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Calls are increasing for American health care to be or-
ganized as a learning health care system,1 defined by 
the Institute of Medicine as a health care system “in 

which knowledge generation is so embedded into the core of 
the practice of medicine that it is a natural outgrowth and 
product of the healthcare delivery process and leads to con-
tinual improvement in care.”2 We applaud this conception, 
and in this paper, we put forward a new ethics framework for 
it. No such framework has previously been articulated. The 
goals of our framework are twofold: to support the transfor-
mation to a learning health care system and to help ensure 
that learning activities carried out within such a system are 
conducted in an ethically acceptable fashion.

A moral framework for a learning health care system will 
depart in important respects from contemporary concep-
tions of clinical and research ethics. The dominant paradigm 
in research ethics and in federal regulations has relied on a 
sharp distinction between research and practice—a segrega-
tion model that dates to the influential publications of the 
National Commission for the Protection of Human Subjects 
in the 1970s.3 The learning health care system, by contrast, 
proposes that it is acceptable and indeed essential to integrate 
research and practice.4 From this perspective, the dominant 
ethical paradigm from the 1970s to the present time is anti-

thetical to and problematic for the learning health care sys-
tem, at a time when clinical practice is far from optimal and 
learning to improve care is sorely needed. Several hundred 
thousand people die needlessly each year from medical mis-
takes.5 There is reason to believe that adult patients receive 
only approximately 50 percent of recommended therapies,6 
and that up to 30 percent of health care spending is wasted.7 
The need to improve health care is urgent, yet the current 
ethics paradigm may hinder improvement. For example, the 
expansion of one of the most successful quality improvement 
interventions ever—saving thousands of lives by preventing 
central line-associated bloodstream infections in intensive 
care units—was almost halted due to concerns about research 
ethics oversight.8 But few have come forward to express con-
cerns and oversight for the thirty thousand or so people who 
will die unnecessarily each year in the United States from this 
type of infection.

Quality improvement and comparative effectiveness re-
search are emblematic of the kinds of ongoing learning activi-
ties that a learning health care system is designed to promote. 
As we argue in the first article in this supplement to the 
Hastings Center Report, quality improvement and compara-
tive effectiveness research bring into sharp relief the problems 
with the criteria traditionally used to distinguish research and 
practice. The fuzziness of the distinction, coupled with the 
oversight burdens that are required of research but not of 
practice, creates dubious incentives to redesign quality im-
provement and comparative effectiveness activities in ways 
that minimize the likelihood that they will be classified as re-

An Ethics Framework for a Learning Health Care 
System: A Departure from Traditional Research Ethics 

and Clinical Ethics

BY RUTH R.  FADEN, NANCY E.  KASS,  STEVEN N. GOODMAN, PETER PRONOVOST,  
SEAN TUNIS,  AND TOM L.  BEAUCHAMP

Ruth R. Faden, Nancy E. Kass, Steven N. Goodman, Peter Pronovost, Sean 
Tunis, and Tom L. Beauchamp, “An Ethics Framework for a Learning Health 
Care System: A Departure from Traditional Research Ethics and Clinical Ethics,” 
Ethical Oversight of Learning Health Care Systems, Hastings Center Report Special 
Report 43, no. 1 (2013): S16-S27. DOI: 10.1002/hast.134



     S17SPECIAL REPORT: Eth ica l  Overs ight  o f  Learn ing  Hea l th  Care Sys tems

search, even at the cost of their rigor, utility, dissemination, or 
value.9 There have been recent attempts to modify the domi-
nant paradigm to accommodate at least some kinds of quality 
improvement and comparative effectiveness research,10 but 
these efforts are limited in reach and impact. Going forward, 
the fundamental structure and assumptions of the traditional 
segregation model rest too heavily on an unjustifiably sharp 
distinction between research and practice. The traditional 
model now stands to frustrate integrated, real-time learning, 
which is at the heart of where our health care system should 
be headed.

The framework we propose in this paper rejects the as-
sumption that clinical research and clinical practice are, from 
an ethics standpoint, fundamentally different enterprises. It 
departs significantly from today’s research ethics and clinical 
ethics paradigms in two key respects. First, the framework 
sets a moral priority on learning. It includes a specific, novel 
obligation on health professionals and health care institutions 
to be active contributors to learning in health care. We argue 
that a similar obligation extends to patients, who have tradi-
tionally not been conceived in research ethics as having a duty 
to contribute to the ongoing learning that is integrated with 
the health care they receive. Second, the framework includes 
an obligation to address problems of unjust inequalities in 
health care—an obligation that reaches beyond the demands 
of justice in traditional and contemporary codes of research 
and clinical ethics. Our view is that the time has come for 
these changes to be recognized as central moral obligations 
in health care.

We begin by briefly stating the main arguments that 
morally justify the transformation to a learning health care 
system. The justification builds upon and complements the 
arguments in favor of learning health care that have been 
provided elsewhere.11 We then describe what we mean by a 
learning activity and the structure of what we call the learning 
health care system ethics framework. This description is fol-
lowed by an analysis of each of the framework’s seven major 
elements. Each element is stated as an independent obliga-
tion. We consider how each element is similar to or different 
from requirements prevalent in contemporary research ethics 
and clinical ethics. We conclude with a discussion of some of 
the next steps needed to explicate how the framework can be 
used to guide the ethics of learning in a learning health care 
system.

A Moral Justification of the Learning Health Care 
System

The traditional principles that provide the moral ground-
ing for human subjects protection in the United States 

became cemented as the cornerstones of research ethics in 
the 1970s12 during a period of intense societal focus on civil 
rights and on egregious violations of rights that occurred 
in highly publicized research scandals. Since the 1970s, the 
dominant concern has been to protect patients and other sub-
jects from risk, abuse, and unjust distributions of the burdens 
of research.

An ethical imperative that was less central in bioethics in 
the 1970s—namely, the establishment of a just health care 
system—provides an important moral reason, generally over-
looked, for a rapid transformation to a learning health care 
system. There is considerable disagreement about the design 
of a just health care system and how health care should be 
organized and financed to achieve it, but arguably there is 
broad agreement that, at minimum, a just system is one in 
which present and future generations are able to access ad-
equate health care services without the imposition of undue 
financial burdens on patients and their families. The obstacles 
to securing a just health care system, so defined, are complex 
and include cultural, economic, and political as well as sci-
entific and public health challenges. That said, securing just 
health care requires a constantly updated body of evidence 
about the effectiveness and value of health care interventions 
and of alternative ways to deliver and finance health care. A 
learning health care system is critical to the efficient and sys-
tematic collection and dissemination of this evidence, and we 
think it is a necessary condition of achieving the goal of creat-
ing and maintaining a just health care system.

The societal goal of a just health care system provides only 
one of three independent and equally important ethical jus-
tifications for the transition to learning health care systems. 
The other two are the goals of high-quality health care and 
economic well-being. By “high-quality health care” we mean, 
at minimum, technically competent health care that is based 
on the strongest clinical evidence and is delivered with the 
highest achievable patient safety. By “economic well-being” 
we mean, at minimum, a society in which current and future 
generations have the economic resources necessary to live a 
decent human life over the course of the life span. The im-

Securing just health care requires a constantly updated body of  
evidence about the effectiveness and value of health care  

interventions and of alternative ways to deliver and  
finance health care.
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Table 1.
Learning Health Care System Ethics Framework

Obligation   Parties Bearing the Obligation Synopsis of the Obligation for Learning Activities

Respect the rights and   • researchers   • Assess the impact of a learning activity on the rights, 
dignity of patients1  • clinicians   respect, and dignity of patients
    • health care systems administrators • Assess whether a learning activity limits patient choice,
    • payers    as well as the value to patients of any choices so affected
    • purchasers   

Respect clinician judgments • researchers   • Assess the impact of a learning activity on the exercise of
    • health care systems administrators clinician judgment
    • payers     • Assess the importance of any restriction on the exercise
    • purchasers   of clinician judgment for the health and autonomy interests   
        of patients

Provide optimal clinical care to • researchers2   • Assess the expected net clinical benefit for patients
each patient   • clinicians   affected by the learning activity, compared to the net
    • health care systems administrators clinical benefit they likely would have experienced if their
    • payers    clinical care had not been affected by the learning activity
    • purchasers
 
Avoid imposing nonclinical risks • researchers   • Assess the nonclinical risks and burdens to patients
and burdens on patients  • clinicians   affected by a learning activity, compared to the nonclinical
    • health care systems administrators risks and burdens they likely would have experienced if
    • payers    they had not been affected by the learning activity
    • purchasers 

Address health inequalities • researchers   • Assess whether the risks and burdens of a learning
    • clinicians   activity will fall disproportionately on patients who are
    • health care systems administrators already disadvantaged
    • payers    • Assess whether the learning activity will
    • purchasers    disproportionately benefit patients who are already socially   
        and economically advantaged 
        • Assess whether a learning activity will help advance the   
        goal of reducing unjust inequalities in health and health care  
        or can be designed to do so

Conduct continuous learning  • researchers   • Conduct and contribute to learning activities as a matter
activities that improve the quality  • clinicians   of role-specific, professional responsibility
of clinical care and health care  • health care systems administrators • Assess the extent to which a learning activity will
systems    • payers    likely contribute to the quality, fairness, or value of health
    • purchasers   care services and systems by assessing the soundness of the 
        learning activity’s objectives, design, and plans for  
        dissemination and implementation 

Contribute to the common  • patients   • Participate in learning activities that are consonant with  
purpose of improving the quality      other obligations in the framework intended to respect the  
and value of clinical care and      rights and interests of patients; participate in activities  
health care systems      deemed acceptable to go forward without patients’  
        express informed consent 
        • Consider participation in learning activities that because  
        of their impact on the framework’s other obligations  
        cannot ethically go forward without express informed  
        consent 

1This framework has implications for family members, loved ones, and surrogates of patients. Both the first and the seventh obligation extend to family 
members, loved ones, and surrogates when patients are children or adults whose competence is permanently or temporarily compromised and when adult 
patients want or need their loved ones to be involved in their care. 
2If researchers do not otherwise have clinical duties to the patients who are affected by a learning activity, then they do not shoulder an obligation to provide 
patients with optimal clinical care.
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portance of efficient and real-time learning to the securing of 
quality health care is indisputable. The relationship between 
learning in health care and economic well-being is perhaps 
less apparent but is arguably as important. Broad agreement 
exists that the pace at which U.S. health care costs continue to 
escalate constitutes a serious threat to the economic prospects 
of the country, individuals, and families; continuous, efficient 
learning in health care is essential (though not sufficient) to 
the slowing of this pace and thus to economic well-being.13

The goals of just health care, high-quality health care, and 
economic well-being provide independent moral reasons for 
the transformation of current health care organizations into 
learning health care systems. These goals underlie our aim in 
this paper to present a framework of moral obligations that 
both integrates and alters some basic ideas in our current re-
search ethics and clinical ethics paradigms. For some read-
ers, the need to improve health care quality may be the most 
important reason for the transition to a learning health care 
system, and possibly even the only justificatory reason they 
accept. This rationale is narrower than our three-reasons ap-
proach, but in no way undermines the moral imperative to 
move to learning health care systems. The improvement of 
health care quality is a sufficient reason alone. So, too, is a 
commitment to ensuring economic well-being.

What Counts as a Learning Activity?

A learning activity is one that both 1) involves the delivery 
of health care services or uses individual health infor-

mation, and 2) has a targeted objective of learning how to 
improve clinical practice or the value, quality, or efficiency 
of the systems, institutions, and modalities through which 
health care services are provided. All such activities are learn-
ing activities, even if they have typically been categorized as 
clinical research, clinical trials, comparative effectiveness re-
search, quality improvement research, quality improvement 
practice, patient safety practice, health care operations, qual-
ity assurance, or evidence-based management. We do not 
contest these labels or classification schemes, but they also do 
not control or influence our analysis. For our purposes, they 
are all “learning activities.”

Health care services include a wide range of interventions 
and interactions in which professionals are involved with 
patients, sometimes over long periods of time. They include 

encounters between patients and health care professionals in 
the traditional settings in which clinical services are provided, 
as well as in settings such as patients’ homes, pharmacies, and 
the workplace, and they may occur virtually through tele-
medicine or other Internet-based modalities. Health informa-
tion includes any information that relates to an individual’s 
physical or mental health, the health care services provided to 
an individual, or the payment for an individual’s health care, 
whether in the past, present, or future.14

The Basic Structure of the Framework

The framework we propose consists of seven obligations: 
1) to respect the rights and dignity of patients; 2) to re-

spect the clinical judgment of clinicians; 3) to provide opti-
mal care to each patient; 4) to avoid imposing nonclinical 
risks and burdens on patients; 5) to reduce health inequalities 
among populations; 6) to conduct responsible activities that 
foster learning from clinical care and clinical information; 
and 7) to contribute to the common purpose of improving 
the quality and value of clinical care and health care systems.

Respecting patient rights and dignity and avoiding non-
clinical risks (obligations 1 and 4) appear in most contempo-
rary discussions of research ethics. Respecting the judgment 
of clinicians and providing patients with optimal clinical care 
(obligations 2 and 3) are presuppositions of traditional medi-
cal ethics—as, for example, in the influential catalogue of 
norms in Thomas Percival’s classic volume, Medical Ethics.15 
Variations of these four obligations are prominent in contem-
porary discussions of medical professionalism,16 and they re-
main relevant in our framework. However, we also give each 
an interpretation not found in codified principles of either 
clinical ethics or research ethics.

Obligations 5, 6, and 7 are specific to the learning health 
care system context. These three obligations substantially re-
vise traditional conceptions of the moral foundations of re-
search ethics and clinical ethics. Obligations 5 and 6 have 
more than one obligation-bearer, as presented in Table 1, 
with the obligations falling on clinicians, investigators, health 
care institutions, those responsible for institutional policies 
and practices, payers, and purchasers. Patients are the obli-
gation-bearers in obligation 7, which proposes to sharply re-
form current rules and guidelines. This obligation placed on 
patients to contribute, under limited and appropriate condi-

We should assess both whether a learning activity unduly limits the 
choices of patients and the value of those choices to patients.  

Many decisions in health care are not likely to engage values of  
central importance to the patient.
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tions, to learning that is integrated with their clinical care is 
not present in conventional accounts of either clinical ethics 
or research ethics, where the assumption is that no such ob-
ligation exists.

All seven obligations are relevant to judgments about the 
ways in which a learning activity can negatively or positively 
affect the rights or interests of patients and professionals. The 
term “rights” refers to justified claims to something that in-
dividuals and groups can legitimately assert against other in-
dividuals or groups. The associated term “interests” refers to 
that which is in an individual’s interest—that is, that which 
supports an individual’s well-being or welfare in a given cir-
cumstance. We use the term “risk” to refer exclusively to a risk 
of “harm,” meaning a thwarting, defeating, or setting back of 
an individual’s interests.17

Seven Fundamental Obligations

Each of the seven obligations in the framework constitutes 
a necessary condition, within a learning health care sys-

tem, of an adequate ethics. In the absence of any one of these 
obligations, the framework would lose a basic norm, render-
ing the framework deficient. However, we do not claim that 
this set of obligations establishes a set of sufficient conditions 
in a comprehensive ethical framework. Future work can be 
expected to specify these abstract rules to provide more gran-
ular guidance for institutions and their specific contexts and 
to perhaps add additional general obligations.

The seven norms presented below have some overlapping 
content, but no one norm can be reduced to one or more 
of the others. They are not morally weighted or placed in a 
hierarchical order of importance. Questions of weight and 
priority can be assessed only in specific contexts. When these 
norms come into conflict in particular learning activities, the 
goal will be to show either that one norm is of overriding 
importance in that context or that at least some demands of 
each of the conflicting norms can be satisfied, whereas others 
cannot.

1) The obligation to respect patients. Moral obligations to 
respect the rights and dignity of persons are not controversial 
in either clinical ethics or research ethics.18 Examples of re-
specting rights include obtaining informed consent, soliciting 
and accepting advance directives, protecting the confidenti-
ality of health information, and evaluating the effectiveness 
of health care in terms of outcomes that matter to patients. 
Respecting the dignity of patients requires health profession-
als to express respectful attitudes and to treat patients as hav-
ing an inherent moral worth by, for example, helping patients 
understand what is happening to them and following the lead 
of patients in involving their families and friends in their care.

Among the rights most discussed in research ethics and 
clinical ethics is the right to have one’s autonomy respected. 

The obligation to respect patient autonomy is also central to 
the framework we are proposing, but unlike some bioethics 
literature, the framework does not give it undue deference or 
overriding importance.19 Respecting autonomy is primarily 
about allowing persons to shape the basic course of their lives 
in line with their values and independent of the control of 
others.20 Not all health care decisions are likely to be attached 
to a significant autonomy interest of individual patients, and 
deference of the wrong sort can constitute a moral failure 
to take adequate care of patients rather than an instance of 
showing respect.

In interpreting the obligation to respect autonomy in 
learning health care contexts, we should assess both whether a 
learning activity unduly limits the choices of patients and the 
value of those choices to patients. Many decisions in health 
care—such as how often simple laboratory tests should be 
repeated during a hospitalization or whether medications 
should be dispensed by one qualified professional or anoth-
er—are not likely to engage values of central importance to 
the patient.21 Learning activities that relate to such decisions 
can be undertaken by health professionals and institution-
al officials without a violation of obligations to respect the 
rights or dignity of patients.

2) The obligation to respect clinician judgment. The im-
portance of clinician judgment to professional practice is well 
established, although what is meant by clinician judgment 
is not always clear. We use the term “judgment” broadly to 
mean the clinician’s considered beliefs about how best to care 
for a patient in light of multiple considerations and influ-
ences, including personal professional experience, the experi-
ence of colleagues and mentors, scientific evidence, and the 
clinician’s understanding of the patient’s values and priorities. 
Respect for clinicians’ judgments is justified for two reasons. 
First, the exercise of clinical judgment can further the health 
interests of patients in achieving the best clinical outcome.22 
Second, the exercise of clinical judgment can advance the au-
tonomy interests of patients because clinicians are often well 
positioned to ascertain and be responsive to their values and 
preferences.

Not all constraints on the behavior of clinicians—such as 
requirements to write notes for a supervisor or to use a uni-
form method for dosing orders—interfere with the exercise of 
clinician judgment. Some other constraints interfere with the 
exercise of clinician judgment, but to varying degrees. For ex-
ample, formularies requiring physicians to prescribe only one 
branded drug among several in the same class may have little 
if any negative impact on the health and autonomy interests 
of patients that respect for clinician judgment is intended 
to serve. Learning activities that impose constraints of these 
types would be compatible with the obligation to respect cli-
nician judgment. 
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One problem with the obligation to respect clinician judg-
ments is that even the most well-intentioned judgments of 
clinicians can be subject to some form of bias.23 A key precept 
of evidence-based medicine is that clinician judgment may 
not result in the best health outcomes for patients, especially 
when there is an absence of good empirical evidence or that 
evidence does not factor in the forming of the judgment. 
Evaluating the strength of the obligation to respect clinician 
judgment usually entails a contextual assessment of the likely 
impact of any proposed restriction on the exercise of clinician 
judgment on patients’ health or autonomy interests. When 
learning activities target areas in which there is clinical uncer-
tainty about best practices or limited empirical evidence, the 
likelihood that unrestricted clinician judgment will advance 
the health interests of patients is lessened, and the importance 
of respecting clinician judgment is weakened. For example, 
for most patients, there is currently little empirical evidence 
to support a clinician’s judgment that a particular first-line 
hypertension drug is better than another. The obligation to 
respect clinician judgment in this context is not as stringent 
as in a case where clinician judgment is based on more robust 
evidence or is responsive to patient preferences for different 
therapeutic options.

3) The obligation to provide optimal care to each patient. 
Obligations to promote the welfare of others take on specific 
forms in health care, usually formulated as role obligations. 
Professional codes underscore the moral responsibilities of 
professionals to advance the welfare interests of each patient 
by providing the patient with optimal care aimed at secur-
ing the best possible clinical outcome. “Clinical outcome” 
encompasses the interests patients have in the promotion, 
preservation, and restoration of their health and the mitiga-
tion of pain, suffering, and disability. During the course of 
clinical care, clinical risks of setbacks to the health interests of 
patients are often present. These risks are morally justified if 
they are outweighed by the prospect of corresponding clinical 
benefits. Accordingly, clinical care can be ethically acceptable 
when significant risks are present, as long as the potential or 
expected benefit to the patient justifies the risk.

A central moral consideration in assessing the ethical 
acceptability of a learning activity is how the expected net 
clinical benefit for the patients affected by a learning activity 
compares to the net benefit they likely would have experi-

enced if their care had not been affected by that activity. In 
assessing net clinical benefit, the risks in routine clinical prac-
tice should be considered. Some learning activities are likely 
to increase the prospects for net clinical benefit, whereas oth-
ers are likely to decrease it. An activity designed to evaluate 
the impact of a computer-generated prompt to clinicians to 
double-check medication dosage may itself have a positive 
impact on the net clinical benefits for patients; it may reduce 
the risk that they will be harmed by a medical error. By con-
trast, depending on the context, a randomized clinical trial 
of a first-in-class medication may decrease patients’ prospects 
for net clinical benefit relative to what would be expected 
if these patients receive approved medical therapies. Other 
learning activities—such as a prospective observational study 
that relies only on electronic health data to compare widely 
used interventions—are likely to have no appreciable effects 
on net clinical benefit. Accordingly, the impact of a learning 
activity on net clinical benefit is specific to the particulars of 
the activity and the related clinical context, but it is morally 
essential that such assessments be made in a learning health 
care context.

4) The obligation to avoid imposing nonclinical risks and 
burdens. Health care focuses on the health-related interests of 
patients and the reduction of risks of health-related harms, 
but obligations to avoid inflicting other kinds of harm and 
burden also apply in health care. Clinical care and clinical 
information can be provided or used in ways that affect pa-
tients’ interests in financial well-being, social standing and 
reputation, employment and insurance opportunities, dig-
nity, privacy, and the joy of spending time with family and 
loved ones.

The impact of a learning activity in imposing nonclini-
cal risks and burdens—in comparison to the nonclinical risks 
and burdens that the patients could be expected to experience 
if their clinical care did not involve the learning activity—
is a moral consideration. For example, the risk that health 
information will be disclosed inappropriately sometimes in-
creases as a result of a learning activity, and such disclosures 
can be monitored and reduced through security protections. 
Learning activities also may impose burdens beyond those 
needed for patients’ usual clinical care, such as extra visits to 
clinical facilities.

When learning activities target areas in which there is clinical  
uncertainty about best practices or limited empirical evidence,  
the importance of respecting clinician judgment is weakened.
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5) The obligation to address unjust inequalities. Our 
framework is rooted in a broader conception of obligations 
of justice than the conception that dominates traditional re-
search ethics. Fundamental to traditional formulations and to 
the regulation of research are moral requirements that subject 
selection be fair and that the distribution of research benefits 
and burdens be just.24 Our framework supports the commit-
ment to these injunctions, which are historically rooted in 
concerns about the abuse of disadvantaged or vulnerable sub-
jects in research. However, these injunctions carve out only a 
piece of the territory of justice that needs to be considered in 
the ethics of a learning health care system.

In agreement with the traditional conception, our frame-
work sets a presumptive bar against learning activities whose 
potential negative effects—including imposition of non-
clinical burdens or the worsening of prospects for net clinical 
benefit—fall disproportionately on socially and economically 
disadvantaged patients or groups of patients. This bar protects 
many individuals who are homeless, poorly educated, belong 
to groups that have been subject to historical and continuing 
prejudicial treatment, or lack access to health care and physi-
cians. Also in need of monitoring are learning activities whose 
positive outcomes will disproportionately benefit patients 
who are already socially and economically advantaged—for 
example, activities that rely on access to the Internet in the 
home. This obligation requires those who propose learning 
activities to consider whether the activity can be carried out 
in such a way that its benefits extend to the less privileged.

In ways more expansive than traditional conceptions, the 
learning health care system ethics framework also imposes an 
affirmative obligation to direct learning activities toward ag-
gressive efforts to reduce or eliminate unfair or unacceptable 
inequalities in the evidence base available for clinical decision-
making, in health care outcomes, and in the respectfulness 
with which health care is delivered. For example, it is widely 
acknowledged that pregnant women often respond to medi-
cations differently than other adults, but the health needs of 
pregnant women are rarely the focus of clinical investigation 
because of concerns about the impact of the medications on 
the fetus. A learning health care system is well positioned to 
identify—and should mount—ethically acceptable learning 
activities to address what some have identified as unjust pau-
city of evidence about the management of chronic illness in 
pregnant women.25

Learning activities also should target disparities in clinical 
outcomes associated with widening educational differences in 
adult mortality from such health conditions as lung cancer 
and heart disease.26 Similarly, learning activities should find 
strategies to reduce the disrespectful ways in which patients 
in sickle-cell crisis are sometimes treated when they seek pain 
relief in emergency rooms. Unlike other patients presenting 
in severe pain, these patients, who are largely young African 
Americans and thus subject to unjust racial stereotyping, are 

often treated with suspicion by clinical staff, who view them 
not as people suffering from a dreadful disease but as drug 
users hoping to manipulate the system in search of opiates.27

Although reasonable people often disagree about precisely 
which inequalities are unjust and for what reasons,28 the nar-
rowing of inequalities and the elimination of discrimination 
in care between minority and majority patients, economically 
impoverished and economically secure patients, and poorly 
educated and well-educated patients is a national priority in 
the United States and in many other countries.29 The learning 
health care ethics framework requires that learning activities 
be assessed to determine whether they perpetuate or exacer-
bate unjust inequalities and to determine whether they can 
be structured to advance the goal of reducing or eliminating 
inequalities and discrimination in health care. This role has 
not traditionally been at the forefront of the list of obligations 
of health care institutions, where these problems of unjust 
inequalities have been widely overlooked.

6) The obligation to conduct continuous learning activi-
ties that improve the quality of clinical care and health care 
systems. The third obligation of our framework—to provide 
each patient optimal clinical care—has been linked to clini-
cal ethics requirements that clinicians stay current in their 
knowledge and their skills.30 Until recently, there has been 
little discussion of the need to augment this obligation with 
an affirmative responsibility on the part of clinicians to con-
tribute to that knowledge base.31 This sixth obligation makes 
contribution to learning morally obligatory. It also extends its 
reach beyond health care professionals to institutions, payers, 
and purchasers of health care. We envision an unprecedented 
transformation of responsibilities in a learning health care sys-
tem that applies to physicians in private practice, pharmaceu-
tical companies, private hospitals, and so on. Because health 
care professionals, officials of health care institutions, and 
purchasers of health care have unique access to and control 
over clinical care and health information, they are uniquely 
positioned to seek, conduct, and contribute to learning activ-
ities that can advance health care quality, economic viability, 
and a just health care system. No other individuals, profes-
sionals, or institutions in society have such access or control.

The learning health care system ethics framework makes 
this sixth obligation foundational in the structuring of health 
professions and health care institutions. The obligation re-
quires that every practitioner and institution accept a respon-
sibility to feed information into the system that increases our 
knowledge. Each learning activity to be conducted within the 
system must be individually assessed for the extent to which 
it holds out the prospect of contributing to the improvement 
of health care services and systems. This assessment should 
include an evaluation of the soundness of the learning activ-
ity’s objectives, design, and plans for implementation or dis-
semination. Learning activities today may improve only the 
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specific health care settings in which a learning activity takes 
place, with only some activities and new information being 
transportable to a wider body of health care institutions. This 
current limitation will gradually be transformed into a vast 
array of interconnected learning activities.

7) The obligation of patients to contribute to the common 
purpose of improving the quality and value of clinical care 
and the health care system. Traditional codes, declarations, 
and government reports in research ethics and clinical ethics 
have never emphasized obligations of patients to contribute 
to knowledge as research subjects. These traditional pre-
sumptions need to change. Just as health professionals and 
organizations have an obligation to learn, patients have an 
obligation to contribute to, participate in, and otherwise fa-
cilitate learning. 

This obligation is justified by what we call a norm of 
common purpose. This norm of common purpose is similar 
to what John Rawls calls the principle of the common good, 
a principle presiding over matters that affect the interests of 
everyone.32 The common interest of members of a society in 
the health care system is that it be positioned to provide each 
person in the society with quality health care at a cost com-
patible with individual and societal economic well-being. We 
also have a common interest in supporting just institutions, 
including activities that reduce the unjust inequalities that 
were mentioned in obligation 5.

Securing these common interests is a shared social pur-
pose that we cannot as individuals achieve. Our goals cannot 
be reached efficiently without near-universal participation in 
learning activities, through which patients benefit from the 
past contributions of other patients whose information has 
helped advance knowledge and improve care. Patients can-
not discharge this obligation merely by paying a fee for the 
health care service they receive or by contributing to society 
through taxation or charitable contributions. No amount 
of money paid for health care services substitutes for direct 
participation in and contribution to learning activities. The 
knowledge necessary to secure a high-quality and just health 
care system cannot be obtained from information limited to 
a bounded number of patients at discrete points in time. A 
learning health care system must have continuous access to 
information about as many patients as possible to be efficient, 
affordable, fair, and of highest quality.

A related justification for obligation 7 is the reciprocal ob-
ligation that arises among strangers who occupy the role of 
patient over time. The philosopher David Hume expresses 
the general form of this duty of beneficence as follows: “All 
our obligations to do good to society seem to imply some-
thing reciprocal. I receive the benefits of society, and there-
fore ought to promote its interest.”33 In our framework, the 
discharge of obligations of reciprocity occurs through an es-
tablished practice of making an appropriate and proportional 
return—returning benefit with proportional benefit, with all 
alike sharing, as a matter of moral obligation, the burdens 
necessary to produce these benefits.

In proposing that patients have an obligation to contrib-
ute to the common purpose of improving health care through 
learning, we are not proposing that patients have an affirma-
tive moral obligation to participate in all learning activities 
regardless of the degree of additional risk or burden they may 
impose. Different learning activities will have differential ef-
fects on the rights and interests of patients and therefore will 
have different implications for patients’ obligations to par-
ticipate in them. The first four obligations of this framework 
are intended to protect these rights and interests in the assess-
ment of the overall ethical acceptability of particular learning 
activities. For example, some learning activities, such as ran-
domized clinical trials of investigational new devices, would 
not be obligatory because of the potential to fail in meeting 
obligations 1 through 4. If this type of learning activity is 
otherwise ethically acceptable, however, then patients might 
choose to participate in it, though they should be informed  
and understand that they are under no obligation to do so. By 
contrast, other learning activities—such as participation in a 
registry, reviews of deidentified medical records, and being 
interviewed by health care staff to better improve the patient 
care experience—are likely to be instances in which patients 
do have an obligation to participate, assuming that the ac-
tivities have a reasonable likelihood of improving health care 
quality and that appropriate data security protections are in 
place. These conditions are probably met currently in inte-
grated health care systems that have invested in secure elec-
tronic health records and have mechanisms in place to adjust 
local norms of care in direct response to the results of learning 
activities.34

The obligation of patients to contribute to health care 
learning is compatible with duties to inform patients about 

Just as health professionals and organizations have an obligation  
to learn, patients have an obligation to contribute to, participate in, 

and otherwise facilitate learning.
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learning activities and to solicit their express consent for some 
learning activities, as appropriate. The first obligation in our 
framework requires, as a matter of respect, that health care 
institutions have numerous and varied policies and practices 
in place to inform patients about the institution’s commit-
ment to learning and about the specific learning activities 
that are currently underway and how they are being con-
ducted. Activities such as randomized, controlled trials of an 
investigational new device could proceed only with patients’ 
express, affirmative agreement, obtained through a valid in-
formed consent process.

As with the first obligation above, the obligation to con-
tribute to learning can extend to family members, loved ones, 
and surrogates of patients, particularly when patients are 
children or adults whose competence is permanently or tem-
porarily compromised. Whenever loved ones are intimately 
involved in the care of the patient, they may have informa-
tion or insight critical to learning about and improving health 
care interventions and processes. For patients lacking cogni-
tive or decisional capacities, loved ones and other surrogates 
can play a vital role in the ethics framework by representing 
and protecting patients’ interests of during learning activities.

It has several times been asked in the bioethics literature 
whether there is a duty to serve as a research subject. Some 
have answered the question affirmatively. Their reasons have 
been premised on a conception of duties to participate recip-
rocally in a system that produces public goods from which 
we all benefit and in which no one should, in this respect, 
be a free rider.35 In certain circumstances, even compulsory 
participation has been proposed.36 Although similar justice-
oriented grounds are central in some of our arguments, we 
are proposing a more pervasive level of participation, and 
participation of a different type, than previous writers have 
recommended. We make it a condition of participating in a 
learning health care system as a patient that one also partici-
pates in the learning activities that are integrated, on an ongo-
ing basis, with the clinical care patients receive.37 The scope of 
participation that we are proposing is far more extensive and 
notably different from than that proposed by previous writers 
on duties to participate in research.

Going Forward with the Learning Health Care 
System Ethics Framework

The framework we have proposed for a learning health care 
system departs significantly from previous frameworks 

in research and clinical ethics. Its most distinctive features are 
twofold. First, the framework eschews the moral relevance of 
the traditional distinction between research and practice in a 
learning health care environment, focusing attention instead 
on the moral obligations that should govern an integrated 
learning health care system. Second, the framework sets a 
moral presumption in favor of learning, in which health pro-

fessionals and institutions have an affirmative obligation to 
conduct learning activities and patients have an affirmative 
obligation to contribute to these activities. This presumption 
is grounded in the claims that all parties benefit from this ar-
rangement and that the societal goals of health care quality, 
just health care, and economic well-being require continuous 
learning through the integration of research and practice.

This framework will help facilitate the transformation to 
a learning health care system. Going forward, the next step 
will be to specify the framework’s implications for oversight 
policies and practices, including prior review and informed 
consent, and to determine precisely how the framework will 
interact with the current human subjects regulations and in-
stitutional review board system. Given that our framework 
rejects the moral relevance of the traditional distinction be-
tween research and practice in a learning health care system, 
different operational criteria for determining which activities 
should be subject to oversight policies, based on the seven 
moral obligations, will need watchful development. For ex-
ample, future work will need to use multiple criteria to deter-
mine which activities require express prospective consent and 
which may be addressed by routine disclosures. Critical to 
this work is canvassing the views of patients and other stake-
holders—an effort that is already under way.38 Although the 
hard work of specifying the policies and practices needed to 
implement the framework is just beginning, we close with a 
few preliminary observations—first, about the implications 
of the framework for clinical practice, and second, about the 
operationalization of the first and seventh obligations.

As we argue in the first article in this set, the underprotec-
tion of patients from unjustified and often preventable harms 
and burdens in clinical practice is a profoundly serious moral 
problem. We are not proposing, nor do we think it correct, 
that the solution to the underprotection problem is simply 
to expand the current review system for research. Multiple 
conditions and factors contribute to the underprotection 
problem, and a complex set of strategies will be needed to ad-
dress the problem effectively. The learning health care ethics 
framework is intended to be one part of the solution. First, 
the framework makes obligatory the kinds of learning that 
are necessary to reduce the harms that occur in clinical en-
vironments and resolve the uncertainties that exist around 
many clinical practices. Second, the framework makes such 
learning easier to conduct; by reducing the overprotection 
of patients from learning activities that do not undermine 
their interests or rights, it facilitates learning that can help ad-
dress the underprotection of patients in clinical practice. Put 
slightly differently, insofar as contemporary research ethics 
and oversight interfere with learning activities that could re-
duce errors and improve clinical effectiveness, the overprotec-
tion that results is itself a source of harm to patients’ interests.

Health care institutions and clinicians are constantly 
adopting new practices, ranging from platforms to support 



     S25SPECIAL REPORT: Eth ica l  Overs ight  o f  Learn ing  Hea l th  Care Sys tems

clinical decision-making built on electronic health systems 
to minimally invasive and robotic surgery. These innovations 
are often introduced without systematic assessment of their 
impact, perhaps to avoid crossing the unwelcome and curious 
divide between practice and research. Our framework makes 
this distinction irrelevant to questions of oversight and pro-
vides reasons why health care institutions and professionals 
are obligated to accompany the introduction of such innova-
tions—as well as practices that have never been rigorously 
evaluated—with a commitment to systematically learn about 
their effects on clinical outcomes, health care value, patients’ 
experience, and heath disparities.

We envision that a learning health care system will adopt 
an array of policies and practices that provide a moral link 
between the first obligation—to respect the rights and dig-
nity of patients—with the seventh obligation—that patients 
contribute to the common purpose of improving the quality 
of clinical care and the health care system. For example, the 
learning health care system would disclose to patients in mul-
tiple ways and at various times that learning occurs constantly 
throughout the health care system, and that the products of 
such learning are constantly updated and integrated into the 
system of care. Concrete examples would be provided of how 
care has been improved as a result of learning. Such disclosure 
serves to underscore to patients the system’s moral commit-
ment to continuous learning, the relationship of that learn-
ing to the quality of care they will receive, and the system’s 
commitment to ensuring that patients are aware of continu-
ing learning activities and their risks and benefits. Disclosure 
procedures might include information provided at initial in-
terviews or at enrollment, in postings in waiting rooms, and 
in newsletters and Web sites. The best ways to communicate 
with patients must be identified and evaluated, and these ap-
proaches to disclosure should be shared with small hospitals 
and practices without the resources to do so on their own.

The health care system would likewise inform patients in 
routine and systematic ways of the policies that are in place 
to provide ethical oversight of learning activities, as well as 
how the confidentiality of their medical information will be 
maintained, how privacy is insured, how information is trans-
mitted to other health care institutions, and the like. There 
would also be transparency in the conduct of learning activi-
ties. Transparency might be achieved by, for example, listing 
the steady flow of learning activities on system Web sites (and 
on paper, if requested) and by accountability to the public 
and to patients regarding what is learned in these activities, 
including whether and how a learning activity has improved 
clinical practice. In addition, a learning health care system 
would publicize to patients that, while they might not be in-
formed routinely about each learning activity—since many 
have little, if any, effect on patients’ interests or rights—they 
will be adequately informed, and their consent sought, when-

ever a learning activity might have a negative impact on the 
quality of care or impose burdens above and beyond what 
they would otherwise experience.

Finally, we appreciate that the learning health care system 
ethics framework we have proposed will be criticized as a pre-
mature and overly extensive reshaping of traditional research 
ethics and clinical ethics. Others may think we propose too 
little. We claim no more than a start on a subject that mer-
its extensive investigation, and we welcome suggestions and 
commentary moving forward. The transformation to a learn-
ing health care system is still in its infancy. We are in the early 
days of a progressive realization of a lofty aspirational goal, 
but given the preventable harm, waste, and uncertainty about 
clinical effectiveness in health care, efforts to accelerate learn-
ing should be given high priority. Now is a good time to lay 
the ethical foundations of a learning health care system and to 
begin work on its specific moral commitments.
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