimmelman and London 2015). In par-
ticular, intervention development is often driven by background theories
about the pathophysiology of disease, factors that increase or mitigate sus-
ceptibility or disease progression, and the ability of interventions of a cer-
tain kind to alter mechanisms that are important to the lifecycle of disease.
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These theories often drive drug development by highlighting mechanisms
to exploit and suggesting pathways through which those mechanisms might
be influenced with the fewest adverse events. Repeated failures to develop
interventions that leverage these insights for therapeutic benefit cast doubt
on the credibility of those underlying theories. Likewise, practical success
in exploiting such insights reinforces the utility of particular models and
encourages their use in understanding the source and nature of disease and
how it might be delayed, reversed, or cured in both future research and in
clinical practice.

Although a drug or a device may consist of materials that are scarce or that
constitute the intellectual property of a particular person or firm, the prac-
tical knowledge necessary to unlock its therapeutic or prophylactic potential
and the evidence this provides about broader understandings of sickness, in-
jury, or disease constitute a public good. It is a public good because a wide
range of stakeholders rely on this knowledge to discharge socially important
obligations or to carry out activities that relate directly to the common good
and so are the subject of a just social order. It also has features of a public
good in the economic sense (Schaefer et al. 2009, 68). This information is
non-rival, meaning that these stakeholders can rely on and make use of it
without thereby diminishing its content or value or reducing the share of in-
formation that is available to those other stakeholders. It is also difficult to
exclude others from using that knowledge once it has been disseminated. On
the one hand, a drug or a device cannot produce practical benefits without
the knowledge of how to use it. On the other hand, the (un)successful devel-
opment of a particular drug necessarily provides evidence about the utility of
the broader theories of disease and drug mechanism that contributed to the
intervention’s development.

How the research system is organized thus has a profound effect on the
ability of a wide range of stakeholders to discharge their moral responsibil-
ities (London 2005, 2019; London, Kimmelman, and Carlisle 2012; Wenner
2016, 2018). These stakeholders include policy makers, health systems, indi-
vidual health care providers, patients, and the other scientists who build on
this information.

Policy makers depend on reliable medical information to determine
which health practices to promote or discourage, which public and in-
dividual health goals to prioritize, which mix of strategies to adopt to
advance those priorities, and where scarce health resources can best be
invested in order to promote the efficacy, efliciency, and equity of health
systems.
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Health systems cannot make an efficient use of scarce resources without
information about how best to prevent, diagnose, and treat the wide range of
afflictions likely to be represented in the populations they serve. Because of
the variability of disease, uncertainty about its etiology, and the likely effects
of different strategies for preventing or otherwise intervening on those
conditions, carefully controlled trials in humans are often the only way to
generate this information.

Individual providers within health systems are similarly dependent on re-
search findings to discharge their fiduciary duties to patients. Their ability
to advance the medical interests of patients, consistent with the way those
patients understand those interests within their larger conception of the
good and their broader life plan, hinges on the quality of the information
they possess about the relative merits of interventions and practices available
to them.

Likewise, patients cannot effectively engage with health systems and
providers to protect and advance their own interests without reliable medical
information. This includes the information they need in order to understand
their health status, to understand medical conditions they experience, and to
comprehend the relative merits and demerits of the options available for pre-
vention, diagnosis, or treatment.

Finally, the process of drug development is itself a collaborative activity
that is extended across time in which medical evidence is produced and con-
sumed by a wide range of actors. For example, the information produced in
pre-clinical research can have implications for the use of a drug in clinical
practice, but it is most directly relevant to other researchers who are also
conducting pre-clinical research or who will conduct early phase studies
in humans. Similarly, early-phase studies in humans explore the various
parameters of a drug’s use that must be understood in order to unlock its
therapeutic potential. These studies too can be relevant to clinical practice,
but their primary and most direct purpose is to identify elements within
the ensemble of knowledge and practices that are necessary to use a drug
to produce clinical benefit. Once these various elements have been identi-
fied, ensembles of materials, knowledge, and practices can be subjected to
confirmatory testing in large late-phase trials. These trials are crucial to
establishing the relative therapeutic or prophylactic merits of an interven-
tion, and the information that they produce is the most directly relevant to
the widest range of stakeholders. Nevertheless, these studies build on a prior
network of research and contribute to the evidence base that supports subse-
quent investigation.
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The ability of these various stakeholders to safely, effectively, and efficiently
address the health needs of community members in practice, or to carry
out the research that is necessary to effectuate this goal, depends critically
on the quality of the evidence that is generated in research and its relevance
to the ability of that community’s basic social structures to secure and ad-
vance the basic interests of that community’s members. Poor quality research
that generates misleading or biased information detracts from the ability of
stakeholders in basic social institutions to effectively and efficiently secure
and advance the basic interests of community members. Similarly, dispar-
ities in which health needs are the subject of research and investigation can
create or exacerbate disparities in the ability of these different stakeholders to
meet the needs of community members, or to meet those needs with equal
efficacy, safety, or efficiency (Dresser 1992; Weijer and Crouch 1999; London
and Kimmelman 2016; Basu and Gujral 2020).

The egalitarian research imperative reflects the status of the informa-
tion that research produces as a public good and the moral importance of
ensuring that this information is of sufficient quality, reliability, and rele-
vance that it can advance the moral mission of research. How the research
enterprise is organized—from the questions that are chosen for investiga-
tion to the methods that are used to generate answers—is bound up with
requirements of justice because these issues determine whether this activity
can be justified as advancing the common good of community members.
In other words, considerations of justice are raised by decisions that deter-
mine whether research contributes to improving or reducing the efficacy and
the efficiency of practice and whether it serves to reduce and eliminate, or
to create and exacerbate, disparities in the ability of health systems to meet
needs of community members that relate directly and indirectly to their
ability to formulate, pursue, and revise a reasonable life plan. I return to some
concrete examples that illustrate these points in §4.9.

Although I have focused on health in this exposition, health systems are
not the only social system that affects the basic interests of individuals. As
a result, it is important that a framework for research ethics be of sufficient
generality that it can apply to a wide range of research involving human
participants (London 2005, 2006a, 2009; Kukla 2007; MacKay 2018). For
example, both Kukla (2007) and MacKay (2018) discuss research that falls
under the umbrella of social systems outside of the health sector, narrowly
conceived. These include the effect of early education on opportunity, access
to supplemental nutrition within social safety net programs, and the relative
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efficacy of different policies to prevent homelessness. As I have framed it
here, the same arguments that support the egalitarian research imperative
in the sphere of health would apply to any other context in which a social
system has a direct impact on the basic interests of community members.

4.7.4 Egalitarian in Two Respects

The research imperative articulated here is egalitarian in two respects, each
of which is grounded in the idea that free individuals “exist for their own sake
and not for the sake of someone else” (Aristotle 982b25-27). It is egalitarian
in the first respect in that the interests that it targets are shared by all commu-
nity members. All community members depend on a variety of social sys-
tems, including health systems, to safeguard and advance their basic interest
in being able to formulate, pursue, and revise a reasonable life plan. In order
to be responsive to the moral and political status of individuals as free and
equal persons, social systems must strive to eliminate gaps in the efficacy and
efficiency with which they are capable of responding to the basic interests of
the individuals in the community they serve. The normative force of the egal-
itarian research imperative derives from the importance of the needs that
basic social systems address and the unique ability of the research enterprise
to produce the information that enables those social systems to equitably,
safely, and efficiently fulfill their social purpose.

This research imperative is also egalitarian in a second respect. This
same concern for the basic interests of individuals that triggers the NC also
provides the content to the PC on the forms of social interaction that are
permissible means of advancing this goal. Coercion, domination, exploi-
tation, neglect, abuse, and other forms of harmful or unfair treatment vio-
late the practical constraint on acceptable ways of attempting to advance the
common good because they undermine the status of the affected individuals
as free and equal. They compromise the moral freedom of individuals to the
extent that they secure access to their person or their participation in an ac-
tivity without regard to the place of that activity in the plans or projects of
that individual. They undermine their status as moral equals because they
treat the interest of some as sufficient to license showing lesser regard to the
basic interests of the affected parties.

It is a particular strength of this view that this practical constraint is not
an exogenous value imposed on research from the outside. Rather, it is
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internal to the conception of research as a social undertaking that requires
the sustained and voluntary collaboration and cooperation of many dif-
ferent stakeholders over time. The generic interests of the diverse parties
who participate in and make this undertaking possible merit equal re-
spect. There are thus no grounds to justify a division of social labor in
which some stakeholders are empowered to show less moral concern for
the basic interests of others or to relegate them to a position of subordi-
nation or domination. The egalitarian research imperative thus does not
justify empowering researchers to conscript unwitting participants into
medical research as “soldiers of science” or to “play god” by selecting small
samples of individuals whose interests can permissibly be sacrificed to the
greater good (McDermott 1967, 39).2* In chapter 6, I outline a framework
for evaluating research risks that reconciles promoting the common good
with the requirement to show equal regard for the basic interests of study
participants in the process.

In the previous chapter I argued that Wertheimer’s principle of permis-
sible exploitation (PPE) revealed fault lines running through the foundations
of research ethics. One of these consists in the asymmetric treatment of the
interests of various parties. In orthodox research ethics, even when individ-
uals suffer from health problems that threaten their capacity to form, pursue,
or revise a reasonable life plan, this is not sufficient to generate a duty on
anyone’s part to carry out research of any kind. Research, even if it would ad-
dress such basic needs, is treated as a largely optional, private undertaking.
Nevertheless, if those same individuals are involved in research, then their
basic interests ground robust deontological protections that place what
Wertheimer sees as significant limits on the liberties of both researchers
and participants. This creates an inefliciency that PPE attempts to resolve
by weakening constraints on exploitative, unfair, or disrespectful treatment.
As we saw, PPE could be seen as sanctioning some wrongdoing in the form
of exploitative, unfair, or unjust research relationships as a way to remedy
the overly permissive attitude in orthodox research ethics to the neglect of
important health needs without creating an overly demanding set of moral
requirements in the process.

24 In this regard, the view I defend here captures the insight of Jonas that “human experimentation
for whatever purpose is always also a responsible, nonexperimental, definitive dealing with the sub-
ject himself and not even the noblest purpose abrogates the obligations this involves (1969, 220) and
Kukla’s claim that “the research enterprise gives investigators no license to compromise citizens’
moral entitlements to justice, respect, and welfare protection” (2007, 184).
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The egalitarian research imperative rejects the fundamentally asymmetric
view of the basic interests of persons shared by both orthodox research ethics
and PPE. Rather than empowering a few to dominate their compatriots in
order to promote social progress, the egalitarian research imperative enjoins
communities to provide various social supports for, and to encourage the
development of, a division of social labor in which free and equal individ-
uals can serve the common good by voluntarily cooperating within a social
system that is arranged to ensure that their cuamulative efforts produce an im-
portant public good. The same fundamental concern for the basic interests
of persons that grounds the imperative to generate the knowledge needed
to bridge gaps between the basic interests of persons and the ability of the
basic social institutions in their community to meet those needs grounds a
social imperative to ensure that these social systems are designed to attract
the voluntary participation of study participants, just as it attracts the volun-
tary participation of researchers and other stakeholders.

The idea that a just community can discharge its responsibilities to citi-
zens without abrogating the rights of its constituent members is neither rad-
ical nor new. In the Politics, Aristotle argues that “constitutions that aim at
the common advantage are in effect rightly framed in accordance with ab-
solute justice,” because a polity is a “partnership of free persons” (1279a17-
22). Democracies require representatives and leaders, but candidates for
these positions are chosen from volunteers who see public service as part
of a rewarding personal life plan. Just states need physicians and teachers,
researchers and engineers, lawyers and judges, and a dizzying array of
professionals who discharge important responsibilities of basic social
institutions. A just state cannot operate without these professionals, but they
are selected from the ranks of volunteers who see in such careers opportuni-
ties to develop their talents and abilities, earn a living, join a profession, and
contribute to the common good.

Promoting a system of research involving human participants requires
the thoughtful implementation of concrete social incentives that en-
courage a diverse set of parties to take up, as part of their individual life plan,
advancing an important element or component of this larger division of so-
cial labor. It also involves providing a system of concrete social assurances
that this division of social labor will not be co-opted for parochial or par-
tisan purposes and that in voluntarily participating in this scheme of social
cooperation, no stakeholder will be subject to deception, injustice, or abuse
(see chapter 7).
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4.8 A Scheme of Cooperation among Free and
Equal Persons

4.8.1 To Whom Does the Imperative Apply?

At the most general level, the egalitarian research imperative applies to all
of the individuals who comprise a community. The reason for this is that it
is individual community members who owe duties of justice to one another.
However, as we saw in §4.6, a just social order represents a division of social
labor through which free and equal people divide responsibility for securing
the basic interests of community members. Individual community members
thus bear a responsibility to create and to support a division of social labor
that advances the common good. One of the ways that individuals discharge
the egalitarian research imperative is by delegating to government the crit-
ical responsibility to create and maintain the infrastructure, rules, and re-
sources that comprise a functioning research system.

Even if we view individuals as delegating this responsibility to govern-
ment, they retain at least three important residual obligations. The first re-
sidual obligation is to hold political leaders accountable for fulfilling their
moral and political obligation to discharge this duty. The second is to refrain
from acting in ways that conflict with, subvert, or undermine the ability of
the various parties to this division of labor to discharge the responsibilities
they take on within this scheme of social cooperation. The third is to be pre-
pared to support the activities of these stakeholders, especially when this can
be done in a way that does not require a significant compromise in one’s basic
or personal interests.

On this view, the primary responsibility for discharging the substan-
tive requirements of the egalitarian research imperative in practice falls to
governments. Governments are responsible for allocating resources and
creating the institutions and systems of rules that are necessary to effectuate
three goals. The first is to ensure that the research enterprise functions to
generate the knowledge needed to bridge gaps between the basic interests
of community members and the ability of the basic social institutions in
their community to meet those needs. The second is to ensure that the
system of norms, rules, and incentives that govern the research enterprise
align the personal and parochial interests of stakeholders with the promo-
tion of this end. This includes providing credible public assurance to all
stakeholders that no party has the ability to co-opt this division of social
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labor to exclusively advance their own parochial interests. The third is to
provide credible public assurance to all stakeholders that as each seeks
to pursue their personal interests in this arena—to seek profit, career ad-
vancement, or access to novel medical interventions—no party will be sub-
ject to domination, exploitation, abuse, or other forms of unfair or harmful
treatment.

Exactly how this social division of labor should be organized is a question
of mechanism design. Moreover, it seems reasonable that different commu-
nities could adopt different approaches that rely, to greater or lesser degrees,
on public and private entities. At one extreme would be an effort to fund,
regulate, and carry out research entirely with public funds and within public
institutions. At the other extreme would be an effort to create a public system
of rules and regulations within which the various activities in the research en-
terprise are carried out entirely by private enterprise. In the United States and
most other economically developed nations there is a mix of public funding
and public infrastructure, such as governmental agencies and institutions,
that interact with a range of private entities in a regulated market. The point
I want to emphasize for present purposes is that, however this system is or-
ganized, governments retain a duty to monitor and adjust the system of
rules and norms that create the strategic environment in which the various
stakeholders to the research enterprise interact, with the goal of ensuring
that this system advances the goals described in the previous paragraph.

Although national authorities should be regarded as having the default
responsibility for fulfilling the egalitarian research imperative, the just and
legitimate division of social labor within states entails that responsibility for
carrying out particular strategies necessary to satisfy the egalitarian research
imperative sometimes fall to regional, provincial or local health authorities.
Similarly, it is possible that the community that is bound by the research im-
perative may be larger than the individual state. This is most clearly the case
when states form larger bodies bound by common laws and policies that reg-
ulate the provision of individual or public health or the process of research
and development. The European Union may represent such a body to the ex-
tent that its member states share common structures for drug development
regulation and approval.

Larger collectives of this type can be bound by the egalitarian research
imperative, but to the extent that national governments delegate responsi-
bilities to such entities, they would nevertheless retain duties that are anal-
ogous to the duties that individuals retain when they delegate responsibility



164 RESEARCH AMONG EQUALS

for fulfilling the egalitarian research imperative to states. Additionally, such
extra-national agreements often utilize the local institutions of the states that
are party to the collaboration and rely on the legal authority and enforcement
mechanisms of those states to ensure compliance with agreed upon norms
(Freeman 2006). Because extra-national agreements often supervene on the
structures, rules, and authority of cooperating nations, national governments
should still be seen as the default bearer of the responsibility for discharging
the substantive requirements of the egalitarian research imperative. How this
default is affected by factors such as prior histories of unjust interaction is
dealt with in chapter 9.

In this respect, MacKay is correct to say that governments bear key duties
in this area, since they have “duties of justice to provide their residents with
access to particular types of goods, and/or to realize particular outcomes”
(2017, 3). But it would be a mistake to assume that governments are the only
parties who bear duties of justice that relate to the organization and func-
tioning of the research enterprise. In particular, citizens retain the three
obligations I described previously and private entities that conduct research
have a responsibility to ensure that their activities contribute to the common
good on terms that respect the status of other participants in this social un-
dertaking as free and equal.

4.8.2 Prior Moral Claims

I argued in chapter 2 that orthodox research ethics tends to treat research as
a private activity in the sense that it is not clearly constrained by its relation-
ship to larger social purposes. I also argued that this view is bolstered by the
tendency to conceptualize research as a set of goals and purposes that can be
taken up by individuals and that stand in contrast to the goals and purposes
of medical practice. As a result, orthodox research ethics tends to locate the
moral epicenter of research in the IRB triangle, the discrete relationships be-
tween researchers and study participants.

The arguments I have presented here offer a very different account of re-
search and its relationship to the larger purposes of a just social order. In
particular, it is worth emphasizing that, on the view I am presenting here,
the egalitarian research imperative enunciates a duty to create a certain kind
of institutional order. This is an institutional order in which a broad range of
stakeholders can collaborate in ways that produce an important public good.



THE EGALITARIAN RESEARCH IMPERATIVE 165

This public good is the knowledge and the means necessary to effectively, ef-
ficiently, and equitably bridge gaps in the ability of that community’s basic so-
cial structures to secure and advance the basic interests of that community’s
members.

Understanding research as a scheme of social cooperation invites us to
consider the social arrangements that are necessary to identify priority know-
ledge gaps of this kind, understand the source and nature of the problems
to which they relate, formulate strategies and interventions for addressing
them, evaluate the relative merits of those strategies and interventions and
then to make this knowledge and these interventions available on a wide-
spread basis so that they can be incorporated into basic social institutions that
are charged with securing and advancing the basic interests of community
members. These social arrangements include the training of investigators,
mechanisms for funding research, the terms on which interventions can be
marketed and sold, the standards of evidence required to establish safety and
efficacy, and so on.

This perspective also invites us to consider the wide range of actors who
play a role in this division of social labor. Beyond the players within the IRB
triangle, the stakeholders whose activities affect the ability of research to ad-
vance the common good include policy makers who shape intellectual pro-
perty laws or in other ways influence funding allocations and priorities. It
includes biotech companies, pharmaceutical firms, philanthropic organiza-
tions, and public institutions that sponsor research or carry it out. It includes
regulators in the various institutions that set or enforce the rules for re-
search oversight, and the bodies that perform research oversight functions
including regulatory bodies that determine the standards for intervention
approval and market access. It includes administrators in health systems
and clinics where research is carried out and medical societies and profes-
sional organizations that set standards for medical practice and for profes-
sional conduct. It includes journal editors and bodies who create publishing
guidelines that determine the standards of quality and for disclosure that re-
search must satisfy in order to warrant publication. It includes patient ad-
vocacy groups whose lobbying, advertising, or funding activities influence
politicians, study participants, clinicians, or other stakeholders.

The imperative to ensure that this division of social labor produces an im-
portant, public good entails that prior moral claims constrain how the in-
frastructure of the research enterprise can be used. The institutions, rules,
and human and material resources that facilitate this scheme of social
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cooperation are not free for entrepreneurial agents—investigators, sponsors,
regulators, consultants, or participants—to utilize solely to advance their
private purposes, without regard for the way those purposes align with the
common good.

Open societies are free to harness the power of the private sector and the
profit motive to secure financing and to drive innovation, but it remains a
duty of government to ensure that the rules, incentives, and constraints in
this system align the parochial interests of these parties with the common
good. Private firms may own the resources that they invest in the research
enterprise, and public firms may invest resources that are derived from the
investments of shareholders to whom they owe a fiduciary duty. But this is
consistent with the claim that such resources cannot be deployed in the re-
search enterprise solely to advance the parochial interests of these parties.
Rather, engaging in the research enterprise entails a duty to ensure that
human and material resources, and the infrastructure on which they rely, are
used in the service of ends that contribute to identifying, investigating, and
closing gaps in the ability of a community’s basic social structures to secure
and advance the basic interests of its respective members.

Private individuals and entities, academic researchers, academic medical
centers, medical associations, disease advocacy groups, and pharmaceutical
firms can play an important role in this division of social labor, but they do
not have unlimited discretion over the way this system is used. This is because
the prior claims of community members to social systems that safeguard and
advance their basic interests constrain the goals that this system can be used
to advance and the means that can be used to advance those goals.

Similarly, individual researchers, investors, and biotech or pharmaceutical
firms may be drawn to research as an area in which they can use their intellec-
tual, material, and human capital to secure profit, notoriety, and any number
of private goods. All of these private goods and the motives that attach to
them represent levers that can be used to incentivize participation in this di-
vision of social labor. But it is the responsibility of all of the stakeholders in
this enterprise, including policy makers and regulators, to ensure that the
strategic environment in which these parties interact aligns these parochial
motives with the common good and constrains the extent to which those
motives might undermine or subvert this end.

Finally, just as prior moral purposes constrain the ends to which the infra-
structure of research can be used, the products of research are not a purely
private good. Private firms may have intellectual property in the compounds
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and devices that represent the most visible fruits of research efforts. But, as
I argued in §4.7.3, the knowledge that research produces is a public good
on which myriad stakeholders rely to discharge important social and moral
responsibilities. The conditions under which firms can market and sell
products and the quality of the information needed before a product can be
approved for use are centrally relevant to research ethics.

Because orthodox research ethics is so centrally focused on protecting
the rights and welfare of study participants, it can be difficult to motivate
concerns about the quality and relevance of the information that research is
likely to produce if the studies in question do not place study participants at
elevated risk. On the view I am articulating here, questions about the quality
and relevance of the information generated in research, and about the effi-
ciency with which that information is generated are centrally relevant to re-
search ethics because they raise questions of justice. It is worth concluding
with some brief examples that illustrate this point.

4.9 Examples of Neglected Issues

Three brief examples illustrate the way in which the activities of what are
traditionally seen as private actors in this context raise questions of justice.
These examples are drawn from work I have done with Jonathan Kimmelman
and are presented in schematic form for brevity. Nevertheless, they provide
an important contrast to the parochialism of orthodox research ethics.

Prior to regulatory approval of a new drug, private firms have a strong in-
centive to quickly conduct well-designed clinical trials. The reason is that
they cannot market and sell their product—and thus reap a return on their
investment—without generating evidence that establishes its safety and ef-
ficacy for a particular indication. The standards for approval set by regula-
tory agencies like the US Food and Drug Administration (FDA) thus play
a critical role in determining the extent and the quality of the evidence that
is available to clinicians, patients, policy makers, and health systems about
the efficacy of a drug and its anticipated side effects in patients with a wide
range of clinical characteristics. As a result, FDA standards for drug approval
determine whether a new drug is tested in a narrow and homogenous pop-
ulation or whether it must be tested in more diverse populations that better
reflects the characteristics and demographics of the population in which that
drug is likely to be used.
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Recently, the United States has seen a concerted push on the part of various
stakeholders, including patient advocacy groups and pharmaceutical firms,
to lower the evidentiary requirements necessary to secure drug approval in
order to speed drugs to market. The moral arguments offered in support of
such policies focus on the needs of patients who currently lack access to ef-
fective interventions and their interest in being able to accept greater risk in
return for earlier access to novel interventions.

Reducing drug development timelines in this way, however, raises
questions of justice that are difficult to frame within orthodox research
ethics because they fall outside the confines of the IRB triangle (London and
Kimmelman 2016). In particular, one of the easiest ways to compress devel-
opment timelines is to test drugs in increasingly homogenous populations.
In the United States this often means populations that are Whiter, younger,
and healthier than the populations who are likely to use the intervention in
practice. Another way is to rely on surrogate endpoints that allow studies to
be completed in a shorter time. For example, a cancer trial might use tumor
shrinkage over a period of months as a primary endpoint rather than waiting
years to collect data about overall mortality.

Within the narrow confines of orthodox research ethics, any objection
to proposals to shorten drug development timelines would likely have to be
framed in terms of the rights and interests of study participants. But if the
individual protocols for such studies are scientifically sound and pose only
reasonable risks to participants, then orthodox research ethics would likely
have no grounds for concern with such proposals.

Yet, such proposals raise questions of equity and justice to the extent that
they allow interventions onto the market when they are supported only by
direct evidence about their effects in populations of patients drawn from
groups that are already advantaged within the medical system. Younger,
Whiter, healthier patients face fewer risks in accessing these interventions
in clinical practice than patients who differ from them. This includes much
older and much younger patients, patients with additional common med-
ical problems, patients using other medications, and patients from minority
populations who are already historically underserved in health systems.

These groups face higher risks when accessing such interventions because
their effects have not been established in groups with co-morbidities, who
concomitantly use other medications, or whose bodies process medications
differently because they are older or younger than trial participants.
Uncertainties about dosing, schedule, and effects in such patients elevate
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risks to patients, both in terms of their expected efficacy and whether they
provoke adverse events that reduce their net therapeutic advantage in these
different groups. Speeding drugs to market can thus exacerbate inequities in
health systems.

Additionally, these efforts oftload the burden of generating the evidence
necessary to rectify such inequalities from the stakeholders who profit from
their sale to the patients, providers, and health systems that pay for them. This
is inefficient in that it takes longer, and thus it takes more instances of harm
to patients, to detect differential effects of such drugs in other populations
when those effects have to be detected in clinical settings. Clinical settings
are noisy in the sense that there are many sources of variation that can im-
pact patient health other than the beneficial or adverse effects of the drug in
question. Similarly, offloading the cost of generating this information onto
consumers and health systems raises questions of fairness since their budgets
already strain to meet the full range of health needs in the community.

The standards of evidence that the FDA requires for drug approval thus
raise important issues of justice because they impact the extent to which
health systems function effectively, efficiently, and equitably. Proposals to re-
duce drug development timelines may advance the interests of a narrow set
of patients, but they also reduce the bandwidth of information that is avail-
able to other stakeholders including health systems and clinicians who care
for patients who are already not well served by existing health systems. These
proposals raise issues of justice that are largely invisible within orthodox re-
search ethics, in part because they involve stakeholders outside of the IRB
triangle. But this is also because they implicate issues relating to the quality
of the information produced in research that are difficult to make salient
within a cognitive ecosystem that is heavily focused on protecting study
participants.

The standards regulatory agencies use for intervention approval are a
mechanism for influencing the incentives of powerful actors whose decisions
determine the bandwidth of information available to stakeholders, how un-
certainty is distributed across the different segments of the population, and
how the costs and burdens of addressing residual uncertainty are shared
across different social institutions. These issues bear on the ability of social
institutions to function effectively, efficiently, and equitably, and they would
be difficult to address at the level of IRB review. Broadening the scope of re-
search ethics brings these decisions into the purview of the field. It creates
conceptual space in which issues of justice can be articulated and it situates
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those discussions within an institutional context in which mechanisms are
available for shaping the incentives of key actors.

As a second example, once drugs are approved for sale, the incentive for
firms to fund additional studies attenuates dramatically. In fact, firms may be
reluctant to fund additional studies because adverse events or information
about an intervention’s clinical merits relative to a competitor’s alternative
put their profits at risk. When post-marketing studies are conducted, how-
ever, they are often carried out in ways that are designed more to advertise a
drug and to tout its merits than to generate new medical evidence.

If post-marketing studies generate flawed or biased information without
imposing risks on study participants, then orthodox research ethics has a
difficult time capturing the ethical issues at stake in those studies (London,
Kimmelman, and Carlisle 2012). But this parochialism ignores the extent to
which a range of stakeholders rely on the evidence that is generated from
research. Companies may use private funds to conduct such studies, but the
information they generate is a public good, and co-opting this public good
allows firms to increase their profits without advancing the medical interests
of patients, the evidentiary interests of other scientists, or the informational
needs of policy makers and health systems. These practices thus raise im-
portant questions of justice that are also largely invisible within orthodox re-
search ethics.

Finally, even when practices do impact the health and welfare of study
participants, the parochialism of orthodox research ethics makes it diffi-
cult to frame and address the relevant issues. This happens when scientific
and ethical issues arise from practices that happen at the “portfolio-level”
(Kimmelman et al. 2017). Within orthodox research ethics the unit of eval-
uation is the individual study protocol. But groups of similar studies con-
stitute a portfolio of trials, and how such sets of studies are organized and
which methods they employ determine the bandwidth of information that
is produced, whether that information is most relevant to the needs of sub-
sequent researchers or to practitioners, how uncertainty is distributed
over different treatment populations, how burdens are distributed across
study participants, and how much profit sponsors are able to generate rel-
ative to the value of the information their studies produce (London and
Kimmelman 2019).

To use a single example, consider a case in which four interventions (w,
X, ¥, z) appear promising as treatments for a particular disease. For sim-
plicity, let’s assume that all are owned by a single firm. Orthodox research
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ethics effectively regards the decision about how to test these different
interventions as a private consideration for this private actor. But the alter-
native approaches a firm might take can influence the bandwidth of infor-
mation that is available to stakeholders, its relevance to those stakeholders’
informational needs, as well as how many study participants are likely to be
harmed in order to generate the same quantity of information.

In particular, a firm might decide to evaluate these interventions by testing
each in a separate trial in which participants are randomized to the investi-
gational intervention or to usual care. The result is four different trials, each
of which must recruit a particular number of participants in order to detect a
particular effect at a predetermined level of statistical significance. Orthodox
research ethics would look at each of these protocols and require that they
meet particular ethical standards: subjects must provide free and informed
consent and risks must be minimized and must be reasonable in light of the
evidence studies are likely to produce. If each individual protocol passes
muster on these grounds, they will each be approved.

Orthodox research ethics operates on the background assumption that if
each protocol is approved, then the set of protocols must be ethically per-
missible. But this assumption is false. To see this, consider the bandwidth
of information produced from these distinct studies compared to a possible
alternative approach. In particular, it is possible for firms to design each of
these studies so that a finding that x is superior to usual care and y is superior
to usual care may not reveal much about the relative merits of x and y. One
factor, for example, concerns the extent to which usual care in these two
protocols is standardized so that it is effectively the same. If what constitutes
usual care differs between the trials, then a firm might be able to sell more
than one intervention as an effective treatment for the condition in question
without ever generating evidence that supports a reliable comparison of the
relative merits of x and y.

In contrast, if the firm were to run a trial in which w, x, y and z are all
compared against one another and against a usual-care control arm, then
it could generate a wider bandwidth of information while subjecting fewer
participants to the risk of harm. The bandwidth of information is wider be-
cause such a design allows for a determination not just about whether both x
and y are better than usual care, but about the relative merits of x and y. This
information is more relevant to stakeholder needs because it eliminates the
inefficiency associated with deploying two interventions in clinical practice
in those cases where one provides a superior net therapeutic advantage to
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patients over the other. Additionally, fewer patients might be harmed in such
a trial because the overall population needed to generate this evidence can be
smaller than the total population in the four pairwise trials described above.

The approach in which all of these interventions are tested within a unified
study design shows more respect for the health and welfare of participants,
makes a more efficient use of their time and commitment, and better
addresses the informational needs of a wide range of stakeholders. But using
this approach can conflict with the firm’s pecuniary interests. If fielding two
interventions allows a firm to maximize profits by better segmenting the
market, then this more unified approach jeopardizes profit. In cases where x
is owned by one firm and y is owned by another, this more unified approach
is in direct conflict with the financial interests of each firm. Each might prefer
to split the market rather than take the gamble of losing out altogether.

Orthodox research ethics doesn’t address such portfolio-level questions—
they fall outside of the IRB triangle and they implicate questions of justice
that revolve essentially around questions that are difficult to frame within the
paternalistic focus of orthodox research ethics. Nevertheless, these decisions
affect how effectively health systems meet patient needs and how efficiently
they use scarce resources. As a result, they raise issues of justice and the
framework articulated here captures the key respects in which those issues
are morally salient.

4.10 Conclusion

Orthodox research ethics has avoided connecting research to larger social
purposes, in part, from fear that those social purposes might license the ab-
rogation of individual rights and the denigration of individual welfare. In
this chapter I have argued that there is a conception of the common good
that grounds a social imperative to carry out research that is designed to
close knowledge gaps between the basic interests of community members
and the ability of that community’s basic social structures to safeguard and
advance those interests. However, because this imperative is grounded in a
concern for the basic interests of individuals, it requires that research be or-
ganized as a scheme of social cooperation that respects the status of its var-
ious stakeholders as free and equal persons.

I also showed that although this conception of the common good is ca-
pable of grounding such a social imperative, it is not uniquely dependent on
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a single, substantive conception of the good or on a particular philosoph-
ical approach to social or political philosophy. Rather, this conception of the
common good can be formulated within frameworks that span important
philosophical divides, including communitarian or liberal starting points
and contractarian or consequentialist frameworks.

Finally, the egalitarian research imperative has important implications for
the range of issues that fall into the scope of research ethics and the range
of stakeholders whose conduct is a legitimate target for assessment. As we
will see again in subsequent chapters, this framework provides a more uni-
fied and consistent foundation for some established requirements in research
ethics while drawing coherent connections to a broader range of issues that
are more difficult to formulate and address within the narrow confines of or-
thodox research ethics.






5

Two Dogmas of Research Ethics

5.1 Is There a Dilemma at the Heart of
Research with Humans?

The historical reluctance in research ethics to embrace or recognize a so-
cial imperative to carry out medical research grows out of the worry that
such an imperative too easily overrides and overshadows the rights and
interests of individuals. I argued in the previous chapter that this worry is
well founded when such a social imperative is cast in terms of the corpo-
rate conception of the common good. In contrast, the egalitarian research
imperative that I outlined in §4.7 is predicated on the idea that advancing
the generic interests conception of the common good through research with
human participants is not fundamentally inconsistent with respecting the
rights and welfare of study participants. In fact, the view I defend goes fur-
ther, holding that respect for the status of individuals as free and equal is
an integral, enabling component of the research enterprise understood as a
voluntary scheme of mutual cooperation aimed at producing an important
public good.

Even if we accept that the social imperative to create a system of research
that advances the common good is also an imperative to ensure that such
a system represents a voluntary scheme of mutual cooperation among free
and equal persons, doubt might remain as to whether medical research can
operate on those terms. Put another way, even if it is possible to ground
some social or political institutions in the generic interest view of the
common good, and to organize them in ways that are consistent with its
requirements, it does not necessarily follow that the research enterprise is
such an institution. In particular, the way that research exposes participants
to risks, and the way that research ethics evaluates whether or not risks are
reasonable or acceptable, might pose special problems for the egalitarian
research imperative.

For the Common Good. Alex John London, Oxford University Press. © Oxford University Press 2022.
DOI: 10.1093/0s0/9780197534830.003.0005
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As we saw in §2.2, Walsh McDermott thought that the rule of law and
freedom from arbitrary interference could not be extended into the realm
of research with human participants because of the “moral dilemma of clin-
ical investigation” (1967, 40-41). A moral dilemma is a situation in which
every option an agent faces violates or transgresses some important norm or
value. Agents who face a moral dilemma have to make tragic choices in the
sense that every option available to them results in doing or allowing some-
thing that is bad or wrong (Levi 1986). They cannot extricate themselves
from such a situation without incurring a moral loss. Even if more recent
commentators reject McDermott’s claims about the scope of researcher dis-
cretion, many share the fundamental perception that “tragic choices [are] in-
volved in designing a system for research on human subjects” (Menikoff and
Richards 2006, 19).

In this chapter I show how some of the problematic commitments that
Iidentified in §1.2 and chapter 2 create a conceptual ecosystem in which the
proposition that there is a deep and ineliminable conflict at the heart of re-
search with human participants appears to be analytic, a conceptual truth
about the nature of research and research risk. In particular, I show that these
problematic commitments are often shared by protagonists on opposite sides
of prominent debates and that this obscures their role in structuring the
problem being discussed and the options for resolving them that are seen as
salient or feasible. This critical or deconstructive work is thus necessary to
clear the requisite conceptual space for an alternative framework for risk as-
sessment and management within research ethics. In the next chapter I pre-
sent such a positive framework and demonstrate how research risks can be
managed in a manner that is consistent with a principle of equal respect that
satisfies the requirements of the egalitarian research imperative.

This chapter examines a series of arguments that purport to show that
there is a moral dilemma at the heart of research with human participants.
Examining these positions highlights the central role of two largely unques-
tioned dogmas of research ethics. The first is the claim that the ethical norms
that govern this activity derive from role-related obligations of professionals.
The second is that clinical research is an inherently utilitarian undertaking.
These dogmas are supported by, and lend support to, a functional view of
clinical medicine and medical research that effectively identifies these activ-
ities with a set of goals and reasons that direct the individual decision-maker
to optimize two incompatible metrics: as a clinician the decision-maker is
obligated to provide optimal care to the individual patient but as a researcher
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the decision-maker is obligated to generate the information that will advance
the medical interests of future patients. Together, these dogmas structure
the conceptual ecosystem in which genuine (but ultimately manageable)
tensions within research appear to pose a fundamental dilemma that calls for
tragic choices.

I have tried to order these arguments from those that are more general and
wider in scope to those that only apply to research with particular features. In
§5.2 I examine the most philosophically general argument which holds that
the fiduciary duties of clinicians are necessarily incompatible with the utili-
tarian goals of research. In §5.3 I argue that statements about the logical or
conceptual incompatibility of the ends of research and medical practice show
only that these are distinct activities and do not establish that they cannot be
organized in a way that reconciles respect for individual interests with pur-
suit of the common good.

The remaining arguments rely on more contingent features of the re-
search enterprise to generate a moral dilemma. Nevertheless, they share a
number of assumptions in common, and it is important to highlight the role
of those assumptions in these arguments. To do this, in §5.4 I present what
I call the template for the appeal to uncertainty. The template provides the
most general formulation of the claim that uncertainty about the relative
therapeutic, prophylactic, or diagnostic merits of a set of interventions for a
particular problem offers a way to reconcile respect for the interests of study
participants with the generation of socially valuable information. Whether
this argument is sound depends on how a number of key claims are spelled
out in practice.

Stating this position in its most abstract form and highlighting the role of
these key claims that must be further specified is important for two reasons.
First, the positive view I elaborate in the next chapter includes a version of
this appeal. So, it is important to establish that there are many ways in which
this template can be filled out, some of which resist the objections that are
discussed in this chapter. Second, it allows us to show how arguments to the
effect that the position outlined in the template are unworkable presuppose
very particular ways of filling in some of its key features.

In §5.5 we examine one of the earliest and most influential views that fills
out the template for the appeal to uncertainty on terms that have come to
dominate the literature. In particular, Charles Fried (1974) argues that if
studies begin in the relevant state of uncertainty—given the perhaps unfor-
tunate name “equipoise”—and if they are designed to disturb that state of
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equipoise, then they can reconcile the individual clinician’s duty of personal
care and the researcher’s obligation to generate valuable information. Fried
fills out the template in terms that presuppose a particular conception of un-
certainty and that locate that uncertainty in the judgment or in the head of
the individual clinician-researcher. Within the conceptual ecosystem of or-
thodox research ethics this way of filling out the template is natural and in-
tuitive. But I show in §5.6 that it is also doomed to failure. This approach
produces self-defeating practices that neither generate sound scientific evi-
dence nor safeguard and advance the interests of individuals.

The failure of Fried’s view and the fact that it appears natural and intuitive
within the conceptual ecosystem of orthodox research ethics encourages the
appearance of an intractable dilemma that arises from practical features of
particular studies. But this natural and intuitive view, and the conception of
equipoise that it entails, is only one from among a much larger universe of
possible views. In particular, where Fried embraces a relatively fragile con-
ception of uncertainty that is located in the head of the individual clinician-
researcher, Benjamin Freedman articulates an alternative under the heading
of “clinical equipoise” that locates the relevant uncertainty in the expert med-
ical community, and that recognizes that uncertainty can arise from the con-
flicting assessments of experts who are not themselves uncertain about the
merits of the interventions in question.

The fact that these views are often confused in the literature illustrates
how deeply ingrained the two dogmas of research ethics are within the
conceptual ecosystem of orthodox research ethics. Moreover, I show in
§5.7 how the force of those dogmas has led even staunch proponents of
clinical equipoise to question its moral relevance and to supplement that
view with requirements that effectively recapitulate the problems asso-
ciated with Fried’s view. The upshot of these arguments is to show that
common and intuitive ways of completing the template for the appeal to
uncertainty are unworkable, but that the intuitive force of these views is
rooted in the two dogmas of research ethics that I ultimately argue we
should reject.

In §5.8 we turn to an argument that is still narrower in scope than those
discussed previously but that appears to be more straightforwardly suc-
cessful. This argument holds that the dilemma at the heart of research follows
from the fact that research often requires participants to undergo risky or
burdensome procedures that are not offset by the prospect of direct benefit



TWO DOGMAS OF RESEARCH ETHICS 179

to those same participants. This poses a special problem for any view that
appeals to the template outlined in §5.4 (including Freedman’s clinical equi-
poise) since few experts are likely to be uncertain about the fact that study-
related procedures impose risks and burdens on participants that are not
offset by the prospect of direct benefit to those same individuals.

More generally, however, this argument has been used to show that re-
search participation is antithetical to the rational self-interest of individuals
and that this conflict between the rational self-interest of individuals and the
value of research to the community produces a coordination problem known
as the prisoner’s dilemma (Heyd 1996; Wertheimer 2010, 9). As a result,
studies that contain such purely research-related procedures are supposed
to be antithetical to both the clinicians fiduciary duty to patients and to the
participant’s own rational self-interest.

In §5.9, however, I argue that any moral standard that treats the risks and
burdens of purely research-related study procedures as antithetical to the
clinician’s fiduciary duties would be so restrictive that it would prohibit a
variety of ethically permissible practices in clinical medicine. Since clinical
medicine is the domain in which the clinician’s fiduciary duties should be
most clearly exemplified, the arguments of this section show that research
ethics retains a last vestige of unjustified medical paternalism.

I also argue that arguments purporting to show that research participation
is a prisoner’s dilemma rely on a conception of individual welfare that is ex-
cessively narrow and limited to individual health interests. I show that if such
arguments were sound, they would not only apply to research participants,
but to researchers. Once we recognize that the way health interests factor
into a persons life plan can differ across individuals, the claim that research
poses a prisoner’s dilemma is undermined.

Ultimately, this long chapter concludes with reasons to reject both dogmas
of research ethics and the way that they create a conceptual ecosystem in
which several types of morally relevant diversity are obscured. The first is
diversity in the expert medical community regarding scientific and medical
questions. The second is diversity in democratic societies regarding the life
plans that individuals adopt and pursue and the way those diverse life plans
shape individual attitudes toward various risks and benefits. These forms of
diversity are morally relevant, in part, because a requirement of justice in
a decent society is to create social space in which individuals have the real
freedom to pursue a life plan of their own. It is precisely this diversity in
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first-order life plans that makes it possible to satisty the egalitarian research
imperative.

In the following chapter I articulate the integrative approach to research
risk. Like some of these early views, it holds that credible uncertainty has a
special role to play in research ethics: ensuring that research with humans has
scientific and social value and reconciling research participation with equal
respect for the rights and welfare of study participants. Unlike those views,
however, it rejects both dogmas of research ethics. As a result, it does not
frame the central problem as reconciling the moral duties of conflicting social
roles, and so the solution that it provides is not constrained by assumptions
that are built into the traditional way of framing the problem. Readers who
are primarily interested in my positive view can turn directly to that chapter.

5.2 Incompatible Ends?

5.2.1 The First Dogma: Moral Norms from
Role-Related Obligations

The idea that there is a dilemma at the heart of medical research is bound
up with two dogmas of research ethics. The first dogma is that the relevant
ethical norms in this domain grow out of, and are grounded in, role-related
obligations. Miller and Brody express this idea when they argue that in this
domain “the basic goal and nature of the activity determines the ethical
standards that ought to apply” to it (2003, 22 and 1998) and that the goals of
clinical medicine and the goals of clinical research are “logically incompat-
ible” (Brody and Miller 2003, 332). As a result, they argue, the dilemma at the
heart of research ethics is a fundamental conflict between the incompatible
demands placed on a single decision-maker by the moral duties of two con-
flicting social roles—that of the clinician and that of the researcher.

To understand the dilemma at the heart of research ethics, on this view, we
need to understand the sense in which clinical medicine and clinical research
are logically incompatible. This, in turn, involves seeing these activities as
structured by different frameworks of reasons that can diverge in both prin-
ciple and in practice. Since the social roles in question are roles for a single
agent, if the reasons that structure them cannot be mutually satisfied, then
research ethics will necessitate tragic choices between a set of basic and irrec-
oncilable values.
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5.2.2 Hippocratic Obligations: Patient-
Centered Consequentialism

Within research ethics, the role of the clinician tends to be understood and
explicated in very traditional, Hippocratic terms. For example, the Belmont
Report provides a standard expression of the physician’s duty of personal care
when it says that “the Hippocratic Oath requires physicians to benefit their

>»

patients ‘according to their best judgment’” (National Commission for the
Protection of Human Subjects of Biomedical and Behavioral Research 1979).
The World Medical Association’s 1964 Declaration of Helsinkiholds that, “The
Declaration of Geneva of The World Medical Association binds the doctor
with the words: “The health of my patient will be my first consideration’”
(1964). The idea that the health of the patient must be the researcher’s first
concern was made more explicit in subsequent versions of the Declaration.
For instance, the version from 2000 says, “In medical research on human
subjects, considerations related to the well-being of the human subject
should take precedence over the interests of science and society” (2000). The
fundamental moral duty of the clinician is thus defined by the therapeutic
obligation (Hill 1963; Fried 1974; Peto et al. 1976; Peto and Baigent 1998;
Sackett 2000; Miller and Weijer 2006), sometimes called the “principle of
therapeutic beneficence” The underlying idea is that “physicians should pro-
mote the medical best interests of patients by offering optimal medical care;
and the risks of prescribed treatments are justified by the potential thera-
peutic benefits to patients” (Miller and Brody 2002, 4).

This traditional view of the provider-patient relationship has a relatively
clear structure to it. There are two principal parties, the clinician and the
patient. The patient relies on the clinician’s expert knowledge and skill to
advance the patient’s medical best interests. In return, the clinician has a fi-
duciary duty to use his or her best medical judgment to advance the interests
of the patient. When deciding whether or not to conduct a procedure or offer
a test, the clinician thus has to consider the likely outcomes of that proce-
dure and how they will affect the medical best interests of that patient. Other
concerns are either irrelevant or have the status of secondary considerations
that can play a role in decision-making only so long as they do not inter-
fere with the morally primary goal of advancing the patient’s medical best
interests.

The Hippocratic conception of the clinician-patient relationship thus
has the structure of a patient-centered consequentialism. It is a form of
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consequentialism because the right act for the clinician to perform is deter-
mined solely by the goodness of the outcomes it is likely to produce. Like
other forms of consequentialism, Hippocratic patient-centered consequen-
tialism is grounded in the value of beneficence—the main moral considera-
tion used to evaluate acts is their likely impact on the good of those affected.
Like other forms of consequentialism, it also involves an optimizing con-
ception of rationality. The clinician’s duty is to choose the optimal act—the
one that brings about the best consequences. However, unlike other forms of
consequentialism, which tend to evaluate the consequences of acts in terms
of their outcomes for all affected parties, impartially considered, Hippocratic
ethics is patient-centered. This means that the consequences that matter
when evaluating actions are limited to their impact on the individual patient.
Similarly, whereas most forms of consequentialism are concerned with the
goodness of outcomes in a very broad sense of the good, Hippocratic ethics is
focused on the health or medical best interests of patients.

Thinking of the clinician-patient relationship in these terms dovetails
nicely with the idea that clinicians have a special, fiduciary relationship
with patients. In a fiduciary relationship, the clinician has a special moral
duty to put the interests of the patient above all other concerns—including
their own private and professional interests. The ground for this duty tra-
ditionally hinges on several factors. Clinicians have expert knowledge and
skills that patients lack but which patients rely on to advance their medical
interests. This creates an asymmetry in knowledge and power between the
two parties. By entering relationships with clinicians, patients become de-
pendent on clinicians in a morally special respect—they rely on the expert
knowledge and skill of clinicians to safeguard and advance their medical
interests without necessarily having the ability to independently assess and
monitor the actions of the clinician to make sure that they are aligned with
the patient’s best interest. Asymmetric knowledge and power create a rela-
tionship of dependence fraught with the potential for domination and abuse.
Treating the clinician patient relationship as fiduciary in nature helps to fa-
cilitate social trust by articulating clear expectations about the relationship
between patient interests and competing concerns. The social enforcement
of these expectations provides public assurance that breaches of that trust
will not be tolerated (Miller and Weijer 2006).

Hippocratic patient-centered consequentialism internalizes the fidu-
ciary nature of the social relationship between clinicians and patients into
the morality of medicine itself. It erects the health interests of the patient as
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the good to be optimized and it places the physician under a duty to use her
best medical judgment to always choose the act—the intervention or course
of care—that is most likely to bring about the best medical outcome for that
individual.

When deliberating about how to manage the potential therapeutic
advantages of an intervention given its possible adverse effects, the clinician
has a moral duty to choose the course of care in which potential burdens and
risks of care for a patient are offset by the prospect for therapeutic advan-
tage for that same patient. As a result, “when physicians of integrity practice
medicine, physicians’ and patients’ interests converge. The patient desires to
regain or maintain health to relieve suffering; the physician is dedicated to
providing the medical help that the patient needs” (Miller and Brody 2003).

When Miller and Brody say that the ends of clinical medicine and the
ends of research are logically incompatible, they are asserting that these ac-
tivities are structured by different frameworks of reasons that can diverge
in both principle and in practice. If the defining goals of clinical medicine
involve advancing the health interests of the individual patient, then there
are no circumstances in which the reasons that are internal to clinical med-
icine should ground conduct inconsistent with the medical best interests
of patients. The goals of clinical medicine and the interests of patients are
aligned, in this view, because the framework of reasons that structure that
activity necessarily tracks patient interests.

5.2.3 The Second Dogma: Research as Inherently Utilitarian

In contrast, “clinical research is dedicated primarily to promoting the med-
ical good of future patients by means of scientific knowledge derived from
experimentation with current research participants—a frankly utilitarian
purpose” (Miller and Brody 2003, 21 see also 2007, 162). The claim that re-
search with human participants is an inherently utilitarian undertaking is
a second dogma of research ethics.! One reason for its status as a perva-
sive and often unquestioned assumption is that it appears to be analytic—a

! Miller and Brody here give voice to a set of ideas that is often expressed in different terms. For ex-
ample, it was common in earlier discussions to speak more explicitly of the “problem of experimen-
tation” as setting the terms on which it is permissible to take some lives in order to save more lives
(Calabresi 1969) or in which the interests of some must be traded off against the interests of others
(Fried 1974).
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conceptual truth derived from reflection on the point and purpose of the re-
search activity. If the goal of research is to generate the knowledge necessary
to advance the medical interests of large numbers of future patients and if
the goals of this activity define the norms that govern it, then researchers
have a duty to act so as to generate the knowledge that will bring about these
advances in future medical care. Without any clear check or constraint on the
methods that researchers can use to promote this end, this position is treated
as permitting trade-offs between the welfare of study participants and future
beneficiaries of research.?

Treating the role-related obligations of clinicians and researchers as dif-
ferent forms of consequentialism sharpens the distinction between these ac-
tivities in a way that makes them appear “logically incompatible” Whereas
the ethical duties of the clinician have the form of patient-centered conse-
quentialism, the ethical duties of the researcher have the form of an impar-
tial, utilitarian consequentialism. As forms of consequentialism, both of
these moral frameworks share a slightly narrower focus on health-related
outcomes. Both also presuppose an optimizing rationality grounded in be-
neficence, directed at evaluating the rightness of individual acts by assessing
the consequences those acts are expected to bring about. They diverge, how-
ever, in their accounts of whose interests matter when it comes to evalu-
ating those consequences: the interest of the individual patient alone or the
interests of all future patients who stand to benefit from improvements in the
standard of care.

Because Hippocratic, patient-centered consequentialism focuses solely
on the medical interests of the individual patient, the expert decision-maker
is faced with a problem of comparing the relative value of different health
states for the same individual. This is a kind of intrapersonal comparison
of utility: will the burdens, harms, or risks associated with treatment A be
outweighed or offset by sufficient benefits to make the provision of A supe-
rior to the provision of treatment B, given its burdens, harms, or risks and the
offsetting benefits that might result to the patient?

In contrast, utilitarianism requires that the decision-maker go further and
compare the value of outcomes across different individuals. These interper-
sonal comparisons traditionally involve summing the value or disvalue that

2 Strictly speaking, from the narrow claim that the production of socially valuable information is
a necessary condition of ethically permissible research, if follows only that research that lacks social
value is morally impermissible. Nothing follows about the extent of the demands that can be placed
on the interests of free and equal persons in pursuit of this goal. I return to this point near the end of
the present chapter.
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results for different individuals from different courses of action (Sen 1979).
As a result, the considerations that determine whether to perform a test or
to administer an intervention to one set of people include the likelihood
that doing so will generate information necessary to improve the standard
of care that is available to a different set of future people. Moreover, if re-
search is a utilitarian enterprise and if performing procedures or providing
interventions that expose study participants to serious harms or risks is nec-
essary to bring about a sufficiently significant benefit to a large enough group
of future people, there are no grounds internal to the research enterprise it-
self on which to block or prevent such sacrifices. As a result, in this view,
there is no in-principle alignment between the interests of study participants
and the framework of reasons that structure the research activity.

5.2.4 Reasonable Risk: Trading Risk to Some for
Benefits to Others

That research is an inherently utilitarian undertaking seems to be reflected in
the way that reasonable risks are defined in the field:

Definition of reasonable risk: Risks to subjects that are not offset by the
prospect of direct benefit to the participant must be reasonable “in relation to
the importance of the knowledge that may reasonably be expected to result”
from the study (45 CFR 46.111[2]).

A trial can pose an acceptable degree of risk to participants even if those
risks are not offset by the prospect of direct medical benefit to participants
themselves. Rather, such risks can be justified if they are offset by the pros-
pect that they are necessary to generate sufficiently valuable information.
This seems to countenance the permissibility of trading risk of harm to a
small group of study participants if it will purchase sufficient social benefit
for others.

This conceptual analysis outlines the conceptual ecosystem within which
disputes play out over how to reconcile this fundamental tension. It sets the
terms in which debates are framed, and the interlocking claims that go into
this formulation of the problem constitute assumptions common to other-
wise warring camps. For instance, disputes about how to respond to this ten-
sion often take place against a shared framing of the problem as a conflict in
the vantage point of a single decision-maker. Normally the decision-maker
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in question is the medical professional who cannot simultaneously satisfy the
demands of these competing and incompatible forms of consequentialism.

Even when they disagree about how to respond to this problem, competing
sides often assume that the problem arises because the individual decision-
maker has a duty to do what in her best judgment will bring about the best
outcome. As a result, the idea that the central tension in research is a conflict
in the objectives to be advanced by a single, rational optimizer is baked into
the problem from the start. Against this backdrop the conflict hinges on the
different metrics this individual decision-maker is required to optimize to
bring about the best outcome—the medical best interests of the present pa-
tient or the medical interests of a large group of future patients.

5.3 No Easy Analytic Answers
5.3.1 Two Senses of Incompleteness

The claim that there is necessarily a moral dilemma at the heart of the re-
search enterprise appears to represent a deep philosophical truth that follows
from a conceptual analysis of the role of clinician and the role of researcher.
Against the backdrop of the first dogma of research ethics, this focus on social
roles makes sense because the moral norms that govern this sphere are taken
to derive from role-related obligations. Each of these social roles pursues
a logically distinct set of ends which are part of distinct systems of norms
and obligations. The moral obligations of the clinician represent a form of
patient-centered consequentialism while the obligations of researchers rep-
resent a form of impartial utilitarianism. Against the assumption that these
frameworks are to be implemented by the same individual decision-maker, it
looks like such a person would necessarily face a choice between optimizing
two different metrics: fidelity to the interests of the patient before them and
fidelity to science and the greater good.

Even if we assume for a moment that this argument is sound, what does it
show? The main point I want to make here is that, although it establishes that
these are conceptually distinct activities that advance different ends, it does
not show that these activities cannot be integrated in practice in a way that
respects the rights and welfare of study participants while generating socially
valuable information. In part, this is because professional norms are incom-
plete in two ways: their guidance may not always be adequate in the face of



TWO DOGMAS OF RESEARCH ETHICS 187

uncertainty and their guidance may not reflect broader considerations that
fall outside the narrow confines of issues recognized by professional roles.
Finally, conceptual arguments about the nature of professional roles are
often insufficient to answer substantive moral questions because professional
roles can be defined in myriad ways, each of which incorporates different
responsibilities.

To make these arguments, it is helpful to make explicit an idea that tacitly
motivates the conceptual analysis offered in the previous section and that
has deep roots in Western philosophy. This is the idea that professions, such
as medicine, are distinct bodies of craft knowledge, each of which can be
defined by the distinct end that it pursues. For ancient Greeks, craft know-
ledge or techne is the paradigm of a body of knowledge, covering a discrete
domain, geared to bringing about or producing a discrete set of ends or
outcomes. Different forms of craft knowledge are defined by the pursuit of
different ends: blacksmiths make implements from metal, carpenters make
objects from wood, generals understand strategy and how to use troops and
tactics to achieve victory. Similarly, medicine has a long history of being con-
ceived of as a craft whose purpose is to benefit the patient through the pro-
duction of health.?

Whether the guidance provided by such bodies of technical knowledge
is authoritative depends on two kinds of incompleteness. The first concerns
whether it has sufficient knowledge to reliably produce the well-defined
products or outcomes that define them. Even when it is clear what proper-
ties an object or outcome is supposed to have, the guidance of such a body
of knowledge becomes less authoritative as its ability to reliably produce that
product decreases. The second concerns the degree to which one craft relies
on some other body of knowledge to determine what properties its products
ought to have in order to serve the larger purposes and ends of the user.

Although different bodies of technical knowledge are distinct and can
therefore make competing demands on the same individual, they can also
be mutually supportive in actual practice. The reason, as Aristotle was well
aware, is that no narrow branch of professional knowledge has as its sub-
ject overall individual flourishing. Rather, each has as its defining end the
production of some relatively narrow good—health, wealth, victory, and so
on. But the question of how to make a good life out of those goods is not a

3 In the opening of the Republic, Plato has a protracted discussion of medicine as a craft distinct
from the craft of money-making. For its continued relevance to today, see London 2000a and 2020.
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technical question. It falls into the domain of ethics and what Aristotle calls
phronesis or practical wisdom, which, at the social level, is the domain of
political philosophy. As a result, the all-things-considered judgments that
we make about the limits on professional powers and prerogatives and the
constraints on their conduct must be informed by a larger conception of
the way that the goals and activities of various professions fit into a social
order that reflects the fundamental value of individuals and their interests
in making momentous decisions for themselves and in forging and pur-
suing a good life.

5.3.2 The Incompleteness of Medicine

Medicine is incomplete in both of these respects. First, it is often not clear
how to safeguard or advance the health of a patient. For example, we may
not understand the pathophysiology of a novel disease and there may not
be direct evidence about the effects of various interventions on that disease.
At best we may have a range of hypotheses about the mechanisms through
which the disease attacks the body and about which possible interventions
might represent the best way to bring about a clinical benefit in patients with
this disease.

In situations in which it is not clear how to advance a patient’s medical
best interests, the guidance of individual experts becomes less authoritative.
The reason is that the warrant for the claim that some act or course of care is
obligatory is grounded, ultimately, in the prospect that it will actually benefit
the patient. As it becomes uncertain whether patients are better off receiving
one form of treatment for a particular medical condition rather than another
(for example, intervention A or B), then randomizing that patient to receive
A or B has the advantage of generating reliable medical evidence without
knowingly compromising the health and welfare of study participants. We
will consider this argument in more detail in a moment (§5.4).

Second, medicine is also incomplete in the second sense outlined previ-
ously. Even if we assume that the clinician’s moral duties are appropriately
modeled as a kind of patient-centered consequentialism, it is simply false
that choosing an act that is less than optimal from this standpoint is the kind
of wrong that creates a moral dilemma in this space. The reason is that the
dilemma in question concerns the rights and interests of study participants
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and it is perfectly reasonable and ethically permissible for patients or study
participants to make choices that are not strictly optimal from the standpoint
of the individual Hippocratic clinician. Moreover, the case for this claim is
most compelling in precisely those circumstances in which the moral case
for conducting research is the most compelling.

Consider the following example (London 2020). At the inception of the
SARS-CoV-2 outbreak there was considerable uncertainty about the patho-
physiology of this novel disease and about the best methods for preventing
its spread and for treating infected patients. Experts relying on hypoth-
eses about disease pathophysiology and about intervention mechanism
constructed a list of at least a dozen interventions they regarded as likely to
produce a therapeutic effect in patients. It included prednisone, dexameth-
asone, baricitinib, methylprednisolone, enoxaparin, colchicine, remdesivir,
favipiravir, ivermectin, tocilizumab, lopinavir/ritonavir, azithromycin
chloroquine/hydroxychloroquine, and convalescent plasma (Herper and
Riglin 2020).

Imagine that for each of these n interventions there was a passionate group
of clinicians who, looking at the largely indirect evidence that was available,
was convinced that their favored intervention was likely to produce the best
outcomes for patients. If we assume also that the morality internal to the
role of caregiver requires that each recommend for their patients what each
believes is likely to maximize the patient’s health interests, then it would be
impermissible for such researchers to recommend anything but their favored
intervention to patients. This means that it would violate their Hippocratic
duty to recommend participation in a clinical trial and it is difficult to see
how they could refer a patient for a second opinion if they know that their
colleagues prefer different treatments as likely to be best.

Paradoxically, however, it would be permissible for each patient to seek
a second, or a third, or an nth opinion. Imagine, then, that some patients
visit each of these n groups of experts who each favor a different interven-
tion as likely to be medically best for this patient. It is permissible for each
of these patients to decide which clinician they want to care for them, even
though doing so results in a choice that n-1 experts regard as suboptimal. In
other words, if a patient agrees to be treated by a clinician who recommends
one of these interventions, then all of the others might regard this as a bad
choice. But it is not wrong to permit patients in this situation from making
such choice.
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So here we have a case in which different clinicians recommend different
treatments to a patient as likely to be best. If it is permissible for each to make
such a recommendation, then it is not wrong for each to act in a way that n-1
experts regard as likely to bring about less than the best outcome. Similarly,
the patient chooses an option that n-1 clinicians regard as violating their
Hippocratic duty to do what is in the best interests of the patient, but this
choice is not morally wrong.

As we will see in this and in the next chapter, if it is permissible for
patients to choose at random which experts should provide their care, then
it should also be permissible for those same individuals to choose the op-
tion of participating in a well-designed trial in which they would be ran-
domized to one of these # interventions. For now, my point is simply that
the abstract argument from the previous section fails to capture the two
important respects in which medicine is incomplete. As a body of know-
ledge about how to produce health, it is incomplete in the sense that there
will arise cases in which there is uncertainty or conflicting expert judgment
about how to best advance the medical interests of patients. In those cases,
research provides a way to generate this knowledge and, as I will argue in
more detail in the next chapter, this can be done without compromising the
rights or welfare of study participants. These activities may be conceptually
distinct, but not only may their ends not be incompatible, but in order to
fulfill its mission of translating therapeutic intent into actual benefits for
patients, medicine may require the thoughtful conduct of well-designed re-
search (London 2020).

Similarly, medicine is incomplete in the sense that the goal that it
produces is not the highest good there is. Health is an important good, but
its value relative to other ends is a question that falls outside of the technical
bounds of medicine. Even if clinicians are bound by Hippocratic duties to
always act in what they regard as the patient’s best interests, patients are
morally permitted to act in ways that subordinate their narrow medical
interests to the pursuit of other goals and commitments. In the example
just discussed, this takes the form of deciding to allow themselves to be
randomized to 1 of » alternative treatments for their medical condition
rather than deciding at random to receive care from one or another expert
clinicians. In this case, participating in research advances an important so-
cial good without necessarily requiring a sacrifice of self-interest on the
part of the participant. We will revisit this point several times in the re-
mainder of this chapter.
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5.3.3 The Incompleteness of Research

It is worth noting that research, as a technical body of knowledge, is also
incomplete in this second sense. If we think of research as something like
the craft whose domain is the scientific and statistical methods needed to
generate reliable knowledge about the safety and efficacy of various kinds
of interventions, then this craft is incomplete to the extent that it relies on
other disciplines—such as health policy informed by a proper concern for
the freedom and equality of community members—to articulate what know-
ledge gaps ought to be addressed and to articulate the constraints on permis-
sible methods of addressing those gaps.

When it comes to determining what the constraints are on permissible re-
search studies, the kind of conceptual analysis described in §5.2.1 is not suf-
ficient to answer this question. It is helpful to see that this point can be put
in two different ways. In both cases, even if we assume that the purpose of
research is to generate knowledge that will advance the interests of future
patients, it does not follow that such research is inconsistent with respect for
the rights and welfare of study participants.

The first way to make this point is that if we follow the second dogma of
research ethics and we grant that research is an inherently utilitarian under-
taking, it does not follow that it is wrong, all things considered, not to con-
duct studies that are regarded as optimal from this narrow viewpoint. Studies
that optimize social value may be morally wrong, all things considered, if
they do so by abrogating the rights and interests of study participants. Many
of the studies described by Beecher fall into this category (§2.2.3). Likewise,
studies that fall short of optimality when narrowly considered may be ethi-
cally preferable to studies that are optimal in the narrow sense, if they gen-
erate sufficient social value to improve the capacity of social institutions to
meet the needs of community members without violating or diminishing the
rights or welfare of study participants in the process.

In fact, if it is a conceptual truth that research is in some sense an inher-
ently utilitarian activity, then we might also say that it is axiomatic in re-
search ethics as a field that this utilitarianism must be constrained. Asserting
the conceptual incompatibility of the norms of research and any other set
of norms simply amounts to saying that when research operates under such
constraints it may not be optimally utilitarian. But so what. The question is
whether, from the standpoint of a just society, it can produce the information
necessary to improve the capacity of basic social structures to meet, secure,
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and advance the basic interests of its various members on terms that respect
the status of individuals as free and equal. No purely conceptual argument
about the proper ends of this activity can establish that this cannot be done
in actual practice.

5.3.4 If External Constraints Are Unnecessary
the Second Dogma Is False

Alternatively, research can be defined in various ways and some have argued
that the norms for limiting the demands that research can place on study
participants can themselves be derived from features internal to the research
enterprise. For example, it has been argued that, unlike physicians, who have
afiduciary duty to their patients, researchers have only the weaker obligation
not to exploit study participants (Miller and Brody 2002, 2003). If this duty
of non-exploitation is internal to research, then research isn’t a fundamen-
tally utilitarian undertaking after all and the second dogma of research ethics
is false.

Research isn't a fundamentally utilitarian activity, on this assumption,
because utilitarianism recognizes only a single duty—to perform the act
that brings about the greatest good (see §3.4.3). But if researchers are for-
bidden from bringing about some real benefit if it involves exploiting study
participants, then research would not be utilitarian. Among its goals and
ends there would be a set of considerations of sufficient moral import that
they sometimes outweigh the production of information necessary to im-
prove the medical care of large numbers of future people. Views that con-
tain considerations of sufficient weight to outweigh the production of greater
good are not consequentialist and so cannot be utilitarian.

Now the question arises as to why we ought to adopt this particular def-
inition of research. After all, we can think of at least three conceptions of
the research enterprise. Call the first “research,” which is defined as a body
of knowledge with the purely utilitarian end of maximizing the knowledge
necessary to advance the standard of care for future patients. Call the second

* Such views are not consequentialist because consequentialism is the view according to which the
goodness of outcomes is the only factor that determines the rightness or wrongness of an act (Kagan
1998). Views that accept that the goodness of outcomes matter, but hold that there are additional
constraints on which actions are right or wrong, are forms of moderate deontology because they
recognize constraints of sufficient strength that they sometimes outweigh the production of good
outcomes.
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“research*,” which is defined as the production of such knowledge within the
constraints imposed on that activity by a duty of personal care. Call the third
“research**)” which is defined as the production of such knowledge within
the constraints imposed on that activity by the duty of non-exploitation.

By now it should be clear that for any package of constraints [x, y, z,] we
can define a conception of “research**” that pursues those constraints by
definition. In the face of competing definitions of competing practices, it is
a substantive ethical and political question whether we ought to permit the
conduct of research, since the demands that it can place on participants are
not constrained by anything other than the prospect of helping future people.
Perhaps, instead, we ought to forbid the practice of research and only allow
the conduct of research*, since that produces socially valuable information
and forbids the violation of a fiduciary duty to participants. Or perhaps we
should forbid the practice of both research and research* and allow only the
practice of research** or research***.

The point is that conceptual analysis can help us differentiate research
from research* or research**, and so on, but it cannot settle the substantive
moral question concerning which of these practices we ought to promote
and how we ought to design the institutions that promote them. Substantive
moral questions of this type cannot be derived from analytic claims, since
such claims merely tell us how to define our words and concepts. Even if re-
search and medicine are distinct bodies of technical knowledge, how their
respective ends should be pursued in a just society and how their pursuit
should be reconciled with ends of other activities and the needs of commu-
nity members are substantive questions of ethics and policy that fall outside
of the parochial expertise of either set of professionals.

The upshot of the argument so far is that the conceptual argument for the
logical incompatibility of medicine and research cannot ground any substan-
tive claims about how to tackle the challenge of integrating the potentially
competing demands of these different disciplines within a just social order.
At best, this argument shows that these undertakings are distinct, guided
by different ends and responsive to different reasons. The norms that are in-
ternal to these activities and that are grounded in an understanding of the
ends they pursue are technical norms about how to effectively apply these
bodies of knowledge to bring about ends of a particular sort. All distinct
bodies of technical knowledge are governed by distinctive norms of this type.
But this does not pose an all-things-considered moral dilemma at a level of
ethics or policy since the narrow, technical norms of such disciplines do not
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extend into the larger ethical and political domain of how to integrate var-
ious activities within a just social order. Rather, what the scope of these pro-
ductive disciplines should be, when to call on the one rather than the other,
and how to reconcile their pursuit in a just society are substantive ethical and
political questions that requires a broader set of values and concerns than the
narrow technical norms internal to these disciplines.

5.4 Reconciliation through Uncertainty: The Template

The argument of the previous section rebuts the claim that from the fact that
clinical medicine and research are conceptually distinct we can show that
there is an inherent moral dilemma at the heart of research ethics. Even if the
arguments made earlier are correct, however, there may be more practical
grounds for concern about our ability to reconcile substantive requirements
pertaining to the welfare of individuals with the features studies require to
generate scientifically sound and socially valuable knowledge.

To motivate these worries we need to return to one of the arguments
I outlined in §5.3.2. I used that argument to show that the goals of research
are not necessarily inconsistent with the interests of study participants. I will
first present this argument in schematic form as a kind of template in the
sense that a number of its key propositions must be specified in more detail
in order for the content of the argument to be clear in operational detail.

Understanding what I refer to as the template for the appeal to uncertainty
is important for two reasons. First, I show how the two dogmas of research
ethics make one way of filling out this template seem natural and intuitive
(§5.5). The problem is that the resulting view is unworkable and doomed to
failure. Because this view is often seen as the only way to complete this argu-
ment, the fact that this common and intuitive way of completing the template
is unworkable reinforces the perception that there is a fundamental dilemma
at the heart of research ethics.

Second, it is important to understand that the intuitive and natural way of
completing this template is unworkable because of flaws that derive from the
two dogmas of research ethics and not from flaws inherent in the template
itself. Establishing this point is essential, in part, because in chapter 6 I pro-
vide a way of operationalizing the template that avoids those problems and
redeems the ambition of reconciling the pursuit of social value with respect
for the welfare of individuals. Since these are both ways of completing the
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same general template, it is important to recognize how these views differ so
that we can avoid confusion.

To lay out the template for the appeal to uncertainty, it is helpful to begin
by giving more precise definitions to two requirements that appear to be in
conflict. I will define the first, the Social Value Requirement, in a way that
reflects the content of the egalitarian research imperative:

Social Value Requirement: Research with human participants is only justi-
fied if it is reasonably expected to generate the knowledge necessary to de-
velop interventions, policies, practices, or other advances that will enable a
community’s basic social structures (such as its health-related institutions)
to more effectively, efficiently, or equitably safeguard and advance the basic
interests of its constituent members.

The social value requirement states a necessary condition for ethically ac-
ceptable research with humans. It is seen as in conflict with the following
requirement:

Concern for Welfare: It is impermissible to knowingly expose a person to
interventions, practices, or procedures that are known or credibly believed to
be worse than another available option.

One of the most enduring and important ideas about how to reconcile con-
cern for welfare with the social value requirement appeals to the existence
of credible uncertainty. The template for this argument, in its most general
form, can be stated as follows:

Template for the Appeal to Uncertainty: When there is credible uncertainty
about the relative merits of the set of interventions available for addressing
an important health problem, it does not violate concern for the welfare of
study participants to allow them to be allocated to an intervention from that
set by a method (such as randomization) that facilitates the production of re-
liable medical evidence.

The idea is that when it is clear that such a state of uncertainty obtains, a trial
designed to resolve that uncertainty—to bridge that knowledge gap—can
generate socially valuable knowledge without requiring the denigration or
abrogation of participant welfare.
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Consider first the claim that studies designed to address such uncertainty
are likely to have significant social value. If there is uncertainty about which
of several treatment options is best for patients with a given condition, then
research that provides the evidence necessary to vindicate the clinical merits
of one alternative over the rest would have a strong chance of altering clinical
practice in a way that renders care more effective and efficient. In fact, uncer-
tainty about the merits of the interventions being tested seems to be a neces-
sary condition for sound science since research is a tool for learning, and if
the answers to the questions posed are already known, then there is nothing
to learn.

Uncertainty about the relative merits of interventions being tested also
seems to be a necessary condition for socially valuable research since re-
solving uncertainty of this kind enables various stakeholders to better dis-
charge important moral or social responsibilities. Clinicians can prescribe
optimal care to patients. Patients have greater assurance about the likely
effects of various courses of care. Health systems can make a more effi-
cient use of scarce resources by implementing the best therapeutic, prophy-
lactic, or diagnostic options and eliminating less effective care or practices.
Policymakers will know which courses of care to promote, and perhaps
also which lines of research to foster and support and which to abandon or
demote.

Now consider the proposition from the standpoint of participant wel-
fare. If the relative clinical merits of a set of interventions are uncertain, then
there are no credible grounds for treating one intervention as superior to the
rest. In this case, being allocated to one intervention, rather than the others,
does not involve knowingly providing that person with a level of care that is
known to be worse than another available option. In this case, allowing a pa-
tient to be randomized to the alternatives in this set does not violate or con-
travene the clinician’s duty of personal care. Problem solved!

Unfortunately, matters are not so simple. What I've outlined previously
is the template for the argument that scholars who appeal to uncertainty
want to make. Part of the problem, however, is that the template is ambig-
uous about a nexus of specific claims or views that are tightly connected.
To give this nexus of views specific content is to fill out the details of a
framework of moral assessment within which the appeal to uncertainty
has substantial moral content. As those views are given more precise con-
tent, the credibility of the argument that results can be evaluated more
precisely.
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The following four questions capture the nexus of issues that must be spec-
ified in order for a framework involving this kind of appeal to uncertainty to
have determinant content:

1. Normative Basis: What is the normative basis for focusing on
uncertainty?

2. Whose Uncertainty: Whose uncertainty matters when contemplating
these issues?

3. Model of Uncertainty: How is “uncertainty” to be understood and
modeled?

4. Epistemic Threshold: What is the window that determines when
the relevant uncertainty obtains and when it has been removed or
disturbed?

Against the background of the two dogmas of research ethics, what
appears to be the most intuitive and natural way of specifying these views
results in a position that cannot support or redeem the ambitions of the tem-
plate I have laid out. Rather than rejecting the claim that uncertainty plays an
important role in bridging concern for individual welfare and social value,
as some have, I argue that we should reject the background views that make
those unworkable assumptions seem so natural and intuitive. In order for
uncertainty to play a critical role integrating ethical and scientific aspects of
research, we must dispense with the two dogmas of research ethics.

5.5 The View of Equipoise That Refuses to Die
5.5.1 The Normative Basis for Appealing to Uncertainty

Proponents of the principle of equipoise, like Charles Fried (1974), Benjamin
Freedman (1987, 1990), Paul Miller and Charles Weijer (2006a, 2006b) and
proponents of the uncertainty principle (Hill 1963; Peto et al. 1976; Peto and
Baigent 1998; Sackett 2000), ground the normative basis for focusing on un-
certainty in its ability to render research participation consistent with the
clinician’s duty of personal care, or the fiduciary obligation to provide op-
timal care to each individual patient. On this view, uncertainty provides the
key for turning one dogma of research ethics against the other: the best way to
limit the inherent utilitarianism of the research enterprise is to circumscribe
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the obligations of one professional role within another. The demands that
can be exacted from patients are limited to those that are consistent with the
clinician’s duty of personal care.

5.5.2 Whose Uncertainty Matters

Thinking of uncertainty as a bridge between the goals of science and the
moral duties of the individual clinician or researcher entails a particular view
of the second question that fills out the template for the appeal to uncertainty,
regarding whose uncertainty matters. If the moral obligations of researchers
are derived from the physician’s duty of personal care, then it follows that the
duty of personal care binds the individual physician in the clinical context.
Each physician is charged with benefiting their individual patients according
to their best judgment. As a result, this requires that the individual clinician
or researcher must be uncertain about the relative net therapeutic merits of
the available interventions in order to recommend that a patient enter into
a clinical trial. As a result, Fried (1974) and others (Peto 1976; Chard and
Lilford 1998) argue that the uncertainty must reside in the mind of the indi-
vidual clinician or researcher. After all, individual clinicians or researchers
have a special moral obligation to the individuals in their care and they must
enroll participants in studies or perform study procedures on individual
participants.

The individualistic nature of the provider-patient relationship and the
duties of clinicians seems to require that the relevant uncertainty must be
located in the mind of individual clinicians. As one proponent of the uncer-
tainty principle puts it:

An ethical physician must do what is best for his or her patients. She cannot
participate in a controlled trial if she is certain that one arm is superior
to the others and that some of her patients will receive an inferior treat-
ment by participating in the trial. It does not matter whether her certainty
is based on formal scientific studies, on personal experience, on anecdote,
on tacit understanding, or rules of thumb. Whether her certainty is in ac-
cord with or diverges from the view of the medical community is irrelevant.
Uncertainty is a moral prerequisite for a controlled study. If we know what
we should do, we should do it, not study it. (Enkin 2000, 758)
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Here, the focus on uncertainty in the mind of the individual clinician is com-
bined with a relatively fragile epistemic threshold according to which uncer-
tainty is the absence of even anecdotal reason to expect that at least one of the
interventions under consideration is superior to the rest.

5.5.3 Modeling Uncertainty

With regard to the third question about how to understand uncertainty, the
focus on the judgments of the individual clinician or researcher who must
discharge a duty of personal care to each individual before her suggests that
uncertainty should be understood as a subjective state of the individual
decision-maker. The traditional, Hippocratic understanding of the duty of
personal care models it as a duty to choose optimal care for each individual.
As a form of patient-centered consequentialism, the right act is the one that
is best for the individual in question. In a situation in which the effects of
interventions are known with certainty, then the clinician’s obligation is to
choose the option that will produce the largest net benefit to the individual.
When the effects of interventions are not known with certainty—when they
are subject to some element of chance or when the information that we have
about them is scant or unreliable—then standard theories of individual ra-
tionality hold that the best option is the one that has the highest expected
value. Expected value is the product of two factors: the magnitude of the ex-
pected net benefit to the individual and the probability of that benefit being
realized or obtaining in practice.

In order for the clinician’s duty of personal care to permit participation in
a study where an individual will be provided one intervention, chosen by a
random process, from a set of several options, the clinician must believe that
none of those options is likely to be better than the rest. Against the back-
ground of the traditional, Hippocratic conception of the therapeutic obli-
gation, this state obtains when there is no difference in the expected value of
the interventions in the set of treatment options. In this case, each of these
interventions is an equal bet in prospect, meaning that each has the same
expected value for the participant. This also seems like a fairly natural and
straightforward way to interpret the concept of equipoise—the expected
value of each intervention is such that the judgment of the expert is “equally
poised” between them.



200 RESEARCH AMONG EQUALS

5.5.4 The Threshold of Uncertainty

At what point has uncertainty been disturbed such that providing a patient
with a particular option or set of options from the available set would violate
the clinician’s duty of personal care? On the view we have been entertaining
so far, uncertainty is disturbed as soon as the clinician regards one interven-
tion as having a higher expected value than the rest. Once one intervention
has a more favorable expected value than the other options, the clinician’s
duty of personal care is no longer indeterminate. Rather, their duty is to pro-
vide the option that they regard has the highest expected net benefit for the
patient in question.

5.6 Doomed to Failure
5.6.1 The Fragility of Individual Uncertainty

One of the most damning objections to this very natural and intuitive way of
understanding equipoise is that it is incapable of supporting or redeeming
the project of reconciling concern for the welfare of study participants and
the production of valuable scientific information. The source of this failure
lies in its conception of individual uncertainty, which is so fragile and eva-
nescent that it rarely obtains. As Marquis (1983) and others (Gifford 1986;
Hellman 2002) argue, only in relatively rare circumstances will a physician
believe that it is equally probable that two or more therapeutic options offer
a particular patient the same degree of benefit. There will almost always be
some bit of information or some aspect of one intervention that tips the bal-
ance of the clinician or researcher’s subjective assessment in favor of one in-
tervention over others. Because such a fragile state of uncertainty will rarely
exist, clinical trials between therapeutic alternatives cannot ethically be
initiated.

Alternatively, even if such a fragile state of uncertainty did obtain at the
start of a trial, critics argue, it would vanish as soon as evidence from the trial
emerges (Hellman 2002). As a result, equipoise will not persist long enough
to bring a clinical trial to its desired conclusion. As soon as the trial generates
its first data points the physician is obligated to update her beliefs about which
intervention is most likely to best advance the patient’s health interests. If
one option appears to fare better than another, the hypothesis that one op-
tion is inferior to the other would be more probable than its complement. As
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Marquis argues, this means that the clinician’s therapeutic obligation is no
longer neutral between available options since, “A physician should not rec-
ommend for a patient therapy such that, given present medical knowledge,
the hypothesis that the particular therapy is inferior to some other therapy
is more probable than the opposite hypothesis” (1983, 42). Once this fragile
state of uncertainty is disturbed, the trial can no longer be justified.

Since the point of the appeal to uncertainty is to reconcile the produc-
tion of socially valuable knowledge with respect for the welfare of study
participants, the considerations laid out in this section are sufficient to show
that the particular conception of equipoise we are discussing here is an abject
failure. In the rest of this section I show that this view is subject to additional
shortcomings. Before moving on to the additional problems with this view,
however, it is important to understand exactly what the objections in this
section show.

Because the conception of equipoise that refuses to die is often treated as
synonymous with equipoise in general, some critics take the argument in
this section to show more than it does. In particular, they take it to show that
there is a moral dilemma in research in which we can either respect the in-
dividual welfare interests of study participants or we can generate the infor-
mation necessary to promote scientific progress. We can’t do both (Marquis
1983; Gifford 1986; Hellman 2002; Miller and Brody 2003). But this is a
mistake.

The arguments in this section drive a stake into the heart of a very par-
ticular way of filling out the content of the template for the appeal to uncer-
tainty. In particular, we have shown only that these objections apply to a very
specific view, namely, the conception of equipoise in which the uncertainty
in question resides in the head of the individual clinician or researcher and is
represented as a subjective judgment that the interventions in question have
equivalent expected therapeutic value. From the fact that this conception of
equipoise prohibits the vast majority, if not the entirety of socially valuable
clinical research, it does not follow that the template for the appeal to uncer-
tainty is unworkable. That is because there are other ways that the template
can be filled out. In particular, Freedman rejects the view of equipoise that
locates the relevant uncertainty in the mind of the individual researcher, in
part, to avoid these very objections. In the following chapter I argue for an
alternative that is sufficient to reconcile respect for the welfare of participants
with advancing the common good.

The point of these remarks is to highlight the significant influence of
the various background claims and presuppositions that structure the
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conceptual ecosystem in which this view of equipoise most naturally arises.
If we accept all of those presuppositions, then not only does there appear to
be a dilemma at the heart of clinical research, but it appears to be stark and
bleak. On the one hand, if we endorse the idea that the best way to make
sense of respect for the welfare interests of study participants is to appeal to
the individual clinician’s duty of personal care, and we retain the traditional,
Hippocratic conception of that duty, then we have to bite the bullet and hold
that most clinical research is unethical. Alternatively, if we step back from all
of this, and examine our intuition that a good deal of sound clinical research
is not morally objectionable, then we seem to have to bite a different bullet
and infer the utilitarianism of clinical research has to take priority over con-
cern for individual participant welfare. This is why it is critical to distinguish
the template for the appeal to uncertainty, and the range of alternatives for
completing its practical content, from this particular attempt to specify its
content.

5.6.2 Permitting Senseless Studies

The previous section recapitulated some prominent arguments in the liter-
ature on equipoise. Those arguments show that the view of equipoise that
refuses to die is overly restrictive in that it would prohibit scientifically and
socially valuable research from ever starting and that, even if such research
can be initiated, this framework would prevent it from generating sufficiently
reliable information to alter clinical practice and advance the standard of care.

One potential weakness of that argument is that proponents of the con-
ception of equipoise that refuses to die might bite the bullet and simply hold
that it is not permissible to violate the clinician’s duty of personal care as they
conceive it. The important insight in this response is that the arguments in
the previous section rely on an independent judgment that clinical research
is sufficiently valuable and important that a view which would prohibit all re-
search must be morally flawed. Without independent support for the value of
research, the previous argument might be seen as begging the question—as
asserting that research is morally acceptable when the argument in question
gives us credible reasons to believe that it is not. As a result, it is important
to consider other weaknesses in the view of equipoise in question that do
not rely on any claims about the moral value of activities that such a view
prohibits.
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The next argument points out something that is not well understood in the
larger literature: the view of equipoise that locates uncertainty in the mind of
the individual clinician and treats it as a fragile state of equivalence in pros-
pect is too permissive—the studies that most clearly satisfy its requirements
can lack significant social value.

On the view of equipoise in question, research is permissible when the ex-
pert clinician or researcher does not have a preference between any members
of a set of interventions. This condition occurs when the expert judges that
the members of that set have equal expected value. If a clinician believes that
interventions A and B have equal expected value, then, on this view, it is per-
missible to allow study participants to be randomized to receive either of
these interventions. The objections of the previous section target the state of
affairs in which we need new information to clarify the relative merits of a set
of interventions in order to close a knowledge gap. I say they target this case
because closing an information gap is a paradigm case of a study with social
value—generating reliable information in that case has a high likelihood of
altering clinical practice and providing patients and other stakeholders with
the information they need to make momentous decisions. The point of the
objections of the previous section is that the conception of equipoise that
refuses to die is incapable of generating information of this kind.

But consider the case in which an agent’s belief that the interventions in
the relevant set are of equivalent clinical value rests on considerable prior
evidence. In this case, subjecting these interventions to further testing would
not have significant social value and so would not be a wise use of scarce re-
sources since we are asserting, by hypothesis, that there is no evidence gap
that needs to be filled to improve the care of future patients. Nevertheless, it
would be the case that such a study is morally permissible on the view of equi-
poise under consideration since the individual clinician or researcher has no
grounds on which to prefer one intervention over the others. Although there
is no social value in initiating such a study, the conception of equipoise in
question regards the study as morally permissible because it begins in a state
of equipoise—the individual researcher regards the relevant interventions as
an equal bet in prospect.

Moreover, this study represents one of the rare cases in which this view of
equipoise can support a trial that runs to completion. In other words, if the
interventions in question really are of equivalent value, then it would be pos-
sible to run the study to completion as long as interim evidence accurately
reflects their equivalent practical utility. But the fact that such studies could
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be run to completion cannot be used to rebut the present objection since the
probability that such a study runs to completion is in inverse proportion to
the social value of the study. The less likely it is that we will learn anything
new, the more likely it is that such a study will remain permissible on this
(faulty!) conception of equipoise.

The argument in this section does not rest on any question begging
assumptions about the relative importance of generating socially valuable
information compared to the importance of respect for participant wel-
fare. Instead, it shows that the conception of uncertainty that motivates this
common and intuitive view of equipoise does a poor job of tracking the so-
cial value requirement, since the clearest cases in which this type of equipoise
is likely to obtain are the least likely to generate information that will close
important information gaps.

5.6.3 Conflicting Judgments and
Self-Defeating Requirements

There is an additional argument against the conception of equipoise as a
fragile state of uncertainty in the mind of the individual clinician that does
not rest on what the proponents of that view may be motivated to regard as
potentially objectionable premises about how to trade off one value against
another. In particular, this conception of equipoise is self-defeating in the
sense that it sets back the legitimate interests of a range of stakeholders
without advancing any countervailing interests. Part of the problem relates
to the reason why Freedman rejected this view of equipoise, namely, it is in-
capable of addressing a common kind of medical uncertainty precisely be-
cause that uncertainty is not to be found in the head of any particular expert.

One of the reasons that Freedman rejected the view that equipoise is a state
of uncertainty in the mind of the individual clinician is that he had a clear
sense that this focus is too narrow. In particular, there is often reasonable
diversity in judgment among well-qualified and informed medical experts.
Any conception of uncertainty that focuses solely on the judgment of a single
medical expert will fail to capture an important form of uncertainty that clin-
ical research should play a key role in addressing. This is uncertainty in the
form of conflicting expert judgments or conflicting medical assessments.

To illustrate this point, let us more carefully consider what states might
count as examples of medical uncertainty. The view of equipoise that frames
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uncertainty as a feature of the decision process of an individual decision-
maker can recognize two states of affairs that count as exemplifying medical
uncertainty.

I call the first state of affairs clinical agnosticism. This state obtains when
the individual decision-maker does not have a considered expert judgment
about the relative merits of a set of medical interventions for patients with
a specific medical condition. For instance, we can imagine a condition for
which there are no interventions that have been established as effective
treatments and there is a novel intervention that has been shown to be safe
in healthy adults. Now consider a proposal to test the efficacy of this novel
intervention in a trial in which all participants receive usual medical care
and randomization is used to determine which patients receive a placebo and
which receive the novel, investigational intervention. In this case, the set of
relevant interventions includes A, the investigational drug, and B, the pla-
cebo. An expert clinician is agnostic about the relevant merits of A and B if
that expert considers the evidence so sparse or unreliable that it doesn't favor
one option over the others.

Clinical agnosticism is different from what I will call clinical equivalence.
This is because the agnostic clinician is unable to form a preference of any
kind between the interventions in question. In other words, the expert is un-
willing to say that A is preferable to B, that B is preferable to A, or that A and
B are of equivalent value. In contrast, clinical equivalence is the state in which
the expert believes that the evidence is sufficient to warrant a judgment about
the relative merits of the interventions in question and, on the basis of that
information, concludes that they are of equivalent expected value.

Clinical equivalence may itself come in different forms or flavors. For ex-
ample, if the evidence about the relative merits of A and B is relatively sparse,
then the assessments of the likely expected value of each intervention might
involve probability distributions that are very wide and encompass a broad
range of possibilities. In contrast, as evidence accumulates about the merits
of A and B, that uncertainty might narrow, indicating a greater confidence
on the part of the expert about what to expect from the provision of these
interventions.

For our present purposes, the main point is that neither clinical agnosti-
cism nor clinical equivalence can capture another state of affairs that seems
to represent a paradigm case of medical uncertainty. I call this state clin-
ical conflict. The state of clinical conflict obtains when one group of well-
informed and expert clinicians have a strict preference for one option over
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the others (for example, these clinicians regard A as a superior treatment op-
tion to B) but there are other, equally well-informed experts who regard B as
the superior treatment option to A. This is a case of clinical conflict because
every expert clinician has a definitive expert judgment that one intervention
is superior to the others, but the judgments of these well-informed medical
experts do not agree. In the example I've just given, no individual expert is in
a state of clinical agnosticism or clinical equivalence with respect to A and
B. Nevertheless, the community is in a state of clinical conflict because some
judge A to be superior to B while others judge B to be superior to A.

Freedman rejects the idea that equipoise is a state of uncertainty in the
mind of the individual clinician precisely because he recognizes that what
I am calling clinical conflict is a form of medical uncertainty in which there is
“a split in the clinical community, with some clinicians favoring A and others
favoring B” (1987, 144). This is why he is at pains to say that his favored po-
sition, what he calls clinical equipoise, is “consistent with a decided treatment
preference on the part of the investigators. They simply recognize that their
less favored treatment is preferred by colleagues whom they consider to be
responsible and competent” (1987, 144).

Freedman makes this move because he recognizes that there is significant
social value in conducting research that has the prospect of reducing conflict
among expert clinicians. If it is the case that one group of clinicians is correct,
and that, for example, the clinical merits of A dominate the merits of B, then
demonstrating this fact will reduce inefficiencies in current practice since,
without the study, some experts would provide B to patients. Not only are
some patients receiving inferior medical care, but scarce resources are being
spent on the provision of inferior care. Reducing or eliminating such ineffi-
ciency will directly benefit patients and help health systems steward shared
resources to more effective uses.

The problem, however, is that the view of equipoise that we have been
entertaining here—the one that Freedman rejects and that refuses to die—
cannot permit research that is designed to address a state of conflict among
well-informed medical experts. The reason for this is simple: no expert is un-
certain in the sense of uncertainty that defines that view. In a case of clinical
conflict, every expert has a definitive expert judgment in favor of one option
and no clinician is in a state of clinical agnosticism or clinical equivalence.
Those who favor A over B thus see themselves as having a duty of personal
care to their patients to provide them with A and to prevent them from being
randomized to B. Similarly, those who favor B over A see themselves as
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having a duty of personal care to their patients to provide them directly with
B and to prevent them from being randomized to A. Because no clinician is
uncertain, if the view of equipoise that refuses to die is correct, a trial that
would establish the relative merits of A and B cannot be run.

This result, however, is absurd. Patients who happen to live in one place,
or who happen to have a particular insurance provider, or who happen to be
assigned to a particular clinician, will receive intervention A. Other patients,
who happen to live in a different place, or who happen to have a different
insurance provider, or who happen to be assigned to a different clinician,
will continue to receive intervention B. Each clinician believes she is doing
what is best for her individual patient, and each disagrees with the treat-
ment recommendations of other equally well-informed medical experts.
Prohibiting patients from being randomized to A or B results in a situa-
tion where arbitrary differences in location, insurance coverage, or other
circumstances result in some patients receiving A and some receiving B, but
under conditions in which the relevant merits of these interventions cannot
be compared. The prohibition on randomization thus deprives a wide range
of stakeholders of information that is relevant to decisions that affect people’s
health and welfare without advancing any countervailing interest.

Now consider the situation in which we allow patients to be randomized
to A or B. In this case, some patients receive intervention A and some receive
intervention B—just as in the status quo. Only now, randomization creates
the conditions under which the effects of each intervention are statistically
independent of a wide range of factors that might influence and confound the
observed outcomes. As a result, the random allocation creates the conditions
under which we can discern the relative clinical merits of A and B. We can
learn, that is, whether one of these interventions is superior to the other.

Prohibiting this trial makes no one better off. It doesn’t advance the
interests of any person. Nor does it protect patients from receiving sub-
standard care since prohibiting the trial permits both A and B to be pro-
vided by clinicians who favor them. All it does is deprive clinicians, patients,
and other stakeholders of the information they need to better advance the
health needs of people with this medical condition. Similarly, permitting
this trial does not make anyone worse off. Each participant receives a level of
care that would be recommended for them by an expert clinician. But when
participants are matched with treatments by a random process, we can expe-
ditiously learn about the relative merits of these interventions and improve
medical practice.
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Prohibiting a patient from being offered the option of being randomized to
A or Bin the presence of effective study oversight is self-defeating. It removes
an option that does not adversely affect any interest of any stakeholder, but
which does represent an avenue through which participants can contribute
to the resolution of a clinically meaningful question. Blocking research as
an avenue through which patients can contribute to the common good, in
the sense defended here, is an unjustifiable restriction on individual liberty.
Because it also prevents the generation of a social good without any offsetting
benefit to participants, it stymies a socially beneficial undertaking without
warrant. The myriad stakeholders who rely on the information such studies
are intended to generate are deprived of that information, setting back the
interests of the various stakeholders who depend on them, without an offset-
ting benefit.

The argument outlined here represents a powerful objection to the view of
equipoise that requires uncertainty in the mind of the individual researcher.
It identifies an area of uncertainty—clinical conflict—which that view is in-
capable of accommodating. Nothing in these arguments presupposes con-
troversial claims about how to trade off risks to participants against the likely
gains in socially valuable information. Rather, the kind of case outlined
here represents a situation in which the interests of participants and the
requirements of sound science are not in conflict. The fact that the concep-
tion of equipoise that refuses to die prohibits research in this case reveals the
extent to which it is misguided, and its normative foundations fail to track
the ethically relevant issues.

5.6.4 Confusion in the Field: The Uncertainty Principle,
Equipoise, and Clinical Equipoise

Too often, the view that treats the relevant uncertainty as a fragile subjective
state of the individual clinician is treated as synonymous with the equipoise
requirement, or as capturing the essentials of all variants of the equipoise
principle. For example, Ashcroft describes clinical equipoise as

equipoise in the mind of the intending physician regarding treatment
options. In many ways, this remains the best formulation. For clinical equi-
poise is a necessary condition on entering a patient into a trial, and if any

clinician is not in clinical equipoise regarding a patient of a trial, then this
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(or any other of his patients) should not be entered by him or her into the
trial. The ethical duty of the physician here is clear enough. (1999, 320)

Equating this position with clinical equipoise is a mistake. Nevertheless, it is
a mistake whose seeds were sewn at the birth of the concept of clinical equi-
poise. When Freedman opens his seminal paper “Equipoise and the Ethics of
Clinical Research,” he writes:

In the simplest model, testing a new treatment B on a defined population P
for which the current accepted treatment is A, it is necessary that the clin-
ical investigator be in a state of genuine uncertainty regarding the compar-
ative merits of treatments A and B for population P. If a physician knows
that these treatments are not equivalent, ethics requires that the superior
treatment be recommended. (1987, 141)

In this general introductory statement, Freedman is following Charles Fried’s
formulation in which the uncertainty that is required to justify the trial is sit-
uated in the mind of the individual clinical investigator. This gives readers
the false impression that Freedman is expressing his own, considered view
in this passage. The problem is that Freedman does not endorse this view. He
calls it “theoretical equipoise,” which he rejects.

According to the view of clinical equipoise that Freedman actually
endorses, the requisite uncertainty is located in the larger expert medical
community. Equipoise obtains when “there is no consensus within the ex-
pert clinical community about the comparative merits of the alternatives
to be tested” (1987, 144). Moreover, Freedman explicitly states that clinical
equipoise can exist in situations in which no individual clinician is uncer-
tain. This happens when there is “a split in the clinical community, with some
clinicians favoring A and others favoring B” In this case, he argues, clinical
equipoise is “consistent with a decided treatment preference on the part of the
investigators. They simply recognize that their less favored treatment is pre-
ferred by colleagues whom they consider to be responsible and competent”
(1987, 144). Finally, Freedman adopts a more robust epistemic threshold,
according to which the relevant uncertainty persists until evidence for the
superiority of one intervention emerges that would be sufficient to forge a
consensus in the relevant expert clinical community (Freedman 1987, 1990).
This threshold requires that the evidence supporting a claim to superiority
on behalf of one intervention from among the set under consideration must
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be sufficiently compelling that it will influence the practice behavior, not just
of one physician, but of the community of physicians.

What Ashcroft identifies as “clinical equipoise,” therefore, is actually
what Freedman identified as “theoretical equipoise” and what Fried had
referred to simply as “equipoise” Adding to the confusion, within litera-
ture from the United Kingdom this latter position (what Freedman calls
“theoretical equipoise”) is commonly referred to under the name of “the
uncertainty principle” (Hill 1963; Peto et al. 1976; Peto and Baigent 1998;
Sackett 2000). In contrast, what Freedman actually describes as “clinical
equipoise,” Ashcroft calls “collective or professional equipoise,” a term
that is also more common among writers from the United Kingdom (e.g.,
Chard and Lilford 1998).

Asaresult, when the concepts of equipoise or clinical equipoise are invoked
in all but the most scrupulous literature, they are often glossed in the terms
I outlined in §5.5—as a requirement that the individual researcher believe
that the interventions in question are an equal bet in prospect. Even when
scholars distinguish the concept of clinical equipoise from other variants of
equipoise, the former view is frequently mislabeled. Given the proliferation
of different nomenclatures, this has created a fair amount of both confusion
and frustration.

As a result, the view I've outlined is like a character from a horror film. It
can be shot, stabbed, and burned, but just when you divert your attention it
rises again to stalk the pages of journals and lecture halls, reigning terror in its
wake. In part, this happens when scholars who believe they have vanquished
this view under one label—they have repudiated it under the label of “theo-
retical equipoise,” for example—go on to invoke the content of theoretical
equipoise in some more restricted domain (§5.7). In other cases, rampant
confusion over what constitutes equipoise in general, or clinical equipoise
in particular, promotes the tendency to (mistakenly) explicate any proposal
made under this moniker by reverting to the terms of the view it is intended
to displace. This process is undoubtedly fueled, in part, by the fact that the
term “equipoise” seems to connote something like views that are “equally
poised” on a scale or an edge of some sort.” This imagery, in a conceptual

° Eyal and Lipsitch (2017) is a recent example in which equipoise is rejected under the assumption
that it requires individual uncertainty and an equal balance of probabilities.
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ecosystem structured by the two dogmas of research ethics explicated previ-
ously, creates a set of entailments that seem entirely natural and straightfor-
ward. As a result, this conception of equipoise is the philosophical equivalent
of the alien that has laid its egg in the stomach of its unwitting victim so that
the monster can dramatically burst forth from the victim’s chest, only the
victim here is clinical equipoise and the view that bursts forth is the view of
equipoise it was meant to supplant and replace.

For the moment, the point I want to drive home is that the view of equi-
poise that refuses to die—what Freedman calls “theoretical equipoise” and
what Charles Fried simply called equipoise—cannot provide a workable
foundation for scientifically and socially valuable research. This failure
reinforces the perception that there is a fundamental conflict—a moral
dilemma—at the heart of research ethics. As I showed in the previous sec-
tion, Freedman had already recognized some of the weaknesses in this view
and they drove his attempt to defend an alternative view that might avoid
these shortcomings.

Freedman’s core innovation was to move the uncertainty that is relevant to
establishing the boundaries of morally permissible research out of the head
of the individual clinician. I think that this move was largely correct, and
I extend and build on it in the next chapter. However, because Freedman con-
tinued to ground his view in the role-related obligations of physicians, his
view also suffers from significant problems.

Before turning to those arguments, it is important to consider a recent
challenge to Freedman’s conception of equipoise that has been articu-
lated, perhaps surprisingly, by two of its most ardent defenders. Miller and
Weijer (2006b) argue that clinical equipoise is insufficient as a moral safe-
guard on research because “clinical equipoise does not adequately specify
the doctor-researcher’s duty of care to the patient-subject” (2006b, 546).
Examining their claims will underscore the extent to which a focus on the
moral responsibilities of individual clinicians has such a powerful hold
on the moral debate in this area. It also allows us to investigate the merits
of an alternative formation of Fried’s equipoise in which the relevant un-
certainty is located in the mind of the individual clinician, but the fragile
threshold for disturbing equipoise is replaced by a more robust, social
threshold.
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5.7 The Duty of Care Revisited

5.7.1 Does Clinical Equipoise Address the Wrong Issue?

Miller and Weijer frame the fundamental problem of research ethics
in terms that recapitulate the first dogma of research ethics. On the
one hand, randomized clinical trials (RCTs) are designed to produce
the public good of generalizable medical evidence. On the other hand,
physician-researchers owe patients a “duty of care” that requires that they
exercise their discretionary powers to advance patient interests “to the
greatest extent possible” (2006b, 545). They thus hold that the “central di-
lemma of the randomized clinical trial” arises “because offering patients
enrolment in RCTs imperils the doctor’s duty to act in their interests”
(542). The core question to be resolved, then, is “when may physicians,
consistent with their duty of care to patients, offer them enrolment in an
RCT?” (542).°

Miller and Weijer are proponents of clinical equipoise, but they part
ways with Freedman when they argue that “clinical equipoise does not ad-
equately specify the doctor-researcher’s duty of care to the patient-subject”
(2006b, 546). Their argument for this claim involves several steps. First, they
note, correctly, that questions about the social value of a trial and the rea-
sonableness of the risks that it involves must be addressed at the point when
a study protocol is being formulated and prior to the enrollment of study
participants. In other words, before participants can be approached with the
possibility of participating in a study, an IRB must find that the study is ethi-
cally permissible.

Second, Miller and Weijer argue that Freedmanss clinical equipoise is the
appropriate standard for approving a study protocol. In other words, IRBs
can ask whether there is honest and informed disagreement among experts
in the relevant medical community about the interventions to be tested in a
study and, if this is the case, they can permit a trial to move forward. Miller
and Weijer refer to this as fulfilling the state’s obligation in protecting the
“agent-neutral interests of patient-subjects” (2006, 543). Although they
do not define the term “agent-neutral interests” the idea appears to be that
these are interests that agents can be presumed to have insofar as they are
patients with a particular medical condition who meet the conditions listed

¢ There is a minor typographical error in this passage that I have corrected in my quotation.
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in the protocol’s inclusion criteria and who lack the various characteristics
listed as exclusion criteria. When IRBs find that clinical equipoise exists—
that there is honest disagreement about the merits of the interventions in a
trial for patients who meet the stated inclusion criteria and lack character-
istics in the exclusion criteria—then the IRB ensures that participants “will
not be asked to accept substandard treatment to participate in clinical re-
search” (544).

Thirdly, they argue that because IRB approval is limited to the protection
of these agent-neutral interests, such approval “does not entail the moral or
legal acceptability of enrolling particular patient-subjects in research, nor
does it entail the acceptability of their continued participation in the study,
as these acts engage the agent-relative interests of patient-subjects” (2006,
545). Once again, the term “agent-relative” interests is not defined, but from
the context it appears that it refers to specific or unique interests that pertain
to individual subjects. Thus, for example, if the specific medical history of a
patient suggests that receiving a particular intervention A would be “unduly
harmful” (2006, 546) then it would be impermissible to enroll such a person
in a study in which they might be randomized to A, even if that patient has
the medical condition that A is intended to address.

As a result, Miller and Weijer argue that clinical equipoise captures a duty
that the state owes to individuals who agree to participate in research to en-
sure that their agent-neutral interests will be protected in the course of such
participation. However, as they understand it, “clinical equipoise does not
contemplate the particular circumstances of individual patient-subjects.
Therefore, it is not, and indeed cannot be, considered to be an adequate spec-
ification of the duty of care of doctor-researchers, because they are bound
to protect the agent-relative welfare interests of the patient-subjects” (2006,
546). In effect, they argue that clinical equipoise is a solution to the wrong
problem: the fundamental dilemma at the heart of research is about how to
reconcile research participation with the clinician’s duty of personal care—a
subject, they argue, Freedman’s clinical equipoise simply doesn’t address.

5.7.2 The Clinical Judgment Principle

As aresult, Miller and Weijer claim that although clinical equipoise is a nec-
essary condition for ethically initiating a trial, no person can be enrolled
into a trial solely on the basis of clinical equipoise. Rather, to reconcile study
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participation with the physician’s duty of personal care, it must also be the
case that the individual physician-researcher regards study participation as
consistent with that duty. And, like Fried and others, Miller and Weijer argue
that the duty of care requires the exercise of discretionary powers for the sole
purpose of advancing the individual patient’s medical best interests.

Miller and Weijer take themselves to be showing that clinical equipoise
and Fried’s equipoise are not mutually exclusive. The former governs the re-
view of study protocols by IRBs and the latter states the conditions under
which individuals can be recruited into a study. How then do they propose
to avoid the problems that led Freedman to reject Fried’s view in the first
place—the problems we canvassed in §5.5-5.62

Miller and Weijer argue that it is a mistake to assume that the clinician’s
duty is based on a fragile epistemic threshold in which a mere hunch that
one intervention is superior to the rest is sufficient to trigger the physician’s
duty of personal care and require the provision of that intervention and no
other. Instead, they argue that individual researchers are subject to what
they call the “clinical judgment principle;” which holds that if an RCT has
been approved by an IRB, “the physician may offer patients enrolment in a
trial unless (1) they believe that it would be medically irresponsible to do so
and (2) this belief is supported by evidence that ought to be convincing to
colleagues” (2006, 546).

How is this clinical judgment principle supposed to avoid the problems
that plague Fried’s equipoise? Presumably, the idea is that this principle has a
more robust epistemic threshold. Recall that on the more fragile view, a cli-
nician would be obligated to provide A over B if she had a mere hunch that
A was superior to B. On the present view, presumably the clinician could
permit a patient to be randomized to A or B, even if she had a hunch that
A was better, as long as that hunch is not supported by evidence that “ought
to be convincing to colleagues.” Presumably, if there is evidence that ought to
be convincing to colleagues that A is superior to B, then it would be imper-
missible to allow that patient to be randomized to A. In fact, it may be med-
ically irresponsible to allow randomization in that case. In effect, Miller and
Weijer want to hold that clinicians who favor one intervention over another
(e.g., A over B) can still allow their patients to participate in a study in which
they will be randomized to A or B as long as doing so does not represent a
medically irresponsible action, where “medically irresponsible” is a higher
threshold than the standard of providing what the individual clinician actu-
ally believes is optimal care.
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5.7.3 A Dilemma for the Clinical Judgment Principle

Miller and Weijer’s proposal reflects the profound influence of the idea that
the central issue to be resolved in research with human participants is to rec-
oncile the duties of the individual clinician with respect for the welfare of the
individual patient. Appealing to a more robust epistemic threshold is sup-
posed to allow them to have the cake of locating uncertainty in the mind
of the individual clinician even after having eaten the cake of avoiding the
problems that plague the conception of equipoise that refuses to die.

But their view seems to face a difficult dilemma. Recall that Miller and
Weijer find clinical equipoise deficient because it does not adequately ad-
dress the duty of care of physician-researchers who must exercise their judg-
ment and discretion in order to advance the agent-relative welfare interests
of their patients to the best of their ability. But what is the relationship of
the clinical judgment principle to the expert’s duty of personal care? Either
the clinical judgment principle is weaker than the clinician’s morally and le-
gally recognized professional duty to her individual patient or it is not. If it is
weaker, then Miller and Weijer’s own view can be rejected for not addressing
what they regard as the central problem to be resolved, namely, reconciling
research participation with the clinician’s actual duty of personal care. If it is
not weaker, then it is unclear how their position on this question differs from
Fried’s and therefore avoids the deep problems that his view faces (§5.6).

Although this dilemma can be easily stated, it cannot be easily addressed.
We can amplify these concerns by revisiting the extent to which locating
the focus of moral uncertainty back in the head of the medical expert
recapitulates one of the very problems that clinical equipoise was developed
to resolve—failing to recognize disagreement among experts as a kind of un-
certainty that clinical trials ought to address (§5.6.3).

5.7.4 Conflicts over What Is Medically Irresponsible

A second major problem with this approach helps to flesh out the concern
raised in the previous section. In particular, because the clinical judgment
principle locates the relevant uncertainty in the head of the individual cli-
nician, it cannot cope with situations in which expert disagreement runs
so deep and is so polarized that the various sides question whether the care
recommended by the others is ethically responsible.
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Imagine a case in which some clinicians not only favor one intervention
(e.g., A over B) but regard the other as medically irresponsible. Imagine fur-
ther that other clinicians favor a different intervention (B over A) and regard
the other as medically irresponsible. Now imagine further that each indi-
vidual physician bases their judgment, not on a mere hunch, but on medical
evidence that each regard as of sufficient credibility that it ought to be con-
vincing to their colleagues. On the view articulated by Miller and Weijer, a
protocol that would randomize individuals to these interventions could be
approved by an IRB because such a body would correctly judge that clinical
equipoise obtains—there is honest disagreement in the expert medical com-
munity about the relative merits of these interventions.

However, on Miller and Weijer’s view, no clinician could permit her
patients to enroll in such a study because doing so would violate the clinical
judgment principle. That is, proponents of A would argue that it is medically
irresponsible to allow their patients to be randomized to B and proponents
of B would argue the same about being randomized to A. By reintroducing
uncertainty in the mind of the individual clinician, Miller and Weijer’s view
recapitulates the same problems that we saw in §5.6—it prohibits socially val-
uable research without making anyone better off in the process.

5.7.5 Epistemic Humility

Miller and Weijer might argue that these last two objections misunderstand
the force of the “ought” in the second condition of their principle of clinical
judgment. In this view, if at least a reasonable minority of expert clinicians
regard the evidence in support of A as sufficiently compelling that it ought
to convince their colleagues, and a different group of at least a reasonable
minority of experts believes the same about B, then both groups ought to
update their beliefs and adopt the view that both treatments are above the
threshold of medically responsible care. In other words, responsible medical
professionals should show a modicum of epistemic humility in the face of
such disagreements. Although this is a promising response, it suffers from
several problems.

First, and most importantly, urging epistemic humility does not vindicate
the importance of embracing uncertainty in the mind of the individual phy-
sician; it makes it irrelevant. This is because once we have established that
clinical equipoise exists, we have established that there is sufficient evidence
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to support A and sufficient evidence to support B that reasonable experts
“ought” to regard randomization to each of these interventions as being con-
sistent with competent or morally acceptable medical care. But, in this case,
all of the real moral and epistemological work is being done by clinical equi-
poise and by an auxiliary claim that when clinical equipoise exists, reason-
able clinicians ought to, in some sense, recognize the validity of the expert
judgments of their honest and informed colleagues.

Second, this auxiliary claim is itself a substantive position that may
seem plausible, but as a descriptive claim it need not be true and as a nor-
mative claim it requires substantive defense. In other words, it is not clear
that it is irrational or unethical for different individual experts who are fully
aware of all of the relevant medical evidence to draw conflicting treatment
recommendations from that same set of evidence. The reasons for this claim
take us beyond the scope of the current argument, and I will return to this
issue briefly in the next chapter. But all that matters for our present purposes
is that if clinical equipoise obtains and that is sufficient for the auxiliary claim,
then Miller and Weijer’s position adds nothing that was not already present
in Freedman’s view. On the other hand, if clinical equipoise is not sufficient
for the auxiliary claim and if experts do not adhere to it in a particular case—
if they regard the opposing view as medically irresponsible—then Miller
and Weijer’s view faces the objection we explored in §5.6; it would prohibit
the conduct of a study that has significant social value without advancing
anyone’s interests in doing so.

5.7.6 Clinical Equipoise and the Particularities
of Individual Patients

A second response might be to say that the analysis I have provided so far
misconstrues the role of clinical equipoise and fails to take seriously the re-
spect in which Miller and Weijer regard it as inadequate. In particular, Miller
and Weijer argue that clinical equipoise only addresses the agent-neutral
interests of participants; it does not and cannot address the agent-relative
interests of study participants. So, this reply runs, clinical equipoise must be
augmented by the judgment of a clinician who has a duty of care toward the
individual patient in question.

The problem with this reply is that it misconstrues the role that clin-
ical equipoise can and ought to play in research ethics—clinical equipoise
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need not be limited to the agent-neutral interests of participants. Miller and
Weijer correctly note that a trial protocol must be written at a certain level
of generality, prior to an encounter with any particular patient, and that the
question of whether or not a study would begin in and be designed to disturb
clinical equipoise plays an important role in evaluating such protocols. They
are also correct to note that inclusion and exclusion criteria are defined at the
time the protocol is written and that it is important that these capture a real-
istic population of patients. Nevertheless, we can concede that they are also
correct that if some patients could present with such a unique history—with
characteristics that were not anticipated in the protocol’s exclusion criteria—
then the risks of study participation for that individual could be unreason-
able. All of this is correct, as far as it goes.

But it is a mistake to think that just because IRBs must use clinical equi-
poise to determine whether or not to approve a particular protocol prior to
the enrollment of individuals, that is the only place that clinical equipoise
can be applied. To apply clinical equipoise at the level of individual patients,
we need only ask whether, for each individual from whom consent is sought,
experts who favor one intervention for patients with this condition would
also regard that intervention as superior to the other alternatives for this
particular patient. In other words, would those experts who favor treatment
A over B for patients with this condition also prefer A over B for this partic-
ular patient? Similarly, would experts who favor B over A prefer B over A for
this particular patient? If so, then it is permissible to randomize that patient
to either A or B. Notice that it would be morally permissible even if each of
these experts regards the evidence in favor of their preferred option as so
strong that providing anything else violates Miller and Weijer’s principle of
clinical judgment.

Miller and Weijer appear to assume that questions about the unique med-
ical history of particular individuals would have to be answered by a single
individual and that that individual is the individual researcher. But this as-
sumption is unnecessary. For example, imagine that after receiving IRB ap-
proval, a study begins to recruit participants. Each participant is evaluated
by an expert who favors intervention A over B to determine whether in fact
A would be an appropriate intervention for this person. This expert would
determine whether, given the unique medical history of the person before
them, there is any reason to think that A would pose unreasonable risks to
this person (i.e., whether being given A is inconsistent with this person’s
agent-relative interests). Each participant is also evaluated by a second expert
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who favors intervention B (and so on if there are additional interventions).
If one or more of these experts finds that a particular person should not re-
ceive the intervention that they tend to favor for patients of this type, then
such a person could be excluded from the study, or could be prevented from
being randomized to that intervention if there are others (e.g., B and C) that
are regarded as not unduly risky for this individual by the experts who re-
gard each of those interventions as best for patients of this type. A design of
exactly this type (only each expert is replaced by a computer model of the
considerations that they regard as relevant to their clinical assessments) is
described in Kadane (1996).

In such cases, no expert is asked to alter her beliefs in light of the con-
flicting judgments of other experts. Each is asked to make a medical judg-
ment that best advances the interests of the patient before them. Nevertheless,
no single individual expert need be uncertain about the relative merits of
the interventions in question and, in fact, each can regard the views of the
others as representing irresponsible medical care. This demonstrates how,
contrary to the claim of Miller and Weijer, clinical equipoise can be used to
regulate both the approval of the study protocol and the inclusion of indi-
vidual participants and that clinical equipoise is sufficient to safeguard the
agent-relative interests of individual patients.

In summary, then, Miller and Weijer’s view is least objectionable when it is
interpreted in a way that simply uses the existence of clinical equipoise to de-
termine what individual clinicians ought to believe. To the extent that their
view deviates from the requirements of clinical equipoise it recapitulates
some of the problems that plague Fried’s view. Ultimately, the analysis
presented here shows that their argument for departing from Freedman’s
position rests on an unreasonably narrow understanding of how conflicting
professional judgments can be used to evaluate both study protocols and the
inclusion of individual study participants. The framework that I defend in
the following chapter illustrates how a principle similar to clinical equipoise
can address the concerns that motivate Miller and Weijer’s departure from
clinical equipoise without recapitulating the errors of Fried’s view.

The arguments of this and the previous several sections provide strong
reasons to reject any view in which uncertainty in the mind of the individual
clinician is treated as a necessary condition for ethically acceptable research.
Because this view is often treated as the only way to fill out the content of
the template for the appeal to uncertainty, it is often assumed that the failure
of this position demonstrates that there is a moral dilemma at the heart of
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medical research. In truth, it shows only that this is a misguided way to fill
out the details of the template.

In this section I argued that Freedman was aware of some of the limita-
tions of treating the relevant uncertainty as located in the mind of the indi-
vidual clinician. His claim that the relevant uncertainty should instead be
treated as a function of beliefs of different experts in the medical community
is important, and the view that I develop in the next chapter incorporates
this insight. As we will see, however, the view I defend goes farther and
rejects the commitment that Freedman shares with these other positions,
namely, that the normative ground for the appeal to uncertainty is to recon-
cile role-related obligations of medical professionals with the demands of
clinical research.

5.8 Purely Research-Related Risks
5.8.1 No Uncertainty about Purely Research-Related Risks

Even if it is possible to fill in the content of the template outlined in §5.4 in
a way that avoids the problems discussed so far, it might be argued that this
establishes that research can be organized to avoid a moral dilemma only if
we limit ourselves to the interventions to which participants will be allocated.
The next objection holds that there is, nevertheless, a dilemma at the heart of
all research in which study participants are exposed to risks that derive from
procedures or interventions that are necessary to advance the scientific aims
of research and which are not offset by the prospect of individual benefit to
participants. In other words, sometimes medical research requires tests or
procedures that are performed solely to advance the purposes of research.
They are necessary because they play a role in generating the data a study
requires to assess the chosen endpoints or because they contribute to some
other purely research-related desiderata, such as controlling bias. The worry,
therefore, is that research that exposes participants to risks that are not offset
by the prospect of direct medical benefit to those same participants poses a
moral dilemma because it requires those participants to sacrifice their own
welfare for the greater good.

This argument can be formulated in two ways. In §5.8.2 I present the ver-
sion that focuses on the moral obligations of clinicians and researchers. In
§5.8.4 I present a more general version that focuses on what it is rational for
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potential study participants to choose. The latter version of this argument is
of special interest since it is widely seen as grounding the claim that research
participation represents an instance of the prisoner’s dilemma.

The goal of this section and the next is to demonstrate that these arguments
presuppose a conception of individual interests that is unjustifiably narrow.
This view of individual best interests produces a conception of the clinician-
researcher’s duty of care or fiduciary duty that is so restrictive that it would
rule out as inappropriate activities that are widely regarded as ethically per-
missible in the very area from which it is supposedly derived, namely, clin-
ical medicine. As a result, I demonstrate in §5.9.1 this conception of the
researcher’s moral obligation to study participants is unjustifiably paternal-
istic. A parallel argument in §5.9.3 holds for the conception of individual
interest presupposed in the claim that research participation constitutes a
version of the prisoner’s dilemma.

Together these arguments reveal the extent to which the first dogma of
research ethics contributes to a conceptual ecosystem in which the appear-
ance that research participation requires tragic choices is almost inescapable.
Because Freedman’s conception of clinical equipoise accepts this dogma
of research ethics—it frames the point of the appeal to uncertainty as rec-
onciling the clinician’s duty of personal care with the demands of sound
science—the problems discussed in this and the following section reveal
important shortcomings in Freedman’s conception of clinical equipoise.
Together, these arguments illustrate the importance of finding an alternative
normative ground for the appeal to uncertainty and reconsidering the first
dogma of research ethics.

5.8.2 The Clinician-Centered Formulation

The clinician-centered formulation of the argument from purely research-
related risks begins with the claim that a great deal of medical research
involves practices, procedures, or interventions that are “not clinically in-
dicated” (Wertheimer 2010, 9). These are interventions that would not be
performed on a person in the context of direct medical care. Rather, they are
provided because of the contribution they make to some important aspect of
a research study. For example, in order to measure concentrations of a drug
in a participant’s blood, a study protocol may require study-related blood
samples at regular intervals. In order to measure the effect of a drug on a
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tumor, the protocol may require multiple biopsies at pre-specified intervals.
In more extreme cases, in order to ensure that study participants cannot tell
whether they received the active intervention in a trial or the control in-
tervention, some study participants may be exposed to sham procedures.
In the most benign cases, these procedures may involve mostly theater—
surgeons reading a script, making superficial incisions in a participant’s skin,
and pretending to insert an arthroscope into the participant’s knee, for ex-
ample. But in other cases, the sham procedure can involve drilling a hole in
a participant’s skull and inserting a cannula which will deliver the investiga-
tional drug to those in the active arm and a placebo substance to those ran-
domized to the control group (London 2006b, see also London and Kadane
2002, 2003).

The second claim is that the provision of such procedures cannot be jus-
tified by any view that requires research participation to be consistent with
the individual clinician’s duty of personal care. In particular, if that duty is
understood along traditional, Hippocratic lines, then the clinician cannot
recommend any course of care that is less optimal than some other possible
course of care. But purely research-related procedures are provided solely to
advance the scientific goals of a trial and not to advance the interests of the
individual participant. As a result, clinicians who act on their fiduciary duty
to put the interests of their patients above all other concerns, and who act on
their duty to provide optimal courses of care to each patient, will not be able
to support participation in any trial that exposes participants to such purely
research-related risks.

To put matters in terms that link it more directly to the template outlined
in §5.4, the risks and burdens of purely study-related procedures cannot be
justified by the presence of uncertainty no matter where it is located. The
risks and burdens of study-related procedures are usually not subject to the
relevant kind of uncertainty—clinicians are not likely to be agnostic about
whether such procedures align with and advance the interests of study
participants. Rather, the opposite is likely to be the case—their risks and
burdens are known and not reasonably seen as being offset by the prospect
of direct benefit to the patient. Similarly, no clinician is likely to hold that
the option of being exposed to such procedures in the course of a clinical
trial has the same expected value for a patient’s health interests as the option
of foregoing study participation and receiving medical care directly. If eve-
ryone agrees that a given intervention or procedure carries risks and burdens
that are not offset by the prospect of individual benefit, then there is also no
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clinical conflict about their relative therapeutic, diagnostic, or prophylactic
merits.

Even if uncertainty can bridge the divide between the clinician’s duty of
personal care and the demands of scientific research when it comes to the
provision of alternative medical treatments or investigational interventions
that are being tested as candidates for treatment, the objection currently
under consideration holds that it can't play this role for purely study-related
procedures. If a study protocol requires a set of blood draws or biopsies that
would not be required in the context of normal medical care, then it is un-
likely that even a reasonable minority of expert clinicians would regard those
procedures as potentially beneficial to the individual trial participant. But
if such uncertainty does not obtain, then we cannot appeal to the existence
of uncertainty to reconcile study participation with the fiduciary duties of
caregivers. Therefore these procedures appear to pose a dilemma for research
ethics.

5.8.3 Compromising the Duty of Personal Care

The objection from study-related risks relies on a contingent feature of re-
search, since different studies involve purely study-related procedures
or interventions to varying degrees. In principle as well as in practice
it is possible to design valid studies in which the relative merits of a set of
interventions are explored without exposing participants to purely study-
related procedures or interventions. This would be the case, for example, if
the merits of these interventions are compared only on the basis of endpoints
and measures that are routinely used in the course of delivering those
interventions in clinical practice. Nevertheless, most studies with human
participants do expose participants to purely study-related procedures that
carry some risk or degree of burden. When this is the case, such research
would be regarded as ethically impermissible on any view that requires its
conduct to be consistent with the clinician’s duty of personal care, under-
stood as optimizing the medical interests of individual patients.

Even advocates for clinical equipoise seem to accept the conclusion of the
argument in §5.8.2. In particular, the proponents of what is called “compo-
nent analysis” restrict the scope of the equipoise requirement to interventions
that are provided with “therapeutic warrant” (Weijer 1999, 2000; Weijer and
Miller 2004). This includes interventions whose diagnostic, prophylactic, or



224 RESEARCH AMONG EQUALS

therapeutic merits are in question and under scrutiny in a particular study.
As such, all purely research-related aspects of a study must be assessed on
terms that reflect the weighing of different interests, as reflected in the defini-
tion of reasonable risk outlined in §5.2.4.

But adopting two standards for assessing research risks, as component
analysis does, is a tacit admission that it is not possible to reconcile all aspects
of clinical research with the clinician’s duty of personal care. Since exposing
individuals to procedures that, as Wertheimer puts it, are “not clinically in-
dicated” cannot be reconciled with the clinician’s duty of personal care, then
critics can insist that component analysis shows that it is not possible for re-
search to proceed on terms that are consistent with the clinician’s duty of per-
sonal care. If what we “ought” to do is reasonably limited to what we “can” do
(if “ought” implies “can”), then the proponents of component analysis must
admit that it is permissible to carry out research on terms that diverge from
the clinician’s duty of personal care.

I have explicitly formulated the argument of this section as applying to the
project of reconciling research participation with the role-related obligations
of caregivers. This is an important objection and, as I argue in §5.9-5.10, it
reveals a genuine problem for views that accept the first dogma of research
ethics. Before turning to that discussion, however, it is important to present
an alternative formulation of this argument that seems to have even broader
scope and even more important implications. In particular, if it is true that
research in which individuals are exposed to purely research-related risks
cannot be reconciled with the clinician’s duty of personal care, and if the cli-
nician is seen as the fiduciary of the interests of the individual patient, then it
seems to follow that participation in any such research is against the interests
of individual participants and so not a rational choice for those individuals.

5.8.4 The Participant-Centered Formulation

In the previous three sections I explicated what I called the clinician-
centered formulation of the argument from purely research-related risks. In
this section I introduce a related version of this argument that I refer to as the
participant-centered formulation of the argument from purely research-related
risks. What makes this formulation appear to be distinctive is that it seems
to bypass an appeal to the role-related obligations of health professionals
altogether, holding instead that research participation is fundamentally
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inconsistent with the individual participant’s concern for her own welfare.
In other words, for any individual who is primarily concerned with her own
medical best interests, clinical research appears not to be a rational choice.
Something like this argument seems to motivate the assertion of Menikoff
and Richards that “tragic choices [are] involved in designing a system for re-
search on human subjects” (2006, 19). Tragic choices are required because:

Doing research involves intentionally exposing persons to risks, and not for
the primary purpose of treating them or making them better, but rather to an-
swer a research question. And, given the sorts of things that are commonly
done in research studies, being a research subject in many cases will indeed
be a bad choice for someone who is mainly concerned about his or her own
best interests. (18)

If a person is “mainly concerned about her own best interests,” then she will
avoid participating in research because such participation so frequently
involves being exposed to interventions, practices, or procedures that expose
participants to burdens and risks without the offsetting prospect of direct,
personal benefit.

5.8.5 Is Research Participation a Prisoner’s Dilemma?

The idea that research participation is antithetical to the best interests of
participants entails that if those individuals are choosing rationally, they
will do all that they can to avoid research participation. At a social level, this
creates a kind of paradox: although we all want to benefit from advances in
the standard of care brought about by the conduct of well-designed research
with human participants, none of us wants to be such a participant. The pos-
tulated moral conflict at the heart of medical research thus manifests at the
social level in the form of a serious social dilemma.

The claim that medical research poses a social dilemma has been made
by several scholars. David Heyd (1996) argues that research participation
poses a social dilemma that is “reminiscent of the Prisoner’s Dilemma”
(193) because each potential participant would prefer to receive care di-
rectly from their clinician than to participate in a randomized clinical trial.
If each person pursues what is in their individual interest, it forecloses
advances in medical understanding. But, in order to agree to participate in a
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randomized clinical trial, an individual would have to choose an option that
is not as good as the available alternative from the standpoint of her narrow
self-interest.

Alan Wertheimer makes a similar argument:

Hence, we face a form of prisoners” dilemma. Suppose that the best avail-
able information suggests that it is 60% likely that intervention X is superior
to intervention Y. Although it is in the ex ante interest of each individual
not to participate in research and to simply receive X, it is in the interest of
many others (including future persons) that a sufficient number participate
in research to determine whether X is superior to Y with a greater level of
certainty. Moreover, even if it were 50/50 as to whether X is superior to Y, it
would be a bad choice to enter such a trial if one has to undergo procedures
that were not clinically indicated or one were otherwise inconvenienced by
participation. (2010, 9)

Wertheimer’s claim that research with human subjects has the basic struc-
ture of a prisoner’s dilemma draws on two sets of considerations that we have
examined so far. The first (discussed in §5.6) is the idea that equipoise, con-
ceived of as uncertainty in the mind of the individual expert, is fragile and
evanescent—it will rarely obtain and even when it does it will not persist until
the conclusion of a trial. The second is the idea that clinical research often
involves tests or procedures that are not aimed at the medical best interests of
participants. In both cases, Wertheimer argues that it is against the interest of
potential participants to participate in research.

Wertheimer’s formulation of the claim that research ethics requires tragic
choices reveals the close connection between the clinician-centered and the
participant-centered formulations of the argument from purely research-
related risks. In particular, both arguments rely on a particular conception
of the relationship between rational choice, welfare, and the health interests
of the individual. In the participant-centered formulation, rational choice
is equated with choosing the option that best advances the interests of the
agent, where those are equated with that person’s narrow health interests. The
same view is presupposed in the clinician-centered formulation to the extent
that it relies on the traditional, Hippocratic conception of the caregiver’s duty
of personal care. On that view, the duty of personal care requires clinicians to
choose the option available to her that best optimizes the individual's med-
ical best interests.
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Purely study-related procedures and interventions appear to create a di-
lemma for research ethics because they are inconsistent with the medical
best interests of participants. After all, these procedures or interventions
are used, not because of the prospect that they will help the individual par-
ticipant, but because of the way they contribute to a scientifically sound or
socially valuable study design. A clinician who is obligated to choose only
interventions or procedures that advance the narrow medical best interests
of the patient before her cannot choose to expose individuals to such
interventions. Similarly, if we assume that rational choice requires individ-
uals to choose options that are in their own medical best interests, then no
individual would rationally choose to participate in a study in which she is
exposed to burdens and risks that are not offset by the prospect of direct, in-
dividual benefit.”

In the following section I deal with each of these arguments in turn. In
§5.9.1 I argue that the clinician-centered argument from purely research-
related risks is unjustifiably paternalistic and that we have independent
grounds to reject this conception of the relationship between the duty of per-
sonal care, health, and patient welfare. I then argue in §5.9.2 that we have
equally strong grounds to reject the more general position that individual
rationality somehow requires individuals to choose only acts that optimize
their narrow medical best interests.

7 Although the clinician-centered and the participant-centered formulations of the argument
from purely research-related risks are closely connected, the nature of that connection might differ,
depending on how one approaches a larger set of questions. For instance, what we might call the
strongly role-related argument holds that clinicians are obligated to advance the narrow medical
interests of individuals for whom they are responsible because of the special role-related duties of
caregivers. For example, one might argue caregivers have a special obligation to focus on patient
health interests because of the centrality of health to their social role.

The weakly role-related argument holds only that caregivers are obligated to advance the best
interests of individuals as those individuals understand them. Here, the clinician’s focus on the
narrow, medical best interests of individuals does not derive from anything internal to their profes-
sional role. Instead, it derives from (a) the deeper claim that in order for individuals to make rational
choices they must choose the option that best advances their interests and from (b) the further claim
that in matters of health, this necessarily involves choosing the act that optimizes their narrow health
interests. If individuals understand their best interests as extensionally equivalent to whatever is in
their narrow health-related interests, caregivers would inherit this focus on the patient’s narrow med-
ical interests.

As I proceed here, my critique of the clinician-centered argument dispenses with the strongly
role-related version of this position (§5.9.1) and my critique of the claim that research participation
is not in the narrow self-interest of participants dispenses with the weakly role-related argument
(§5.9.2and 5.9.3).
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5.9 Well-Being and the Life Plan of Persons

5.9.1 Arbitrarily Restricting Individual Liberty

In §5.8.2 we saw that the clinician-centered argument from purely research-
related risks is predicated on a fairly traditional, Hippocratic understanding
of the clinician’s duty of personal care. As a form of patient-centered con-
sequentialism, it holds that “Physicians should promote the medical best
interests of patients by offering optimal medical care; and the risks of pre-
scribed treatments are justified by the potential therapeutic benefits to
patients” (Miller and Brody 2002, 4). I now argue that we have independent
grounds for rejecting this interpretation of the physician’s duty of personal
care. Rejecting this understanding of the duty of personal care removes one
formulation of the argument which holds that there is a dilemma at the heart
of research ethics.

Ironically, the grounds for rejecting the traditional, Hippocratic interpre-
tation of the duty of personal care stem from applying it to the realm from
which it is supposed to be derived, namely, clinical medicine. In fact, it is sur-
prising that the Hippocratic conception of the duty of personal care persists
in research ethics since the rejection of this view was one of the main drivers
of contemporary medical ethics.

For the duties of Hippocratic patient-centered consequentialism to be
aligned with patient interests it must be the case that health and health-
related interests are the highest and most authoritative of the patient’s
interests (Goldman 1980). Although this is often the case, it is not always—
and so not necessarily—the case. Patients sometimes have interests that take
priority over their strict medical interests or that so color and shape those
interests that it is difficult to disentangle their strict, medical interests from
the larger set of interests that define their particular life plan. As a result,
the larger contours of a persons distinctive life plan can lead them to make
decisions that are at odds with what the Hippocratic clinician believes to be
in their medical best interests.

To illustrate this point I want to focus, for the purposes of the present ar-
gument, on particular aspects of clinical medicine that bear structural simi-
larities to purely research-related interventions or procedures. In particular,
there are a range of practices in which patients undergo risks and burdens
in clinical medicine solely for the purpose of assisting other people. Some
examples involve relatively minor burdens and risks, such as blood donation.
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Others involve more significant burdens, such as bone marrow donation.
Still others involve even more significant burdens and medical risks, as when
clinicians use their medical knowledge and skill to remove an organ or a por-
tion of an orgen, such as a kidney or a lobe of the liver, from one person and
transplant it into another.

If saving the lives of people in medical distress is an important project in
a persons life plan, then the narrow medical or health risks of blood dona-
tion, organ donation, and other such procedures must be evaluated in light
of the contribution that these activities make to the welfare of that same
agent. Because some of these very acts are performed in both medical and
research contexts, we can make the following direct argument. If the risks
and burdens associated with drawing a persons blood violate the clinician’s
duty of personal care when performed in the context of a clinical trial, then
those same risks and burdens must violate the duty of care when performed
in the context of donations to be used by others in need. By modus tollens,
because it is not impermissible for patients to donate blood for the purpose
of advancing the interests of other people in the clinical context, it is not im-
permissible for study participants to donate blood in a clinical trial for the
purpose of generating valuable information that is required to advance the
interests of other people.

This argument demonstrates that the Hippocratic interpretation of the
duty of personal care is more restrictive than the way that very same duty
is interpreted in clinical medicine. Moreover, this is the same duty in both
contexts. So, if the interpretation of that duty that is used in the clinician-
centered argument is correct, then it would also rule out bone marrow do-
nation, living organ donation, medical quarantine, and routine vaccination
since all of these medical procedures impose some burdens or risks on one
person for the purpose of generating a benefit that accrues to others. Since
these activities are not regarded as inconsistent with the clinicians duty
of care, then the we must reject the formulation of the clinician’s fiduciary
duties that animates the clinician-centered argument.

I have focused on cases that have a structural similarity to clinical re-
search, because the Hippocratic conception of the duty of personal care
requires medical procedures to advance the narrow medical interests of
patients. Procedures such as vasectomy and tubal ligation are often not
performed to rectify a medical pathology—to heal or alleviate pain or
suffering or to restore what Daniels (1985) calls typical species function-
ality. Rather, those procedures are performed in order to assist individuals
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in carrying out life plans in which they wish to engage in sexual activities
without having to worry about procreating in the process. Those procedures
would be regarded as ethically impermissible under the Hippocratic con-
ception of the duty of personal care because they expose patients to med-
ical risks and burdens to achieve goals or purposes that derive, not from
addressing physical ills or medical pathologies, but from the goals of the
individual’s larger life plan.

Similarly, cosmetic procedures expose patients to risks that are not neces-
sarily in the strict medical best interests of patients. Reshaping the contours
of a fully functional nose, cheek, chin, breast, belly, and so on, are optional
undertakings, often driven entirely by aesthetics. Many may question the
wisdom of undergoing such procedures, and others may hold that because
they are ethically optional undertakings there is no duty to use scarce re-
sources to pay for them. But these are not the issues in question. On the ar-
gument we are considering here, offering such procedures to patients would
be unethical because doing so violates the physician’s duty of personal care—
such procedures are intended, not to restore functioning or to treat disease,
but to achieve aesthetic ideals.

The moral permissibility of medical procedures performed on patients for
the benefit of others, or to advance goals other than a patient’s strict medical
interests follows from the rejection of medical paternalism. This was, in part,
arejection of the idea that the medical profession’s specialized knowledge of
health and disease was sufficient to understand the way that health or its ab-
sence influences patient welfare (Goldman 1980, 156-230). If health and the
avoidance or amelioration of disease are sovereign values, the highest goal
for any rational patient, then clinicians would have special insight into pa-
tient welfare in virtue of their special medical knowledge. But if health and
the avoidance or amelioration of disease cannot necessarily be presupposed
to be a person’s highest goal or sovereign value, then which medical care best
advances—or is most likely to frustrate—the interests of patients must be de-
termined for each patient in light of that person’s larger life plan.

The rejection of medical paternalism involved the recognition that the
value of a state of affairs or of an outcome for a patient is not solely a function
of that person’s narrow medical interests; it depends on how those states or
outcomes are situated relative to a patient’s larger life plans (Goldman 1980).
The very idea that a patient could have the right to refuse unwanted med-
ical care—to withdraw a ventilator even when it is certain to fulfill its proper
medical function of sustaining and extending that person’s life—requires
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recognition that health states that one person may regard as valuable and
worth experiencing might be regarded by others as undignified and worth
avoiding.

The reasonable diversity of life plans entails that although some individ-
uals would not want to take any degree of personal risk or bear any burden to
advance the health interests of others, other people view this as a calling and
an avenue through which to express important values such as love, compas-
sion, charity, solidarity, or reciprocity. Although some people would forego
the prospect of extending their life if the means of doing so were painful, pro-
tracted, invasive, or risky, others often decide differently. Similarly, there are
differences of judgment about the wisdom and value of reshaping one’s body
for motives other than the restoration of prior form or typical functioning
and whether the attending risks are reasonable in light of the expected
benefits, if any. This reasonable diversity in judgment about the risks and
burdens of common medical practices stems from the reasonable diversity
of life plans. This point is a concrete illustration of the respect in which the
narrow technical perspective of medicine is incomplete (§5.3). How risks or
burdens to a person’s narrow medical interests impact that individual’s wel-
fare or wellbeing depends on their relationship to the projects and plans in
that individual’s larger life plan (see also §5.9.2 and §5.11). This information
derives, not from the technical expertise of medicine, but from the reflec-
tive self-understanding of the individual whose interest medicine is expected
to serve.

The rejection of medical paternalism was not a rejection of the idea that
physicians and other health professionals have a fiduciary duty to indi-
vidual patients. That duty is morally sound and important. Rather, the re-
jection of medical paternalism was a rejection of the idea that the traditional
Hippocratic interpretation of the clinician’s duty of personal care is a mor-
ally appropriate model of the relationship between patient health and patient
welfare. That view has been repudiated in clinical medicine—the very do-
main in which it is supposed to be sovereign—because treating health as a
proxy for individual well-being misconstrues the nature of human welfare.
Equating welfare with a person’s health elides the texture and complexity of
the diverse life plans individuals in a free society can reasonably embrace.
But it also gives too much authority to the social role of the clinician. In both
cases, it arbitrarily restricts the autonomy of patients.

In the grip of the first dogma of research ethics, the field has retained the
traditional, Hippocratic conception of the duty of personal care even after
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that view was repudiated in the context of clinical medicine. The upshot of
the argument of the current section is that the claim that the Hippocratic
conception of the duty of personal care accurately reflects the content of the
clinician’s fiduciary duty to the individual patient is false.

If the clinician’s fiduciary duty is interpreted, instead, as a duty to advance
an individual’s medical best interests as those interests emerge within that
person’s life plan, then this duty is not necessarily inconsistent with the per-
formance of purely study-related procedures—even if those procedures carry
affirmative risks and burdens. Rather, the permissibility of these procedures
will depend on the extent to which the individual in question regards them as
necessary and proportional burdens undertaken in the course of advancing
an important project or plan. This point provides a kernel of insight on which
we will draw in our response to the deeper and more philosophical problem
about the relationship between rational choice, individual interests, and
health, to which we now turn.

5.9.2 Personal Risks Are Not Irrational

It is important that when Menikoff and Richards assert that research partic-
ipation is often a bad choice they scrupulously state that it is a “bad choice
for someone who is mainly concerned about his or her own best interests”
(2006, 18). This addition might seem trivial, since it might seem to be triv-
ially true that every individual is mainly concerned about his or her own
interests. But, in the sense in which this statement is trivially true, it is not
necessarily inconsistent with an individual’s best interests to participate in
research in which they are exposed to burdens and risks that are not offset by
the prospect of direct medical benefit. The reason is simple: if a project is suf-
ficiently important to an agent that advancing it is a personal priority, then
undertaking risks that are necessary to further that project is consistent with
advancing their best interests.

On the other hand, if we understand concern for one’s interests in such a
way that it excludes accepting affirmative risks to one’s health or welfare in
the course of activities that primarily benefit others, then this claim is not
only not trivial, it is so strong that many life choices would also pose a moral
dilemma—including the decision of a young student to pursue a career as a
physician or a medical researcher! We can elaborate the points in these last
two paragraphs one at a time.
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For the sake of the argument, let’s assume that there is a tight motivational
and rational connection between what an agent has a reason to do, what an
agent is motivated to do, and what is in an agent’s best interests. In particular,
let us grant that if x is in an agent’s interest, then that agent has a reason to sup-
port or engage in x and, conversely, that if x is not in an agent’s interest then
that agent has a reason to discourage or avoid x. Given these assumptions, it
is critical to clarify what it means for something to be in an agent’s interests.

Consider first the idea that an agent has an interest in x—that x is in the
interest of an agent—if x is a constituent of that agent’s life plan or if x is an
instrumental means of advancing a project or element of such a life plan.
This way of conceiving an agent’s interests dovetails nicely with our previous
claims about a close connection between x being in an agent’s interest, that
agent having a reason to do x, and being motivated to do x. In fact, this con-
nection seems almost trivially true since it basically says that agents have a
reason and a motivation to support or pursue whatever is a constituent of, or
an instrumental means of effectuating, their particular life plan.

On this view, a wide array of things can feature into the life plan of an
agent: careers, hobbies, ambitions, social connections or affinities, per-
sonal relationships and affections. In each of these cases, what constitutes
advancing the agent’s interest need not directly involve or appeal to any as-
pect of that person’s health, physical status, or psychological state. Pursuing
a career as an engineer, for example, can involve long hours dedicated to un-
derstanding the principles that organize some domain of the physical world
and developing the knowledge and the means to use that knowledge to build
structures, synthesize materials, or design and construct some other form
of physical system. Success in the pursuit of such a career involves achieving
the excellences that are associated with understanding the relevant systems,
creativity in design, implementation or construction, efficient and safe use
of resources, and so on. In such cases, an individual’s life plan can revolve
around an activity—such as designing and constructing a large and complex
structure—to such a degree, and can involve exposure to such a range of as-
sociated risks, that pursuing that person’s goals and ambitions can come into
conflict with that individual’s narrow health interests.

Civil engineers often work on construction sites in which there are positive
risks of injury or death. Chemical engineers handle chemicals that can cause
blindness, injury, or death. Similarly, physicians and medical researchers risk
contracting illness from their patients, whether through direct exposure or
from accidents such as needle sticks.
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Part of the refutation of medical paternalism involved precisely this
insight—that, in many areas of life, the life plans of individuals elevate the
pursuit of other goals or ends over the maximization of individual health.
The point of this insight is not to deny that health is an individual interest;
it is simply to dethrone the idea that health is an agent’s sovereign interest,
trumping all others. Once we recognize that a persons life plan can elevate
accomplishing some goal or set of goals above advancing their narrow health
interests, then we can no longer assume that expertise in medicine provides
sufficient insight into a person’s interests to warrant empowering clinicians
to subvert the freedom and choice of individuals in order to advance those
individual’s narrow health interests.

On this view, although it is almost trivially true to say individuals have
reason to act in their own interest, and to avoid acting in ways that are not in
their interest, the fact that participation in a study might expose a person to
risks that are not offset by the prospect of direct medical benefit is not suffi-
cient to establish that study participation is against that person’s interests. If
it were, it would establish that being an engineer or a clinician or a researcher
is also against a person’s interests. But such claims are false because a person’s
interests are not defined by their direct physical or mental status, but by the
larger contours of their individual life plan. To know whether accepting such
personal risks is consistent with or conflicts with a person’s interests we have
to know how those risks relate to the projects and goals that define their in-
dividual life plan.

If helping others plays an important role in one’s life plan, and if donating
blood is a means of helping other people in need, then when such a person
donates blood, they are advancing their interests (the goal of helping others
after a natural disaster, for example) despite the fact that the blood draw
exposes them to both risks and burdens. Likewise, if finding a cure for a di-
sease is one of a person’s goals, and if extra blood draws are necessary to run
a scientifically sound study, then undergoing those blood draws as a partici-
pant in a study can be in a participant’s interests.

For many people, activities in which they take on risks and burdens to
themselves in order to help others is a normal feature of everyday life. For
example, people in many faith communities are called to engage in com-
munity service activities. Volunteers repair homes, provide care to the sick,
and perform other tasks that are attended by personal risks and burdens.
Similarly, many people identify deeply with their professions, including
medical researchers. But medical researchers are often in contact with



TWO DOGMAS OF RESEARCH ETHICS 235

needles, blood, and pathogens that they can and sometimes do contract.
These hazards are often not discussed in public discourse and so researchers
and participants are treated as though their respective pursuits are structur-
ally very different—researchers advance their own interests and those of the
larger community by conducting activities in which participants are exposed
to risks that are inconsistent with their medical best interests.

The point I am making here is that if we focus on the medical best interests
of these individuals, both being a researcher and being a study participant
can involve risks that are inconsistent with that individual’s narrow medical
best interests. In both cases, respect for individual welfare requires that those
risks be minimized, and gratuitous risks should be eliminated altogether. The
key point, however, is simply that the existence of risks to a person’s strict
medical best interests is not necessarily inconsistent with a person volun-
tarily accepting those risks in order to advance the plan that imbues their life
with personal meaning and social significance.

When Heyd (1996), Menikoft and Richards (2006), or Wertheimer (2010)
assert that it is not in an individual’s interests to participate in a study that
poses some affirmative risks or that requires enduring some burdens or
inconveniences, they are asserting a claim that entails that it is also not in an
individual’s interest to take on the career of a medical researcher. Such a re-
sult, however, is absurd.® Many people are drawn to a career as a researcher
precisely because they see it as a way to use a diverse mix of scientific, math-
ematical, and social abilities to advance a worthwhile individual and social

8 This narrow position seems more palatable when it is paired with what looks like an innoc-
uous ancillary assumption. This assumption is that being a researcher is not in a person’s individual
interests until it is attached to a significant salary or elevated to a particular social status. On this view,
being a researcher on its own is not in an individual’s strict interests, but being a researcher as a way of
securing significant wealth or social status renders it consistent with that individual’s strict personal
interests.

But this ancillary assumption is far from innocuous. In particular, when individuals value
wealth or social status then attaching those things to an undertaking represents a way to encourage
people to value that undertaking. But this move saves the narrow conception of individual interest by
appealing to the broader conception of what it is to be in an individual’s interest to which this narrow
theory is supposed to be an alternative. In particular, it isn’t clear why doing x for the money is sup-
posed to be easier to grasp as a rationale for engaging in x than doing x as an outlet for one’s various
talents and abilities, or because it contributes to a cause to which one is committed. Making money
does not make a direct contribution to one’s narrow health interests. Instead, it is either valuable as
an end that one embraces for itself, or as a means to advancing the other ends that one embraces, in-
cluding advancing one’s health interests. But developing one’s talents and abilities and pursuing one’s
larger life projects might make an affirmative contribution to one’s physical and mental health. Even
if it doesn’t, developing one’s talents and abilities is either an end in itself or a means of advancing
other ends that one embraces. As a result, doing x because it advances a life project or represents the
expression of one’s talents and abilities seems no worse, and possibly better, as an explanation for why
x is in on€’s interests than doing x for the money.
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project. Many scientists identify so closely with the ends that they pursue
that they have been willing to put their life on the line, whether as a subject
in their own study (Altman 1972; Neuringer 1981) or as a researcher in dan-
gerous contexts in which they could contract life-threatening disease or be
subject to violence (Green 2014). These behaviors are not only permitted,
they are often valorized.

In a community in which different individuals pursue a diversity of life
plans, it is likely that many people are willing to accept affirmative risks to
their own health if those risks will contribute to the knowledge needed to
understand and ultimately alleviate suffering or disability associated with
sickness, injury, or disease. In such cases, personal risks may be unwanted
and not assumed lightly or without adequate safeguard, but insofar as they
cannot be avoided and are tied to activities that are constitutive of or instru-
mental to a persons life plan, they are not necessarily inconsistent with that
individual’s best interests. Researchers and study participants differ in many
morally relevant respects. In particular, participants are likely to face partic-
ular risks with greater certainty because they are part of an explicit and for-
malized research protocol. Nevertheless, researchers and participants can be
symmetrically situated in their acceptance of risks to their narrow, medical
interests, in order to advance meritorious social ends.

5.9.3 Study Participation Is Not a Prisoner’s Dilemma

The argument in the previous section allows us to demonstrate precisely why
research participation does not give rise to a prisoner’s dilemma. To make
this case, it is helpful to carefully lay out the structure of this particular social
dilemma. Doing so reveals an interesting fact—that contrary to the assertions
of those who make this claim, research participation is not in fact this type of
strategic dilemma. Even so, once we distinguish the impact of participation
on an individual’s health interests from its impact on their overall interests,
we can demonstrate that study participation can be a rational move to make
in this kind of strategic situation.

Figure 5.1 contains a simple diagram that illustrates the structure of a
prisoner’s dilemma.’ In this example, each individual has to make a choice

® Although this example focuses on two individuals, this is merely for convenience. Two-person
prisoner’s dilemmas can be scaled up to n-person prisoner’s dilemmas without altering the results.
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Each individual’s best choice is
to “defect,” no matter what the
other does.

Cooperate Defect

Cooperate

5 6
Defect 6 2
1 2

Figure 5.1 Simple representation of a two-person Prisoner’s Dilemma.
Individual 1’s welfare score in each outcome is indicated by the top left number
in each box. Individual 2’s welfare score in each outcome is indicated by the
bottom right number in each box.

between participating in some collaboration or defecting. The boxes rep-
resent