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tistics of the U.S. Department of Justice

reported that the number of persons
held in U.S. prisons and jails was 2,078,570,
anew record. While troubling enough, other
facts bear mention as well: the nation’s in-
carceration rate continues to climb, exceed-
ing that of any other country in the world;
the rate of increase in the growth of prison
populations is highest among women; and
persons of minority background constitute
the majority of all prisoners.! The implica-
tions of the growing, apparently intractable
phenomena of a large imprisoned subcul-
ture in this country are many. These include
- to name just a few - the fostering of tens
of thousands of children of parents who are
incarcerated; diversion of millions of per-
sons from otherwise potentially productive
livelihoods to an existence almost wholly
supported by scarce public resources; con-
gregate living settings characterized largely
by violence and hopelessness; and a large
underclass (1 in every 140 U.S. residents)
comprised of individuals who are unlikely to
be successfully reintegrated into communi-
ties upon their release.

Incarceration is one of society’s quintes-
sential coercive powers. Any further act -
official or otherwise - involving prisoners,
including research, must be carefully scruti-
nized for its retributive or extra-punitive
purpose or nature. Thus, prisoners should
not feel compelled to take part in research as
a condition or consequence of their incar-
ceration. This is the position of the National
Commission for the Protection of Human
Subjects of Biomedical and Behavioral Re-
search, as reflected in both its Belmoni Re-
port and Research Involving Prisoners re-
port.? Federal regulations pertaining to
prisoners as human subjects mirror the
Commission’s position on the issue of coer-
cion, and provide for “additional safeguards
for the protection of prisoners” who may be
involved as subjects in research.?

Among these safeguards is restricting re-
search conducted or supported by the U.S.
Department of Health and Human Services
to one of four categories of permitted re-
search, including two categories of research of
particular interest: research into the “causes,
effects and processes of incarceration, and of
criminal behavior™ (or “Category A”), and re-
search of “prisons as institutional structures
or of prisoners as incarcerated persons....”?
(or “Category B”). As a necessary predicate

In May 2004, the Bureau of Justice Sta-

for conducting research that falls into these
two permitted categories, the research must
present “no more than minimal risk and no
more than inconvenience” to the prisoner
subjects.5 No great stretch of the imagina-
tion would be required to realize that many
different studies of matters pertaining to
prisoners or prisons (e.g., history of arrest or
incarceration, disciplinary infractions,
prison violence, coping skills, participation
in prison programs) might be included
within these two broad classes of permitted
research. However, the necessary predicate
for conducting Category A and B research -
that the study presents “no more than min-
imal risk” - appears significantly less dis-
cernible, a situation aggravated by the lack of
related federal guidance and ambiguous pol-
icy-making history. The subject of what con-
stitutes minimal risk has been considered
by a number of national bioethics commis-
sions, with little in the way of meaningful re-
sponse from federal regulators.” This article
examines the regulatory background and
implications of the concept of “minimal risk”
within the context of research involving pris-
oners, and provides some proposals as to
how the concept might be addressed in the
research review (IRB) process.

Background Regarding

Minimal Risk

All research conducted or supported by the
U.S. Department of Health and Human Ser-
vices that involves prisoners as human sub-
jects of research is subject to not only Sub-
part A (or the “Common Rule”) of the federal
regulations at 45 CFR 46,8 but to Subpart C
of the regulations as well.? As described
above, such research is limited to one of four
categories of permitted research, including
two categories of interest here: research of
the “possible causes, effects, and processes of
incarceration, and of criminal behavior™©
(or “Category A”), and research of “prisons as
institutional structures or of prisoners as in-
carcerated persons”!! (or “Category B”). Re-
search in either one of these two categories
is further limited to studies that present “no
more than minimal risk and no more than
inconvenience” to prisoner subjects (em-
phasis added).!?

Under Subpart C, the definition of mini-
mal risk is “the probability and magnitude of
physical or psychological harm that is nor-
mally encountered in the daily lives, or in the
routine medical, dental, or psychological ex-
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amination of healthy persons” (emphasis
added).® Importantly, the Subpart C defi-
nition of minimal risk, promulgated in 1978
and unchanged since, materially differs from
the Subpart A definition of the same term,
which was promulgated in 1981 and revised
slightly in 1991."* Under Subpart A, minimal
risk “means that the probability and magni-
tude of harm or discomfort anticipated in
the rescarch are not greater in and of them-
selves than those ordinarily encountered in
the daily life or during the performance of
routine physical or psychological examina-
tions or tests” (emphasis added).'” Under
the Belmont Report - the ethical foundation
of the federal regulations pertaining to
human subject protection - harms are
meant to include psychological, physical,
legal, social and economic harms.! This in-
terpretation is reflected in the Department
of Health and Human Services (HHS) guid-
ance materials, and the Subpart A defini-
tion of minimal risk may reasonably be in-
terpreted to encompass all of these types of
harms.'” In sharp contrast, however, the def-
inition of minimal risk under Subpart C is
explicitly limited to “physical or psycholog-
ical harm,” and does not include legal, social
or economic harms. Why Category A and B
research under Subpart C specifically ex-
cludes these other harms as a criteria for
permitted research involving prisoners as
human subjects is inexplicable. Surprisingly,
there appears to be no official explanation of
the need for these different definitions, al-
though HHS guidance materials are careful
to note that the definitions do differ.!®

Implications

One obvious implication of the minimal risk
restriction in Category A and B rescarch
under Subpart C is that research conducted
or supported by HHS is not permitted if the
probability (i.e., the chance or likelihood of
occurrence) and magnitude (i.e., potential
severity)™ of physical or psychological harm
posed by research is by any measure greater
than the probability and magnitude of phys-
ical or psychological harm that is normally
encountered in the daily lives, or in the rou-
tine medical, dental, or psychological exam-
ination of healthy persons. Presumably - in
light of the lack of explicit HHS guidance on
the matter - for purposes of review, rescarch
tests or procedures need not be restricted to
those tests or procedures actually used in
routine medical, dental or psychological ex-
aminations, but may include tests or proce-
dures that are equivalent to those routinely
used in practice.

There are two less-obvious but nonethe-
less important, conflicting implications of
the minimal risk restriction in Category A
and B research under Subpart C that HHS

conualions meareeration rake conbinnes to elivnls,

i il ° .
eveecding thai of any oi

has failed to address. These are:

1. category A and B research is not permis-
sible if the research presents any harm
other than or in addition to physical or
psychological harms; or,

2. category A and B rescarch is permissible
i the research presents harms other than
those that are physical or psychological,
whether or not these other harms are
minimal or more than minimal.

Under the first case, the Subpart C defi-
nition of minimal risk may be read to pro-
hibit studies in which prisoners are exposed
to risks that include social, economic or legal
harms. Under the second case, the Subpart
C definition of minimal risk may be read to
permit studies in which prisoners are ex-
posed to risks that include social, economic
or legal harms, which risks may be more or
less than minimal. In either case, however,
these other types of harms must be carefully
evaluated considering the special living con-
ditions of prisoners.*® For example, certain
behavioral research related to violence or
drug use history may pose legal or discipli-
nary harms (compelled or inadvertent dis-
closure to prison officials), while record re-
search related to prior hospitalization or
sexually transmitted disease may pose so-
cial harms (breach of privacy or confiden-
tiality, or stigma). While these types of
harms may not be included in the Subpart C
definition of minimal risk for the express
purpose of indicating whether, based upon
physical or psychological harm, Category A
or B research is permissible, it is clear that
the risks of such harms may be present in
many types of research that may involve
prisoners as human subjects.?!

Accepting the first case (i.e., that no re-
search of the type described in categories A
and B is permitted if the research presents
any harm other than physical or psycholog-
ical harm) would - by categorically exclud-
ing prisoner’s participation in research that
may pose legal, social and economic harms
- appear, at least in the name of beneficence,
to be most protective of prisoner subjects.
However, this may also serve to devalue the
complementary principles of respect for per-
sons and justice that are expressed as other
basic Belmont Report principles. Alterna-
tively, accepting the second case (i.c., re-
search of the type described in categories A
and B is permitted so long as physical and
psychological harms are minimal, even if
other harms are not) would - by not placing
any obvious categorical limits upon social,
economic or legal risks - appear to devalue
the principle of beneficence relative to re-
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spect for persons or justice. The second case
suggests that the concern for protecting pris-
oners against these other harms is out-
weighed by both the interest in maximizing
prisoners’ autonomy in making decisions
about taking part in research, and by ensur-
ing a more equitable distribution of research
risks (and benefits) among prisoners and
non-prisoners. Interestingly, the second case
is arguably somewhat consistent with the
National Commission, which observed in
making its recommendations related to pris-
oners as human subjects that “the Commis-
sion is not primarily intending to protect pris-
oners from the risks of research,” which risks,
the Commission further noted, “may be
rather small compared to other occupa-
tions.”?? Currently, there is no record that
serves to indicate where the ITHS stands with
respect to these conflicting interpretations.

Proposals

1. Neither Category A nor B research under
Subpart C should be interpreted by re-
searchers or research reviewers, includ-
ing IRB members, to a priori prohibit re-
search that may expose prisoner subjects
to risks that include social, economic or
legal harms; the requirements under
Subpart A - to which any research con-
ducted or supported by HIIS is subject,
including research involving prisoners -
should be used to ensure that these social,
cconomic or legal harms are minimized.

2. Researchers should conduct a thorough
evaluation of «!l possible social, eco-
nomic and legal harms - regardless of
their magnitude or their chance or like-
lihood of occurring ~ to which prospec-
tive prisoner subjects may be exposed in
proposed Category A and B research
under Subpart C. These social, economic
and legal harms should, in addition to
physical and psychological harms, be ex-
plained as part of the informed consent
process.

. Informed consent for Category A or B re-
search under Subpart C that may expose
prisoner subjects to risks that include so-
cial, economic or legal harms should be
conducted such that prospective prisoner
subjects” informed consent is subjective.
That is, researchers and research review-
ers, including IRB members, should take
steps to ensure that each prospective
prisoner subject, given the individual’s
unique circumstances (e.g., age, educa-
tional attainment, literacy skills) under-
stands, comprehends and appreciates the
social, economic and legal harms to
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which the subject may be exposed by
taking part in the proposed research.
Such steps might include, for example,
post-informational testing of prospec-
tive subjects for their actual grasp of the
proposed research and related risks.

. Evaluation of proposed Category A and
B research under Subpart C should be
referenced against available regulatory
materials pertaining to research for
which review may be expedited ~ in
which risk is presumed minimal - with
consideration of related harms to include
the specific context of a prison setting.
Examples of research that may be re-
viewed by an IRB through an expedited
review procedure that may be relevant to
Category A and B research includes, for
example, collection of blood samples by
finger stick; prospective collection of bi-
ological specimens for research purposes
by noninvasive means; research involv-
ing materials (e.g., data, documents,
records, or specimens) that have been
collected or will be collected solely for
nonresearch purposes; and research on
individual or group characteristics or be-
havior or research employing survey, in-
terview, or focus group methodologies.??
Consideration of harms posed by these
types of research activities within the
prison context should include an evalu-
ation of whether a prisoner’s status as
an incarcerated person or the prison en-
vironment serves to materially increase
the chance or likelihood that such harms
will occur, or increases the potential
severity of such harms.

. A “catalogue” of examples of minimal
risk research relevant to prisoners or to
prisons - based upon the types of re-
search for which expedited review may
be conducted that are described in para-
graph 4 above - should be developed by
research reviewers, including IRBs. The
catalogue should include more precise
descriptions of the types of research that
are specific to the study of prisoners or of
prisons, in which such research is con-
sidered to present minimal risk of social,
economic and legal harms, as well as
minimal risk of physical or psychological
harms. For example, such a catalogue
might distinguish anonymous survey
from focus group rescarch of drug use
history, or record research involving
prior hypertension treatment from
record research involving prior history of
suicide attempt or ideation. Such a cat-
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alogue might also be used in the review
of Category C and D research under Sub-
part C, as well as review of research in-
volving non-prisoners as well.

While certainly not exhaustive, taken to-
gether, the above proposals provide an al-
ternative to the regrettable lack of specific
HHS guidance pertaining to minimal risk
as applied to research involving prisoners.
The proposals also represent a departure
from the usual resignation to the ambiguity
created by awkward regulatory language or
the absence of meaningful guidance, or even
worse, to entirely foreclosing Category A
and B research under Subpart C simply be-
cause such research might present a risk of
harm other than those that are physical or
psychological. In essence, this article’s
broader interpretation of the restrictions
on research under Subpart C serves to ac-
knowledge the value placed upon providing
prisoners with the opportunity - with ap-
propriate review - to take part as subjects in
research in which prisoners’ participation
might otherwise not be permitted. This may
in turn permit research that may not only
address some of the most intractable issues
related to criminalization or incarceration
that haunt our society, but may be most per-
tinent to prisoners’ own circumstances.
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