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FROM THE EDITOR

Learning Health Systems, Informed Consent, 
and Respect for Persons 

In the lead article of the May-June 2022 issue of the Hastings Center Report, 
Stephanie Morain and a group of coauthors address one of the ethical challenges 
of what are known as “pragmatic clinical trials”—trials, that is, that are embed-

ded in, rather than separated from, clinical care. PCTs are an element in learning 
health systems, which generate information about treatment and delivery so that 
those activities can be studied and continually refi ned. PCTs aim to assess interven-
tions under the conditions of actual clinical practice, with a representative range of 
the patients for whom the intervention might be used rather than the more restricted 
conditions of the traditional randomized clinical trial. And some kinds of research—
continuous quality improvement of delivery systems and comparative effectiveness 
research into interventions—are particularly well suited to PCTs.

Such trials require a different ethical framework, as Ruth Faden, Nancy Kass, and 
others argued in a special report about learning health systems that they published in 
the Hastings Center Report in 2013. Patients who enroll in a randomized clinical trial 
are understood as making a transition from one system of ethics to another—from 
clinical ethics to research ethics. Research raises special concerns about the protec-
tion of human rights and dignity, and an ethical requirement for informed consent 
is the traditional method of assuring that protection. But as Morain and colleagues 
note, informed consent is not always feasible for PCTs, nor does it capture every-
thing involved in respecting human rights and dignity. Their article proposes a new 
framework, consisting of eight dimensions of demonstrating respect for those who 
are enrolled in PCTs.

Traditional research ethics is also governed by a special requirement to provide 
social value: the point of enrolling someone in a trial is not so much to benefi t 
that person as to advance knowledge and improve medicine. In a second article in 
this issue, Robert Steel argues that, in a learning health system, this requirement is 
strong enough that patients who want to be treated in the system—who are all also 
potential subjects of PCTs—can be required to participate in a trial even if the risk 
to them is more than minimal. If they wish to refuse, they must either forgo treat-
ment in the system or seek it elsewhere. Three commentaries in the issue explore 
various dimensions of Steel’s argument—contesting his views about making research 
compulsory, exploring the bounds of “minimal risk,” and asking whether social 
conditions would have to change before more-than-minimal-risk research may be 
made compulsory. In one of these commentaries, Faden and Kass—authors of the 
2013 articles that help motivate both Steel’s and Morain et al.’s articles—agree with 
much of Steel’s argument while also complicating the trade-off he proposes. What is 
at issue for the patient, they argue, is not merely risk but also the patient’s subjective 
values. They conclude that research can indeed be made compulsory, but not often.

A third article, by Debjani Mukherjee, Preya Tarsney, and Kristi Kirschner, turns 
in a different direction, to assumptions in bioethics about the quality of lives lived 
with disability. The authors—the founding, former, and present directors of the 
Donnelley Ethics Program at the Shirley Ryan AbilityLab, writing on the occasion 
of the program’s twenty-fi fth anniversary—fi nd much that needs to change, and 
they offer recommendations at multiple levels for working toward those changes.
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The ongoing wave of institu-
tional attention to diversity, 
equity, and inclusion (DEI) is 

long overdue and profoundly necessary, 
but it is radically insuffi cient, especially 
in health care, health-related research, 
and bioethics. Understanding why DEI 
in hiring and funding more people of 
color can leave signifi cant inequities 
untouched helps move this essential ef-
fort beyond virtue signaling. Consider: 
Some institutions may decide that a few 
new non-White hires can do all that is 
needed to improve workplace condi-
tions, serve on all committees, and be 
spokespeople for their employer—a fa-
miliar “Black tax” often imposed on em-
ployees of color. And if research funding 
is made available to a few more investi-
gators of color without requiring more 
broadly inclusive efforts from all, those 
new investigators could also be taxed to 
level the playing fi eld while still compet-
ing on a tilt. 

This would let White people off the 
hook; traditionally privileged groups, 
and the scholarship and practice domi-
nated by them, wouldn’t have to change 
at all—a “solution” both fundamentally 
unacceptable and inadequate. When 
DEI requires changes to hiring policies 
and practices, a thoughtful approach 
immediately highlights everything else 
that needs changing: assessment of job 
qualifi cations, promotion and reten-
tion standards and practices, employee 
voice in the workplace, amelioration of 
inequities in research infrastructure and 
mentoring, and more. 

Many academic medical centers 
are trying in good faith to get DEI 
right. The extensive guidance offered 
by the MRCT Center of Brigham 
and Women’s Hospital and Harvard 
in Achieving Diversity, Inclusion, and 
Equity in Clinical Research helps show 
how much DEI work medical academia 
must do, from hiring faculty and staff 
and funding investigators to addressing 
the demographics of clinical trial partic-
ipation. Yet even more “upstream” effort 
is required to make meaningful change.

For example, Ruquaiijah Yearby’s 
Vulnerability and Equity Impact 
Assessment tool asks investigators to 
examine the potential effects of research 
participation on underrepresented and 
underserved groups they seek to re-
cruit, engage with those communities 
about the research, and develop and 
carry out plans to mitigate potentially 
adverse effects. Engagement with po-
tential participants is key; investigators 
who really listen may learn unexpected 
truths about group needs, interests, and 
priorities that help uncover connections 
between structural injustices and health 
disparities. Assessing, addressing, and 
ameliorating the effects of structural in-
justices may be best accomplished at the 
community level, and many truly effec-
tive remedies will have to come from 
outside hospitals.

Targeting discriminatory structures 
can both profoundly improve health 
and reach far beyond it. Madison 
Powers and Ruth Faden’s discussion 
of dimensions of well-being, of which 

health is only one, demonstrates that 
ameliorating existing disparities in edu-
cation, housing, employment opportu-
nities, community and personal safety, 
and more helps strengthen the effects of 
“downstream” considerations, like DEI 
in hiring, by equipping more members 
of minoritized groups to do more with 
their lives than the structures of injus-
tice have thus far allowed.

How does this matter for bioethics? 
An increasingly vigorous discussion of 
health justice is under way in the fi eld, 
exemplifi ed by much recent literature, 
particularly in this journal, including the 
recent special report A Critical Moment 
in Bioethics: Reckoning with Anti-
Black Racism through Intergenerational 
Dialogue. The principle of justice has 
been neglected by many in bioethics but 
must be recentered by all of us. Doing 
justice to justice requires more than 
treating it as a specialty area for a sub-
set of bioethics scholars, social epidemi-
ologists, and public health practitioners. 
No one in bioethics would argue, “I 
don’t do autonomy; my specialty is X,” 
or “I don’t know much about benefi -
cence because my scholarly interests are 
Y and Z.” Treating justice this way is 
wrong and has to change.

Yet justice work is both diffi cult 
and fundamentally social. Injustice is 
often deeply ingrained and resistant to 
change. Justice reaches beyond individ-
uals and turns our gaze “upstream” from 
hospitals and clinics toward structures, 
histories, and life experiences, showing 
that justice and health are intertwined 
throughout society. If bioethics scholars 
are honest about our privileges (such 
as they are), we ought to see how thor-
oughly the deck has long been stacked 
against so many. DEI is only the begin-
ning. If health really matters in bioeth-
ics, comprehensive professional and 
personal attention to social justice is an 
essential effort for us all. 
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