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In his objecting to methods employed by Institutional Review
Boards (IRB), Jonathan Baron (2015) argues for a strict utili-
tarian approach — the only ethical system that he regards as
actually ethical and systematic. Baron states that utilitari-
anism can and must: (1) consider only the actual goals of in-
dividuals affected, and (2) apply “best informed judgments”
about probabilities of achieving those goals, and in these
ways, prioritizes “equal sympathy for our fellow beings.” By
implication, he adds, any other decision procedure(s) can be
seen as duplicative, ignorant and/or unethical. Baron argues
that IRBs too frequently impose unnecessary harms, not
merely because they introduce inefficiencies out of ignorance,
but mainly because their principled demands cannot meet
utilitarian standards.

As directly relevant to neuroscientific and neurological
research, the field, theories and practices of neuroethics are
important to consider in light of Baron's assertions against
bioethics. It is the case that neuroethics cannot be satisfied by
the received tradition of medical ethics given new challenges
from emerging neuroscientific techniques and neuro-
technologies. Medical ethics has been dominated by Western
medicine's normative notions of the “Moral Individual,” what
counts as “Standard Health,” and concerns for the “Autono-
mous Patient” (MISHAP). In light of medicine's track record, its
virtue ethics eventually had to achieve some compromise
with deontological demands of legal rights and utilitarian
management of scarce resources (Baker, 2013; Emanuel et al,,
2008; Stark, 2012). Compromise and mutual adjustment can be
intelligent, so long as it goes deeper than compartmentalized
oversight. Bioethics can seek a more unified theoretical basis,

and neuroethics should partner in that effort, since neuro-
ethics should neither dutifully “apply” received ethical the-
ories one by one, nor consider itself solely as a dimension of
medical ethics (Shook & Giordano, 2014).

Baron (2006, 2015) has little patience for bioethics. For
judgments upon medical research, Baron expects “medical
decision analysis” (MDA) to serve as the properly utilitarian
methodology. However, this expectation isn't wholly consis-
tent with his generic definition of utilitarianism: neither the
subjects of research, the researchers, nor the many who may
be affected by research are fully taken into account by MDA.
Subjects of medical research have a variety of achievable goals
besides those relating to disease, physiological and psycho-
logical functioning, reducing pain, forestalling death, and so
on. Researchers are not only seeking professional goals of
advancing biomedical knowledge and improving the lives of
current and future patients, they are also pursuing career,
status and personal goals. Furthermore, depending upon the
research, many currently living (and future) persons will have
interest in the progress of research. Why should the non-
health goals of research subjects, the personal and profes-
sional goals of researchers, and the vital interests of so many
other persons be arbitrarily left out of account? Does MDA
fallaciously violate utilitarianism?

We do not believe that generic utilitarianism can guarantee
ethically satisfactory results, either. It does stand ready,
perhaps more so than any other ethical theory, to sacrifice the
interests (and even the lives) of medical research subjects,
depending on circumstances and probabilities. Baron isn't
committed to that result; he could argue that rule utilitarian
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considerations should protect research subjects and patients
from large risks and harms by evaluating broader research
goals or public interests. Lessons learned from hard experi-
ence teach that act utilitarian judgments can differ from case
to case, are sometimes able to sacrifice the few and the
vulnerable for the sake of the many, and can often be counter-
productive in the long run. Researchers are not immune from
hubristic rationalizations imposing huge risks upon others in
the name of science and imagined benefits for future gener-
ations. As a result, the willing participation of subjects, and
public approval towards medical research, may both be
diminished, which is far from an optimal long-term outcome.

Even if “best judgment” upon a particular case's merits do
lean toward requiring great sacrifice, we are restrained by
evidence from past tragedies, and by the “known unknowns”
that are fostered by research — and particularly that which
engages cutting-edge neuroscience and technology — on
voluntary subjects, even if restraint isn't generated by sym-
pathy toward the subjects themselves (Giordano 2014) Rule
utilitarian's distinctive advantage over act utilitarianism, as
noted by R. M. Hare (1981), is its capacity to factor in the fallible
and finite intellectual resources of deliberators, and to give
due respect to the wisdom of inherited principles as valuable
information unobtainable by a lone living generation.

That said, let's agree, again for the sake of argument, that
MDA's principled exclusion of broader goals of biomedical
researchers, and long-term health interests of the public, is
warranted by these sorts of rule utilitarian considerations.
Yet, the public surely has meritorious goals besides the pur-
suit of improved health, quality of life, and prolonged life, and
subjects themselves have various goals besides those that are
intrinsically related to health. Generic utilitarianism should
factors in those interests, producing another rule utilitarian
result that matters such as dignity, autonomy, coercion, and
privacy cannot be ignored. Does MDA include rules restricting
medical research that unduly risks or harms these individual
values? Apparently not; this too does not bode well for generic
utilitarianism.

Here, let us consider Baron's example of protecting privacy.
Is his complaint that IRBs shouldn't be trying to protect pri-
vacy so much because MDA wouldn't protect privacy to such
an extent? Or is his claim that MDA would do a better job of
protecting privacy? If the former, why should MDA enjoy
privileged, utilitarian status, since MDA is inherently unable
to fully factor in the actual goals of individuals' privacy? If the
latter, then Baron's claim that MDA can best determine how to
protect privacy on a case-by-case basis could be seen as a
relapse into act utilitarianism, as his example displays.

These are not the wholly objective, factual matters that
Baron depicts. How much risk to privacy is acceptable, and
how much risk is worth trading for other values, is a highly
normative and perspectival matter without solution by
reduction to any set of facts, deduction from some intricate
formula, or resolution by consultation among only like-
minded researchers. Similarly, what counts as coercive
manipulation is a complex matter that is not always easily or
uniformly not reducible to what strikes a researcher in a
wealthy country as coercive. The vulnerable are susceptible to
kinds of inducements, intimidations, and coercions that can
often be (almost) inconceivable to those of relatively

privileged status (Hawkins & Emanuel, 2008). Rule utilitari-
anism can handle better-informed evaluations of harmful and
disrespectful treatments of persons no matter their place in
the world. That is why well-informed and duly sensitized
deliberations by rule utilitarianism often support principled
rules that are nearly indistinguishable in real-world practice
from inviolable moral principles and human rights.

We opine that Baron's stance needs rule utilitarianism to
prevent generic utilitarianism from yielding unethical de-
cisions, and to prevent act utilitarianism from justifying
hasty, ill-informed, and parochial decisions. Concession to
rule utilitarianism carries obligations to respect the way that it
cannot simply approve case-by-case judgments made by
professionals bearing special interests and statuses. Indeed,
rule utilitarianism warrants civic structures and institutions
protecting a large set of principled priorities, even as it con-
tinues to foster reasoned debates over how precisely to rank
their priority and handle potentially burdensome — if not
harmful — trade-offs.

Biomedicine's promulgation of its own professional ethics
and set of virtues is laudable. Yet, we believe that these ethics
and virtues are inadequate in many ways, and unenforceable
by the profession alone. Medicine and medical research
should not be at liberty to do as it deems best unless and until
halted by legal inquiries and/or injunctions; the many egre-
gious violations of human welfare and dignity within living
memory bear witness to this fact. The medical profession
cannot ensure that full knowledge of ethical standards is
universal across the profession, much less any of its sub-
professions such as biomedical research. To be sure, there is
not even profession-wide agreement about which ethical
standards take priority, or what they mean in real-world sit-
uations. Amalgamations of moral platitudes, vague guide-
lines, and legal requirements, such as the American Medical
Association's Principles of Medical Ethics, do not constitute
serious ethics in theory, nor ensure compliance in practice.

Biomedical research is too complex and multi-faceted to be
asked to comply with short guideline lists, yet, despite sig-
nificant attempts (see for example, Cahn & Markie, 1998;
MacFarlane, 2008; and for review, Resnik, 2012), it lacks a so-
phisticated virtue/role ethics. Furthermore, its rule utilitarian
drive to maximize overall health for people in general
(whether current patients or not) will invariably clash with
other utilitarian principles. For example, the rule utilitarian
protection of the independence and autonomy of persons will
not consistently cohere with a rule utilitarian drive to maxi-
mize health. The obstructionism which Baron laments isn't
just the fault of deontological decrees; the collision of parallel
utilitarian rules is sufficiently obstructive.

Rule utilitarians needn't agree among themselves after all
their calculations of long-term expected utility, because de-
cisions must first be made about what counts as relevant
benefits and harms. Is the way that many of the vulnerable
may die in the service of greater public health for coming
generations going to count as an increase to the positive-value
of theirlives, or as a negative-value denigration of persons into
mild servitude? Does the way that the vulnerable can be mildly
coerced or under-informed count as a serious harm to persons,
to be weighed in? Expecting formulaic calculations to speedily
resolve research ethics cases is to wield prejudged answers.
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But this is by no means a clear victory for rule utilitari-
anism. Rule utilitarianism in theory will at best produce sys-
tems of inter-related priorities that are irreducible to
simplistic laws, while its application to individual cases will
take the form of formulaic dictates that are insensitive to
nuance and context. Still, such systematicity and rigidity
provide two significant utilitarian benefits. First, researchers
will have to learn about, and duly follow, many ethical
guidelines while planning research, rather than relying on
vague platitudes or haphazard advice from other researchers.
Second, only ”on the ground” and de facto enforcement of
ethical principles during the planning and conducting of
medical research is sufficient to ensure that many important
rule-utilitarian goals are simultaneously satisfied, or at least
not egregiously ignored and violated. This Ethical Research
Control (ERC) is necessitated by strictly utilitarian
expectations.

Biomedical research should be truly experimental and
visionary. Yet the ongoing regulation of all aspects of medical
research, whether for immediate practicality or eventual
preparedness, is simultaneously important. Rule utilitarian
trade-offs are necessitated by compromises between separate
rule-utilitarian priorities and principles. Yes, biomedical
research will be somewhat slowed and occasionally obstruc-
ted, and lives may be lost that could have otherwise been
saved. By contrast, those “optimized” act utilitarian verdicts of
the sort posed by Baron might appear to be more clean and
clear-cut, but this is because only a few people (or perhaps
even a single individual) is setting the rules and keeping score.
Let us not forget that utilitarianism can devolve into narrow
concerns that fail to acknowledge or respond to the richness
of context(s). Tempering this possibility involves full consid-
erations of such contexts and the effects that trade-offs will
exert upon the various strike- and share-holders of any de-
cision(s) that are made.

We support Baron's legitimate concerns about deleterious
ways that IRBs in practice can fall short of satisfactory ERC
expectations. However, we do not believe that this warrants
abandoning ERC for a simple MDA alternative. Biomedical
research serves — and can achieve — a host of potential goods,
both as a scientific enterprise and as a constituent and
contributory domain of the field and practice of medicine.
Certainly, it can produce new knowledge and methods to
mitigate and/or prevent disease and the effects of trauma.
Thus, it can benefit both current and future patients. In this
way, itis also a public and social good. As such — and as a facet
of medicine, biomedical research is both directly and indi-
rectly yoked to obligations for authenticity and non-
wastefulness (May, 2003).

Research also affords individual goods that are of profes-
sional and personal value to researchers. Each and all of these
goods must be acknowledged in deliberations over the scope
and conduct of a study. The multidisciplinary constituency of
an IRB reflects the diversity of perspectives necessary for the
tasks of evaluating the benefits, burdens, risks, harms and
conduct of a research endeavor. Medical researchers alone
cannot execute such monitoring and decisions, notwith-
standing impressive borrowed formulas, for the utilitarian
reasons described. As Baron notes, medical research cannot
reliably fulfill its aims when overtly external academic or

legalistic monitoring is adversarially or inefficiently executed.
ERC should be conducted responsibly and visibly, accessible to
the public eye and democratic deliberation, as a process
continually undergoing evaluation and adjustment. Respect
for the cultural diversity of human self-understandings, and
its inquiries into our robust capacities for moral self-
reflection, lends an optimistic boost to neuroethics — and by
extension, bioethics (in broader contexts) as improvable and
publicly responsible fields (Giordano, 2011; Giordano & Olds,
2010; Shook, Giordano, & Galvagni, 2014).

We support Baron's views that IRBs must be open to addi-
tional and improved methods of ethical deliberation and that
decision-analyses should be pragmatic and prudent.
Biomedical researchers should have a contributory role in the
elaboration of ERC and the improved performance of IRBs; as
should lawyers, ethicists, and to some extent, the public, and
this contribution should reflect insights to the pitfalls of both
excessively narrow internalization (e.g., as subject to the
“pushing forces” borne of self-serving interests, whether from
science or scientists) and diffusely broad externalization
(e.g., as subject to inappropriate external pull or constraints,
from economic markets, politics, etc.). Systematic rule utili-
tarianism can't assign monitoring to any single profession
such as medicine or law, or an interdisciplinary field like
neuroethics and/or bioethics. Rather, we claim that the cur-
rent pace, applications, and extent of biomedical research —
and particularly that in the neurosciences — is such that the
professions have little choice but to work together. If they
cannot, statutes written by politicians will be the default
enforcer without moderation from the expertise and wisdom
of the professions responsible for the scope, tenor and effects
of the research undertaken.
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