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In the wake of scandal over

troubling research abuses, the

1970s witnessed the birth of

a new system of ethical over-

sight. The bioethics frame-

work, with its emphasis on

autonomy, assumed a com-

manding role in debates re-

garding how to weigh the

needs of society against the

rights of individuals.

Yet the history of resis-

tance to oversight under-

scores that some domains of

science hewed to a different

paradigm of accountability—

one that elevated the common

good over individual rights.

Federal officials have now

proposed to dramatically limit

the reach of ethical oversight.

The Institute of Medicine has

called for a rollback of the fed-

eral privacy rule. The changing

emphasis makes it imperative

to grapple with the history of

the public interest paradigm.

(Am J Public Health. 2012;102:

1447–1450. doi:10.2105/AJPH.

2012.300661)

ONLY A FEW YEARS AGO, THE

business of ethical review seemed
a juggernaut destined only to ex-
pand, inspiring increasingly bitter
remonstrations about the “absurd

demands” federal research regu-
lation placed on scientists.1 It is
remarkable, then, that the De-
partment of Health and Human
Services (DHHS) now stands
poised to significantly scale back
and streamline many institutional
oversight procedures.2 In October
2011, DHHS closed the public
comment period on a proposal
that would expand the categories
of social and behavioral research
that can be “excused” from insti-
tutional review board approval,
allow a single institutional review
board to oversee multisite studies,
and generally adjust the institu-
tional review board system to
avoid cases where low-risk studies
are subjected to high levels of
scrutiny. The pending overhaul
comes in the wake of Institute of
Medicine recommendations in
2009 to exempt all research from
the Health Insurance Portability
and Accountability Act (HIPAA)
Privacy Rule and absolve all “in-
formation-based” research from
informed consent requirements.3

Taken together, these proposals
suggest the regulatory pendulum
is taking a swing to the permissive.

Much debate around the DHHS
proposal has centered on its iden-
tification of the HIPAA Privacy
Rule as a potential framework for

ensuring research data protection
and security—an idea that has
caused some researchers to fear
that the new regime, designed to
simplify the review process, will
actually lead to even more red
tape.4 Yet there are larger issues at
stake than simply ensuring that
important research can proceed
without being slowed by adminis-
trative impediments. The prospect
of change creates space to reckon
with other ethical traditions and
paradigms of accountability that
might inform research regulation
besides the reigning bioethical re-
gime, which emphasizes auton-
omy and privacy. One such tradi-
tion, distinctly opposed to the
current bioethics approach, stands
out in the long history of the
debate over research regulation
and privacy protection.

For more than a decade, pro-
fessionals in history, journalism,
the social sciences, and public
health, which play essential roles
in protecting the public from
threats of disease and corporate
and government misconduct, have
argued that the purpose of scien-
tific inquiry is to benefit society as
a whole, even sometimes at the
expense of individual interests.
In debates over the mandate of
institutional review boards,

researchers in these fields have
striven not simply to emancipate
important nonmedical research
from unnecessary fetters, but to
underline an inherent tension
between deeply conflicting para-
digms of accountability in which
very different conceptions of who
and what require protection are at
stake. We lay out 4 brief histories
that bear on nonclinical research
regulation and the arguments
against it, focusing on fields that
most forcefully resisted regulation
by articulating a fundamentally
different vision of accountability.
Before turning to those specific
cases, we lay out the broad back-
drop against which the debates
have unfolded.

Following the Nuremberg Code
of 1947, the principle of informed
consent became the cardinal
ethic for scientific research in-
volving human participants. US
federal regulations to prevent
harm to individual research par-
ticipants first arose in response to
a series of exposés on shocking
medical experiments in newspa-
pers and medical journals, culmi-
nating in the 1972 revelations
about the 40-year-long Tuskegee
Syphilis Study. A new system of
institutionally based ethical review
intended to ensure the safety and
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voluntary consent of research
participants was created.

Initially, epidemiologists and
social scientists grew alarmed that
the new, individual rights---based
bioethical framework that pro-
vided the moral architecture of
the regulatory schema might make
their research more difficult or
even impossible to conduct. Some
closure on these issues was
reached in 1981, when social
science and epidemiological re-
search was explicitly exempted
from institutional review board
review if the risk to participants
and their privacy was minimal. But
before the 20th century closed, for
many scholars the promise of
streamlined oversight would be
transformed into a stultifying
specter, hovering over all scientific
inquiry, no longer constrained
within the boundaries of medicine.

In the 1990s, activities that had
long remained relatively free from
ethical oversight began to be sub-
jected to scrutiny following a spate
of research-related incidents at
high-profile institutions,5 includ-
ing the death of an 18-year-old
experimental gene therapy patient
at the University of Pennsylvania
in 1999.6 Federal regulators
responded by cracking down, and
risk-averse institutions began to
apply conventional bioethical hu-
man participant protections with
new muscle, suppressing alterna-
tive discourses, such as those that
championed the common good,
that struggled to resist such “ethi-
cal imperialism.”7 Yet even as the
grip of bioethics as a regulatory
regime tightened, it quickly be-
came apparent that it was the
wrong framework of accountabil-
ity for some domains of inquiry.

It was within this context that
debates over research in different
disciplines unfolded. For example,
when in the early 1990s regula-
tors sought to treat public health
surveillance—the often compul-
sory reporting of the names of
individuals diagnosed with certain
infectious and chronic diseases by
physicians and laboratories to city
and state health departments—as
research requiring federal ethical
oversight, health officials coun-
tered that effective surveillance
depended on universal reporting
of names; it could not depend on
informed consent. Such data col-
lection was required by law, and
the law reflected the will of the
people.8 This was an old argu-
ment. As early as 1891, in the face
of physician resistance to report-
ing, health officials argued that
surveillance was based on a “con-
tract.”9 It amounted to a public
duty in which “the people had
consented” in the name of the
common good to what might oth-
erwise seem like an “arbitrary” or
even “authoritarian” regime.10

Surveillance could demand limi-
tations not only of privacy but
even of liberty if the disease in
question required mandatory
treatment or isolation.11 At stake
were questions of what individuals
in a civil society owed to one
another.12

Practitioners of quality assur-
ance in health care, which involves
the assessment of medical records
to determine the adequacy of care,
voiced similar arguments half
a century later. The field of quality
assurance originated in the 1960s
as a response to poor clinical out-
comes,13 and became one of the
hallmarks of the provision of

health care services under Medi-
care and Medicaid—two of the
signature social welfare programs
of President Lyndon Baines John-
son’s Great Society.14 By the
1990s, “quality improvement,”
which originated as a proactive
technique for regulating and im-
proving the delivery of medical
care, had become a “positive”
watchword of a new era.15

Beginning in 2000, after fed-
eral regulators received a com-
plaint suggesting that a quality
improvement study conducted
among dialysis patients should
have been classified as research,16

demand for bioethical review of
all quality assurance activities es-
calated.17 But when federal panels
began to develop recommenda-
tions for determining when quality
assurance required ethical over-
sight,18 administrators at the Cen-
ters for Medicare and Medicaid
Services resisted.19 “Fiduciary re-
sponsibility” served as their lode-
star.20 Justified by the need to
conserve taxpayer dollars while
improving clinical outcomes, at the
heart of their claim was an ethos
similar to that of public health:
those charged with administering
the social welfare system bore
a public duty to protect the in-
terests of populations, not the
rights of individuals.

Giving full voice to this public-
spirited paradigm were historians,
journalists, and others engaged in
social science inquiry, who argued
that the purpose of research, at its
best, was to illuminate critical so-
cial and political issues. The pri-
mary obligation was ensuring the
public’s right to know. “Our job
is to hold people accountable,”
argued Columbia University

historian Alice Kessler-Harris.21

Her point was that the primary
commitment of historians was to
the unfettered development of
knowledge through historical in-
terpretation—not to individual
subjects who emerged as the sub-
jects of inquiry. Historians viewed
their research not through the lens
of bioethics but as serving the
“common good” and “vital to
democratic debate and civic
life.”22 They rested their claims
on the centrality of freedom of
speech.23 History’s villains could
not be allowed to hide behind the
regulations governing the protec-
tion of human participants.

History also served the power-
less. So much of social science
research had sought to ensure that
the perspectives of the socially and
politically marginal—former
slaves, women, the poor—came to
light. Exposure in this context
took on a different hue. Whether
acting as watchdogs or giving
voice to the voiceless, researchers
drew on the Constitution for au-
thority. “Simply put,” commented
the University of Buffalo’s Michael
Frisch, “the core purpose of oral
history is to put named people
into the historical record—not
mask or anonymize them.”24

Debate in the 1990s over
medical privacy also provided
occasion for making the case for
the public good. President Bill
Clinton’s 1993 proposal for uni-
versal health coverage, which
raised the prospect of the central-
ized, computer-based manage-
ment of medical care, sparked
early calls to protect medical pri-
vacy. When the Clinton proposal
failed, privacy concerns were
taken up by Congress as part of
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HIPAA. From the outset, Congress
envisioned shielding public
health data from privacy regula-
tions: health departments would
not need consent to acquire and
share personally identifiable in-
formation for the purpose of safe-
guarding the public’s health. As
enacted, the DHHS Privacy Rule
(45 CFR Part 160 and Subparts A
and E of Part 164) contained what
is known as a public health “carve-
out.” Privacy advocates did not
resist this exemption, and disease
advocacy groups strongly sup-
ported it.25 The March of Dimes,
for instance, noted that

While the individual has an in-
terest in maintaining the privacy
of his or her health information,
public health authorities have an
interest in the overall health and
well being of the entire popula-
tion.26

Thus, although the 2003 HIPAA
Privacy Rule significantly en-
hanced medical privacy, it also
formalized the notion that privacy
rights are not always sacrosanct.

As we debate the protections
that must be in place for research
participants today, it is essential to
acknowledge the difference be-
tween social science inquiry and
research performed in clinical set-
tings. It goes without question that
research with the potential to
harm participants must be moni-
tored by third parties. But blanket
regulations designed to protect
powerless clinical research partic-
ipants may also inadvertently
protect the powerful from neces-
sary social and political scrutiny
on the part of investigators in
fields that define their mission in
terms of the common good. This is
not to say that a claim for the

common good is always sufficient
to justify a release from regula-
tion.27 Our point, rather, is to
emphasize that there is an impor-
tant ethical framework, with
a deep and varied history, that
has justified affirmative duties to
limit rights in the name of public
interests.

We agree that the time has
come to recognize that social in-
quiry in areas like history, public
health, and quality assurance re-
quires an alternative framework of
analysis. Yet we cannot let an
obsession with rules allow us to
overlook the fact that scientific re-
search is guided by a number of
different ethical frameworks that
do not always agree. Bioethics as-
serts that individual rights such as
privacy require protection; many
other frameworks demand that we
look past the individual and prior-
itize the common good. By em-
bracing a new approach for re-
search in public interest domains,
the proposed changes implicitly
acknowledge this tension. Indeed,
there will always be issues where
distinct paradigms hewing to dif-
ferent priorities collide. So although
the ongoing debate over changes to
ethical oversight procedures may
resolve certain conflicts, it also sets
the stage for the enduring contest
between different paradigms of ac-
countability. j
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We applied an alternative

conceptual framework for ana-

lyzing health insurance and fi-

nancial protection grounded in

the health capability paradigm.

Through an original survey of

706 households in Dai Dong,

Vietnam, we examined the im-

pact of Vietnamese health in-

surance schemes on inpatient

and outpatient health care ac-

cess, costs, and health out-

comes using bivariate and

multivariable regression analy-

ses. Insured respondents had

lower outpatient and inpatient

treatment costs and longer hos-

pital stays but fewer days of

missed work or school than

the uninsured.

Insurance reform reduced

household vulnerability to high

health care costs through direct

reduction of medical costs and

indirect reduction of income

lost to illness. However, from

a normative perspective, out-

of-pocket costs are still toohigh,

and accessibility issues per-

sist; a comprehensive insurance

package and additional health

system reforms are needed.

(Am J Public Health. 2012;102:

1450–1461. doi:10.2105/AJPH.

2011.300618)

HEALTH INSURANCE REFORM

is of utmost concern for low-in-
come countries that rely on out-of-
pocket payments to finance health
treatment, but many new policies
have not been sufficiently assessed
for their impact on the health and
economic stability of households.
A review of the World Bank im-
pact evaluation database found
that of 41 health-related impact

evaluations as of April 2005,
health reform and financing stud-
ies were lacking.1 Many studies
focus on a particular change
within a system, rather than
changes affecting the entire sys-
tem. For example, a Thai study2

investigated the impact of subsi-
dizing the Thai health card
scheme on insurance coverage
and utilization. A Chinese study3

evaluated how changing hospital
reimbursement from fee-for-
service to prepayment affected
health expenditure in China. Al-
though these are important as-
pects of health insurance policy,
they concern one change rather
than system-wide reform. New in-
surance schemes constitute a ma-
jor type of large-scale health care
system reform, and require evalu-
ation to determine whether they

achieve their purpose. In this
study, we employed a survey
conducted in 2008 to assess the
effects of reformed Vietnamese
health insurance schemes on
health care treatment and costs for
households.

Vietnam is a developing coun-
try that relies extensively on out-
of-pocket payments for health
care. In 2005, 5% of Vietnam’s
gross domestic product was spent
on health expenditure, and out-of-
pocket payments accounted for
68% of health expenditure.4 Fol-
lowing the privatizing Doi Moi
(“New Era”) economic reforms in
the late 1980s, health care in
Vietnam transitioned from a cen-
tralized system of free universal
access to a user charge system at
public health facilities and newly
legalized private facilities. The
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