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Preface 
 
 
 
 
 
 
 
 
 
 
 
 
The Committee�s task�to review the ethics regarding research in-

volving prisoners�was as challenging as it was important. Research is 
critically important in providing knowledge needed for informed and 
enlightened prison policy, as well as for affording health benefits to pris-
oners. At the same time, research could impose unacceptable risks on 
prisoners, complicated by serious concerns about the potential for coer-
cion in the prison environment. The history of prisoner research is 
plagued with illustrations of unconscionable abuses. Getting the balance 
right between scientifically rigorous research and ethically appropriate 
treatment of prisoners is vital in a decent, humane society. It was a diffi-
cult task in which the Committee had to take account of history, demog-
raphy, vulnerability, and the restrictions of prisoner life.  

The charge of our Committee, the Institute of Medicine Commit-
tee on Ethical Considerations for Revisions to the DHHS Regulations for 
Protection of Prisoners Involved in Research, was to explore whether the 
conclusions reached in 1976 by the National Commission for the Protec-
tion of Human Subjects of Biomedical and Behavioral Research remain 
appropriate today. The Commission�s path-breaking report on the ethical 
values of human subject research resulted in regulation of all human sub-
ject research funded by the U.S. Department of Health and Human Ser-
vices (DHHS). The provisions regarding research on prisoners are 
contained in Subpart C of the regulations. 

Specifically, the Committee was asked to: (1) consider whether the 
ethical bases for research with prisoners differ from those for research 
with non-prisoners, (2) develop an ethical framework for the conduct of 
research with prisoners, (3) based on the ethical framework developed, 
identify considerations or safeguards necessary to ensure that research 
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xii PREFACE 
 
with prisoners is conducted ethically, and (4) identify issues and needs 
for future consideration and study. 

Past abuse in biomedical research in prisons has engendered deep 
distrust among prisoners and their advocates. It is impossible to ignore 
the historical exploitation of prisoners and their current misgivings about 
the biomedical research enterprise. The prison population, moreover, has 
markedly changed since 1976. It is vastly larger in number with dispro-
portionate representation of African Americans, Latinos, persons with 
mental illness, and other historically disenfranchised populations. Many 
women and children are also incarcerated in American prisons today. 
Prisoners are particularly vulnerable to exploitation not only because of 
their low socioeconomic status, but also due to the realties of prison life. 
Although conditions are widely variable, overall prisoners are subjected 
to high levels of coercion (explicit and implicit). The prison environment 
makes it difficult to assure even minimal standards for ethical research 
such as voluntary informed consent and privacy.  

Given these realities, the easiest thing would have been to recom-
mend a virtual ban on human subject research involving prisoners. Yet, 
the Committee felt that this would be a mistake. Research affords the 
potential of great benefit as well as burden. It can help policymakers to 
make correctional settings more humane and effective in achieving le-
gitimate social goals such as deterrence and rehabilitation. Research can 
also help policy makers better understand and respond to the myriad 
health problems faced by prisoners such as HIV/AIDS, tuberculosis, 
hepatitis C, mental illness, and substance abuse. Respect for prisoners 
also requires recognition of their autonomy. If a prisoner wants to par-
ticipate in research, his or her views should be taken into account. The 
overall goal, then, is to permit scientifically rigorous research to the ex-
tent that it confers significant benefit without undue risk and in accor-
dance with the prisoner�s wishes. 

The critical question facing the Committee was whether, given all 
these factors, current federal regulation is ethically sound and has 
achieved an appropriate balance between scientific knowledge and pris-
oner vulnerability. Our answer, after an exhaustive study, was an em-
phatic �no.� Although the ethical principles articulated by the National 
Commission are still largely apt, the Committee found that the federal 
system of human subject protection is deficient.  

The Committee was surprised and disappointed to find that there 
were no systematic data sources on the quantity and quality of prisoner 
research in the United States. Committee members searched the literature 
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PREFACE xiii 
 
and determined there is a great deal of research involving prisoners tak-
ing place that appears to be largely unregulated. The most glaring prob-
lem is that the federal rules cover only a small fraction of the research 
being undertaken in prisons. This is because the regulations (45 C.F.R. § 
46) do not cover human subject research unless it is funded by a few fed-
eral agencies, or the sponsoring institution has voluntarily adopted Sub-
part C. Much of the research supported through other sources (e.g., 
federal, state, or private) is outside the scope of regulatory protection. 
Subpart C also only applies to narrowly defined �prisoners,� not includ-
ing individuals who are under state imposed limitations of liberty but not 
in traditional prison settings. There appears to be no morally defensible 
reason for excluding a large number of prisoners from human subject 
protection, as is currently the case.  

The Committee boldly recommends five paradigmatic changes in the 
system of ethical protections for research involving prisoners. First, ex-
pand the definition of �prisoner� to include a much larger population of 
persons whose liberty is restricted by virtue of sentence, probation, pa-
role, or community placement. Second, ensure universal, consistent stan-
dards of protection so that safeguards based on sound ethical values 
apply to prisoner research irrespective of the source of funding. Third, 
shift from a category-based to a risk-benefit approach to defining ethi-
cally acceptable research so that prisoners are never exposed to research 
risks unless there is a distinctly favorable benefit-to-risk ratio. Fourth, 
update the ethical framework established by the National Commission to 
include collaborative responsibility�the concept that research should be 
conducted in meaningful collaboration with the key stakeholders notably 
prisoners and prison staff. Finally, enhance systematic oversight of re-
search involving prisoners so that human subject protections are more 
rigorous and more reliable than those that exist under the existing Institu-
tional Review Board (IRB) mechanism.  

The treatment of prisoners (both respect for their rights and concern 
for their health and well-being) is a principal measure of a decent and 
civilized society. Therefore, the committee strongly encourages the ex-
ecutive and legislative branches to give due consideration to the propos-
als in this report.  

Finally, and importantly, I express my sincere gratitude to the DHHS 
Office for Human Research Protections (OHRP) for commissioning this 
project, the Institute of Medicine (IOM) leadership for its support and 
insights, and to my fellow Committee members for their exceptional 
wisdom and service. Committee members worked hard and long in de-
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vising solutions to apparently intractable problems. The Committee is 
particularly grateful to the 10 members of the prisoner liaison committee 
who educated us about prison life. Without their involvement, we could 
not have fully understood the problems or solutions. Cori Vanchieri and 
her team (Ben Berkman and Sarah M. Shalf) wrote extraordinarily inci-
sive drafts for the Committee to review. Andrew Pope is not only the 
Director of the IOM Board on Health Sciences Policy, but also brilliantly 
assumed the position of Study Director of our Committee. His leadership 
is warmly appreciated.  

 
 

Lawrence O. Gostin, Chair 
Committee on Ethical Considerations 

for Research Involving Prisoners 
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1 

Summary 
 
 
 
 

 
 
 
 
 
 
 
 
ABSTRACT In the past 30 years, the population of prisoners in the 
United States has expanded more than 4.5-fold, correctional facilities 
are increasingly overcrowded, and more of the country�s disadvantaged 
populations�racial minorities, women, people with mental ilnessl, and 
people with communicable diseases such as HIV/AIDS, hepatitis C, and 
tuberculosis�are under correctional supervision. Because prisoners 
face restrictions on liberty and autonomy, limited privacy, and often in-
adequate health care, they require specific protections when involved in 
research, particularly in today�s correctional settings. Given these is-
sues, the Department of Health and Human Services� Office for Human 
Research Protections commissioned the Institute of Medicine to review 
the ethical considerations regarding research involving prisoners. The 
resulting analysis emphasizes five broad actions to provide prisoners 
involved in research with critically important protections: (1) expand the 
definition of �prisoner;� (2) ensure universally and consistently applied 
standards of protection; (3) shift from a category-based to a risk-benefit 
approach to research review; (4) update the ethical framework to in-
clude collaborative responsibility; and (5) enhance systematic oversight 
of research involving prisoners.  
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2 ETHICAL CONSIDERATIONS FOR RESEARCH INVOLVING PRISONERS 
 

In many important ways, the U.S. correctional system is different 
than it was in the 1970s, when current regulations regarding prisoners as 
research subjects were promulgated. The total correctional population 
(persons in prisons, jails, probation, and parole) increased more than 4.5-
fold between 1978 and 2004, to nearly 7 million individuals (BJS, 2000a, 
2005a,b,c; U.S. Census, 1998, 1994). Correctional facilities are increas-
ingly overcrowded (BJS, 2005a), and access to programs, services, and 
health care has not kept pace with the rising tide of prisoners (Metzner, 
2002; Sturm, 1993). More of our country�s disadvantaged populations 
are under correctional supervision: racial minorities, women, persons 
with mental illness, and persons with communicable diseases such as 
HIV/AIDS, hepatitis C, and tuberculosis (BJS, 2005c; NCCHC, 2002).  

Prisoners have been exploited in the past, carrying a heavier burden 
of the risks of research than the general population (Hornblum, 1998; 
Jones, 1993; Murphy, 2005). Although the level of severity varies de-
pending on the correctional setting, prisoners face restrictions on liberty 
and autonomy, limited privacy, and potentially inadequate health care 
services. These factors can be barriers to the prerequisites of ethical re-
search, namely the acquisition of voluntary informed consent, protection 
of privacy, and access to adequate health care such that a choice between 
research participation and nonparticipation is not simply a desperate ac-
tion to obtain treatment. 

However, research can impart benefits. Responsible research has the 
potential of improving the health and well-being of prisoners as well as 
improving the conditions in which they live. Adherence to the highest 
ethical values, however, is critically important in designing and conduct-
ing human research involving prisoners. 

Title 45 § 46 of the Code of Federal Regulations (45 C.F.R. § 46) 
contains Subpart A, the basic DHHS regulations for the protection of 
human research subjects, also known as the Common Rule. The Com-
mon Rule provides requirements and guidance on issues such as review 
by an institutional review board (IRB), informed consent by subjects, 
analysis of risks and benefits, protecting privacy, plus further require-
ments for approval of proposed research. Additional subparts of 45 
C.F.R. § 46 provide more specific protections for certain particularly 
vulnerable populations: pregnant women, fetuses, and neonates (Subpart 
B); prisoners (Subpart C); and children (Subpart D). Subpart C (Addi-
tional Protections Pertaining to Biomedical and Behavioral Research In-
volving Prisoners as Subjects), the principal focus of this report, was first 
finalized in 1978 and was developed in response to the Report and Rec-

Copyright © National Academy of Sciences. All rights reserved.

Ethical Considerations for Research Involving Prisoners 
http://www.nap.edu/catalog/11692.html

http://www.nap.edu/catalog/11692.html


SUMMARY 3 
 
ommendations: Research Involving Prisoners by the National Commis-
sion for the Protection of Human Subjects of Biomedical and Behavior 
Research (1976). The general stance of Subpart C is that only research 
that fits within four or five categories is permitted in prisoner popula-
tions.  

The committee�s review of current research revealed that most re-
search involving prisoners is taking place outside the purview of Subpart 
C, and many prisoner studies are being conducted without IRB review. 
There is no ethically defensible reason to exclude certain prisoners from 
most, if not all, human subject protections afforded by federal regulation. 
All of these factors point to a population that is more vulnerable and re-
quires stronger protections than those inspired by the national commis-
sion in the 1970s.  

With these concerns in mind, the Office for Human Research Protec-
tions (OHRP) of the Department of Health and Human Services (DHHS) 
commissioned the Institute of Medicine to review the ethical considera-
tions in research involving prisoners as a basis for updating DHHS regu-
lations to protect prisoners as research subjects.  

The committee was charged with the following tasks: 
 
• consider whether the ethical bases for research with prisoners 

differ from those for research with nonprisoners. 
• develop an ethical framework for the conduct of research with 

prisoners. 
• identify considerations or safeguards necessary to ensure that re-

search with prisoners is conducted ethically.  
• identify issues and needs for future consideration and study.  

 
Note: The committee decided to exclude children (unless treated as 
adults), military personnel, and persons under restricted liberty due to 
mental illness and outside the criminal justice system, for example those 
detained under the U.S. Patriot Act. By excluding these groups, the com-
mittee emphasizes that they face very similar circumstances and that very 
strong ethical safeguards are required. However, the committee lacks the 
expertise to address the needs of these special populations and such an 
inquiry exceeds the committee�s charge. Parallel studies, such as the one 
undertaken by this committee, may be needed to explore ethical issues of 
research involving these groups If, however, juveniles are transferred 
from the original jurisdiction of the family court (or the equivalent, such 
as a juvenile court) to the jurisdiction of a state or federal criminal court, 
then they would fall under the provisions of this report. 
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MAJOR RECOMMENDATIONS 
 
The committee developed each recommendation in this report with 

the interests of prisoners in mind. Throughout its deliberations, the com-
mittee was well aware of the dark history of research involving prisoners 
(Hornblum, 1998; Jones, 1993; Murphy, 2005) and was determined not 
to permit the exposure of prisoners to the kind of research abuses that 
occurred before the national commission released its report 
(NCPHSBBR, 1976). In this report, in fact, the committee adds further 
protections both by expanding the population of prisoners covered by 
rigorous ethical rules and by recommending additional ethical safe-
guards. At the same time, access to research may be critical to improve 
the health of prisoners and the conditions in which they live, as the 
committee was told by prisoners during prison site visits. The task was to 
strike a a balance between potential benefits and risks of specific re-
search protocols. The goal is to ensure rigorous responsible research that 
improves the well-being of prisoners while taking great care to protect 
their health, well-being, and human rights. 

The recommendations discussed later (and presented in Box S-1, 
page 18) will allow research, in limited circumstances, that might benefit 
prisoners. These limited circumstances cannot be captured by a rigid 
categorical approach but need to be rooted in an ethically relevant risk-
benefit analysis that grapples with the balance between a need for protec-
tion and access to potentially beneficial research protocols. During the 
course of the committee�s deliberations, five themes emerged as organiz-
ing categories for the committee�s recommendations: (1) expand the 
definition of �prisoner,� (2) ensure universal, consistent ethical protec-
tion, (3) shift from a category-based to a risk-benefit approach to re-
search review, (4) update the ethical framework to include collaborative 
responsibility, and (5) enhance systematic oversight of research with 
prisoners. 

 
 

Expand the Definition of Prisoner 
 
Subpart C defines a prisoner as any person who is �involuntarily 

confined or detained in a penal institution� as a result of violating a 
criminal or civil statute, detained in other facilities as an alternative to 
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criminal prosecution or incarceration, or detained pending arraignment, 
trial, or sentencing (45 C.F.R § 46.303[c]). The present regulation�s em-
phasis on custodial detention is too narrow. Of the nearly 7 million per-
sons under adult correctional supervision in 2004, only 2.1 million were 
in prisons and jails. The rest�4.9 million�were on parole and proba-
tion, groups that do not clearly fit under the definition in the current 
regulations (BJS, 2005d). The committee, therefore, recommends an ex-
pansion of the definition of prisoner to afford protections for a larger 
population of prisoners involved in human subjects research.  

 
Recommendation: Redefine �prisoners� to expand the 
reach of human subjects protections. The Department 
of Health and Human Services and other relevant 
agencies that write, implement, or enforce regulations 
pertaining to research with prisoners should expand 
the definition of �prisoner� to include all settings, 
whether a correctional institution or a community set-
ting, in which a person�s liberty is restricted by the 
criminal justice system. (Recommendation 4.1) 

 
The goal of this recommendation is to expand the reach of the regu-

latory procedures and oversight mechanisms recommended in this report 
to the fuller population of individuals whose liberty is restricted by the 
criminal justice system. These individuals face greater risks than those in 
the general population. The freedom of a prisoner to make a choice as 
well as the ability to protect his or her privacy can be hampered in any of 
the correctional settings that restrict liberty. Throughout this report, the 
term �prisoner� is used with this expanded meaning in mind. An exclu-
sion, however, was provided by the committee so that prisoners living in 
a noncustodial community setting could enroll in research that is open to 
any citizen in the community when his or her status as a prisoner is not 
relevant or related to enrollment in the study.  

 
 

Ensure Universal, Consistent Ethical Protection 
 
The committee was asked to make recommendations regarding re-

search under the oversight jurisdiction of OHRP, but currently OHRP 
jurisdiction is severely limited by the terms and conditions of Subpart C; 
its oversight extends only to research funded by 3 of 17 federal agencies. 
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The Department of Justice�s Bureau of Prisons (BOP) has its own set of 
rules (BOP, 1999, 2005), and other federal agencies and nonfederal enti-
ties (e.g., state and private) that support research with prisoners are not 
required by statute or regulation to offer special protections for prisoner 
subjects. The committee recommends more uniform application of regu-
lations and oversight of all prisoner research regardless of the source of 
funding or supervising agency as well as a better accounting of research 
involving prisoners and greater openness throughout the universe of 
prisoner research.  

 
Recommendation: Establish uniform guidelines for all 
human subjects research involving prisoners. Con-
gress should mandate a uniform set of guidelines for 
human research participant protection programs1 for 
all research involving prisoners. (Recommendation 3.1)  

 
All human subjects research involving prisoners should be regulated 

by the same ethical standards irrespective of source of funding, support-
ing agency, or type of correctional facility (federal, state, local, or pri-
vate) or program that houses the prisoner. This would mean that all 17 
federal agencies that are signatories to the Common Rule, any additional 
federal agencies, and all nonfederal sponsors of research would be re-
quired to comply with a newly drafted Subpart C.2 All research involving 
prisoners, therefore, would be under OHRP oversight (see Recommenda-
tions 6.5 and 6.6). There is no justification for variability across agen-
cies, sponsors, and facilities regarding their approaches to protecting the 
rights, health, and dignity of prisoners participating in human subjects 
research, individuals who are among the most vulnerable human subjects 
of research.  

Establishing uniformity within the research protections systems spe-
cific to prisoners would enable a second, important step to be realized. 

                                                           
1The term �human research participant protection program� is used throughout this re-

port to mean the network of entities with direct responsibility for the safety of those en-
rolled in the studies carried out under its purview. The HRPPP most often includes the 
research organization, the study sponsor, investigator, IRB, and, when relevant, the data 
safety monitoring board (IOM, 2003). In the contexts described in this report, prison 
research subject advocates would be an important part of this network as well. 

2Federal regulation of state and private research would be constitutionally permissible 
by using, for example, the federal spending power. See, e.g., South Dakota v. Dole, 483 
U.S. 203, 211 (1987) (upholding the constitutionality of a federal statute conditioning 
states� receipt of federal funds on adoption of a minimum drinking age of 21). 
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Currently, there is no central repository of information about the amount 
and type of research with prisoners as subjects. For the same reasons that 
registries of clinical research on drugs and biologics exist and have gar-
nered strong support (DeAngelis, 2004; IOM, 2006), a national database 
would bring clarity to the currently murky landscape of research involv-
ing prisoners.  

 
Recommendation: Maintain a public database of all 
research involving prisoners. The Department of 
Health and Human Services, in cooperation with the 
Department of Justice, should systematically and 
comprehensively document all human subjects re-
search with prisoners. (Recommendation 2.1) 

 
The establishment of a publicly available, national registry of re-

search involving prisoners should include data such as who is conducting 
research with what support, with what kind of research on what popula-
tions, and the nature and extent of ethical oversight provided. A national 
registry would shed light on the totality of research taking place on pris-
oners and the quality of ethical oversight provided for each protocol. To 
enable consideration of questions of justice, it could be used to examine 
the magnitude and volume of prisoners in different types of research to 
determine the allocation of benefits and burdens of research among pris-
oners. A registry would also enhance the application of research findings 
to prisoner populations.  

 
Recommendation: Ensure transparency and account-
ability in the research enterprise. Human research 
participant protections programs and prison admini-
strations conducting human subject research should 
be open, transparent, and accountable. 
(Recommendation 6.7) 
 

A sound, ethical protection program involves an open, transparent 
research process. It requires that the mechanisms used to protect partici-
pants from undue harm and to respect their rights and welfare must be 
apparent to everyone involved. This transparency requires open commu-
nication and interaction with the local community, research participants, 
investigators, and other stakeholders in the research enterprise. Account-
ability entails maintaining fidelity to the methodology stipulated in the 
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protocol as well as accountability to ensure the quality and performance 
of the protection program itself.  

 
 

Shift from a Category-Based to a Risk-Benefit Approach 
to Research Review 

 
The current categorical approach used in Subpart C to review pro-

posals for research involving prisoners is dependent on narrowly defined 
stipulated research categories that are subject to various interpretations. 
If a protocol does not fit a category, it is not allowed. This approach does 
not provide sufficient or reliable protections for the human subject be-
cause it does not consider the potential benefits and risks involved in the 
study and might disallow research that would be quite acceptable on risk-
benefit grounds. In addition, the present structure does not address the 
actual conditions of confinement or the restrictions on liberty experi-
enced by the prisoner subject (whether incarcerated or subject to re-
straints on liberty in connection with community-based alternatives to 
incarceration). 

 
Recommendation: Apply a risk-benefit framework to 
research review. The U.S. Department of Health and 
Human Services should revise regulations regarding 
research with prisoners from a model based on cate-
gories to a system based on weighing of risks and 
benefits for the individual human subject, similar to 
the approach currently used in Subpart D. 
(Recommendation 5.1) 

 
A risk-based approach is preferable because it requires human re-

search participant protection programs (HRPPPs) and OHRP to (1) focus 
on the potential benefits and harms of each suggested research protocol 
and (2) identify the particular ethical issues that each protocol raises in 
the specific context of the correctional setting. As in Subpart D (45 
C.F.R. § 46.407), protections should increase as the risk-benefit scale 
tilts more toward risk (IOM, 2004).  

A risk-benefit approach should apply to all types of research: bio-
medical, social/behavioral, and epidemiological. Ethically permissible 
research must offer potential benefits to prisoners that outweigh the risks. 
Under this framework, it is clear that studies offering no potential benefit 
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to subjects would be precluded (i.e., testing of cosmetic products). Bio-
medical research in correctional settings would be severely limited. 
Phase 1 and 2 studies, as defined by the Food and Drug Administration 
(FDA), for example, would not be allowable because safety and efficacy 
are not yet clear in these early phases of biomedical research; therefore, 
risk would overshadow potential benefit. 

Biomedical research involving prisoners in two narrow circum-
stances may be ethically acceptable: 

 
1. In normal circumstances, a biomedical research study may be 
ethically acceptable if: 

 
• for research on new therapies or preventive measures, there 

is already some evidence of safety and efficacy, as in Phase 
3 testing for new drugs, as defined by the FDA; and 

• the ratio of prisoner to non-prisoner subjects does not exceed 
50 percent. 

 
2. In exceptional circumstances, a biomedical research study may 
be ethically acceptable even if the benefit of an intervention has not 
been completely established, or if the research population is dispro-
portionately comprised of prisoners. These two criteria may be 
waived if the research addresses a condition or behavior that is solely 
or almost exclusively found in incarcerated populations (e.g., repeti-
tive sexual assaults). Studies of this nature could only proceed, how-
ever, with a federal-level review. The protocol must be submitted to 
a national, specially convened panel of experts, who, in a public 
process, consider the ethical acceptability of a particular protocol, 
and make recommendations to the responsible government authority 
(OHRP) regarding the special circumstances that do or do not pro-
vide a basis for research and the safeguards that must apply. This re-
view would be very similar to the process outlined under Subpart D 
(45 CFR 46.407) that requires DHHS Secretarial consultation for 
studies that are not otherwise approvable which present an opportu-
nity to understand, prevent, or alleviate a serious problem affecting 
the health or welfare of prisoners (rather than children), except that 
the panel of experts could be convened by an entity outside DHHS if 
appropriate." 
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This approach comports with the committee�s risk-benefit approach. 
Given the history of and continued potential for prisoner exploitation, 
biomedical research should be permitted only if there is a strongly favor-
able benefit-risk ratio for the prisoner. The distribution of burdens should 
also be considered, thus the requirement that at least half of research sub-
jects must come from nonprisoner populations. Research should only 
involve prisoners to provide a benefit to prisoners, not because they are a 
convenient source of subjects. This approach would enable fair distribu-
tion of potential benefits and burdens to prisoners. 

To provide extra protections in the area of biomedical intervention 
research, which likely carries the greatest risks for subjects, the only 
benefits that should be considered are the benefits to the subjects them-
selves. Benefits to prisoners as a class are not a strong enough justifica-
tion for a biomedical intervention study to proceed. These biomedical 
inquiries may include drug studies and surgical, radiological, or any 
interventional study in which the outcome of the biomedical intervention 
is the question of interest.  

There may be research proposals, most likely within so-
cial/behavioral and epidemiological categories, that carry very low risks 
for the prisoner subjects but no personal benefit for the subjects. Instead, 
the potential benefits may be for prisoners as a class (e.g., studies to 
identify factors that predict recidivism or that seek to understand the ef-
fects of prior trauma on antisocial behavior). Applying a risk-benefit 
analysis may determine that, because the risks are very low and impor-
tant knowledge or benefits may accrue for prisoners as a class, the re-
search is ethically acceptable. The same may hold true for 
epidemiological studies that require analysis of biomedical samples, such 
as tissue, blood, or urine, but are not designed to assess outcomes of an 
intervention.  

For all studies under consideration, the greater the risk and the more 
restrictive the correctional setting, the stronger the design and monitoring 
safeguards need to be.  

 
 

Update the Ethical Framework to Include 
Collaborative Responsibility 

 
In the Belmont Report (NCPHSBBR, 1979), the national commis-

sion identified respect for persons, justice, and beneficence as the fun-
damental ethical principles that should guide the conduct and regulation 
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of research with prisoners. These three principles should continue to an-
chor discussions of research with prisoners. However, ideas about ethical 
research have evolved over the past three decades, leading the committee 
to suggest that collaborative responsibility be added as a derivative of the 
principle of justice to give attention to the needs and responsibilities of 
all parties who will be involved with or affected by a research endeavor.  

 
Recommendation: Use a collaborative research ap-
proach. Under an ethic of collaborative responsibility, 
investigators should find ways to obtain input from 
prisoners and other stakeholders on the design and 
conduct of any research protocol involving prisoners. 
(Recommendation 5.2) 
 

Collaborative responsibility is intended to convey the idea that, to the 
extent feasible, all aspects of research (design, planning, and implemen-
tation) should include the active participation of relevant institutional 
stakeholders (prisoners, correctional officers, medical staff, administra-
tors). A focus on collaboration would help cope with the reality that each 
institution has its own unique conditions and may facilitate openness of 
the research environment. The responsibility for collaboration lies with 
investigators, who need to make the effort to engage prison administra-
tion and prisoners themselves for their input, and with the other compo-
nents of the HRPPP, which must determine that the effort was made. 

This report contains two additional recommendations that are part of 
the updated ethical framework aimed at protecting prisoners:  

 
Recommendation: Ensure adequate standards of care. 
Human research participant protection programs, to-
gether with the prison administration and prison 
health care professionals, are responsible for ensuring 
that research with prisoners occurs in an environment 
that is appropriate to the health and well-being of 
prisoners, including access to existing medical and 
mental health care that is adequate, protection from 
inmate attempts to coerce or manipulate participation 
or nonparticipation in research, and prompt access to 
decent health care services in case the research causes 
physical or mental harm. (Recommendation 5.3) 
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Justice requires more than the protection of prisoners from harm 
caused by the research itself. Ethical research carries with it a responsi-
bility to grapple with the fact that potential harm is ubiquitous in every-
day prison life, creating an environment for research in which the choice 
to participate in a study can be inherently coercive and potentially dan-
gerous. Thus, in order for research to be ethical, justice requires that it 
must be done in a setting in which there is an adequate standard of health 
care in place.  

Ethical research requires an environment that is humane and pro-
vides reasonable access to supportive care, particularly when human sub-
jects are exposed to physical or psychological risks. Without adequate 
medical or psychological care, subjects may be vulnerable to undue in-
ducements to participate in research in order to gain access to medical 
care or other benefits they would not normally have. Finally, researchers 
have an ethical obligation, if they expose subjects to risk, to rapidly and 
professionally remedy any harms caused by the research. 

 
Recommendation: Support critical areas of correc-
tional research. Government agencies should fund and 
researchers should conduct research to identify 
needed supports to facilitate prisoners� successful re-
entry into society, reduce recidivism, and inform pol-
icy makers about the most humane and effective 
strategies for the operation of correctional systems. 
(Recommendation 5.4) 

 
Society creates a correctional system for clear purposes such as de-

terrence to future crime and rehabilitation of those who are convicted of 
committing offenses. It is of utmost social importance to better under-
stand how best to achieve the purposes of incarceration, including reduc-
tion of recidivism and successful introduction back into the community. 
Perhaps unavoidably, the criminal justice system inflicts some harm on 
those it punishes. As ethical people, we strive to develop and use correc-
tive measures that are effective and humane without causing unnecessary 
physical or mental harm to prisoners. However, prisoners are a vulner-
able population subject to abuse and exploitation. Indeed, several sub-
classes of prisoners are some of society�s most vulnerable populations, 
such as young people, persons with mental disabilities, racial minorities, 
women, and people with diseases (addiction, hepatitis, HIV, hyperten-
sion, diabetes) that may or may not be treated during imprisonment. It is, 
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therefore, especially important to better understand how to protect and 
promote the welfare and well-being of this large and growing segment of 
our society. Scientific knowledge and information about best practices 
gained from high-quality research are critically important to understand-
ing how best to achieve all of the legitimate purposes of the criminal jus-
tice system. 

 
 

Enhance Systematic Oversight of Research 
Involving Prisoners 

 
If limited opportunities for research are to be allowed, safeguards 

and oversight must be strengthened, made consistent, and applied in rela-
tion to the levels of study risk and liberty restrictions experienced by the 
prisoner population. Informed consent must be obtained and privacy pro-
tected in the context of the correctional setting.  

Approval of research by the IRB is a critical step, but it is not suffi-
cient. Research involving prisoners must be monitored throughout the 
course of the study to verify that procedures are being conducted as ap-
proved and to detect adverse events or unanticipated problems in a 
timely manner. The monitoring process may need to differ depending on 
the setting or study type. Studies that take place in closed institutions, 
where liberty restrictions are the greatest, require more proactive moni-
toring than studies within community settings, where subjects can more 
easily pick up the phone to express concerns or complaints. Similarly, 
higher risk or more intrusive studies (e.g., research that involves medical, 
pharmaceutical, or biological interventions) would likely require more 
intrusive monitoring than social/behavioral studies of nonsensitive issues 
(e.g., involving questionnaires). The committee suggests that monitoring 
be accomplished by a prison research subject advocate (PRSA) who is 
familiar with the local correctional setting but not an employee of the 
facility to ensure credibility among the prisoner-subjects and maintain 
independence. The IRB should have free access to the PRSA and be able 
to meet with the PRSA separate from the investigator and correctional 
staff. 

 
Recommendation: Strengthen Monitoring of Re-
search Involving Prisoners. Institutional Review 
Boards that review and approve research involving 
prisoners should establish an on-site, ongoing moni-
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toring function through a prison research subject ad-
vocate (PRSA). (Recommendation 6.3) 

 
The activities of the PRSA go beyond the routine annual reviews that 

IRBs currently conduct. The PRSA�s activities are study specific (al-
though a single person could be a PRSA for more than one study) and are 
�on the ground� activities, involving varying degrees of direct observa-
tion of specific research activities (depending on the type & risk level of 
the research). 

 
Recommendation: Modify IRB considerations for in-
dependent ethical review of research protocols. Insti-
tutional Review Boards (IRBs) should focus on the 
particular ethical issues that each protocol raises in 
the specific context of the correctional setting. IRBs 
would no longer be required to forward research 
proposals to OHRP for certification, except for those 
rare proposals that require federal-level review. 
(Recommendation 6.4)  
 

IRBs should: 
 

1. review studies at the local level, make the initial assessments of 
risk and potential benefits, and approve or reject individual studies 
based on detailed information about the protocol and correctional 
setting;  
2. determine if a study requires federal-level review; 
3. evaluate investigator efforts to obtain input from prisoners and 
other stakeholders on the design and conduct of the protocol; 
4. evaluate the proposed research environment in terms of ade-
quacy of existing health services; 
5. calibrate the extent of safeguards and monitoring to the level of 
restrictions imposed upon prisoners in the particular correctional set-
ting and the degree of risk involved in study participation;  
6. receive monitoring reports directly from PRSAs and researchers, 
at a scope and frequency determined during study review.  
 
The committee recommends that, although IRBs should retain the 

bulk of the approval and monitoring functions to keep these at a local 
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level, a national independent body is also needed as an additional safe-
guard. 

 
Recommendation: Enhance OHRP�s capacity to pro-
vide systematic oversight of research involving prison-
ers. The Department of Health and Human Services 
should strengthen the capacity of the Office for Hu-
man Research Protections to provide systematic over-
sight of research involving prisoners that is within its 
purview. (Recommendation 6.5) 

 
Four necessary functions are currently lacking in whole or in part in 
oversight of research involving prisoners:  
 
● maintain a national registry of all prisoner research that is con-

ducted, 
● make determinations if a study requires federal-level review, 
● enforce compliance with the regulations, investigate reports of 

possible problems, intervene to curtail abuses, and impose sanc-
tions for noncompliance, and  

● serve as a national resource for HRPPPs to promote a uniform 
understanding and consistent application of the regulations.  

 
OHRP is designed to perform three of the four functions above, but 

does not currently have the funding or personnel to adequately carry out 
the tasks. OHRP needs to be revitalized and refocused to carry out the 
three functions already within its purview. In addition, it should be 
charged with the task of creating and maintaining a national registry of 
research involving prisoners. This recommendation, however, covers 
only research supported by DHHS and two other federal agencies. The 
majority of research involving prisoners is being conducted in the ab-
sence of any obligation to provide safeguards or oversight. To remedy 
that inadequacy and ensure that these protections apply to all research 
involving prisoners, the enhanced OHRP model must be replicated for all 
agencies and privately funded research.  

 
Recommendation: Establish systematic oversight of all 
research involving prisoners. Congress should estab-
lish a national system of oversight that is applied uni-
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formly to all research involving prisoners. (Recommen-
dation 6.6) 

 
To expand prisoner protections beyond the narrow jurisdiction of 

DHHS, Congress should establish a national system of oversight that is 
applied uniformly to all research involving prisoners, performing all of 
the functions listed in Recommendation 6.5. The vast majority of re-
search involving prisoners does not fall within OHRP overview jurisdic-
tion. Strengthening the safeguards provided for all prisoners involved in 
research, regardless of funding source, will facilitate safe and ethical re-
search across the full range of research involving prisoners. These func-
tions could be performed by the revitalized and properly funded OHRP if 
OHRP�s jurisdiction were extended to the entire range of research in-
volving prisoners regardless of funding source (i.e., federal or nonfed-
eral, public or private). An alternative is to compose a national entity to 
perform the necessary oversight functions. Placing the functions within 
OHRP may be more feasible and less disruptive, but it must be done with 
serious attention to the extra support needed within OHRP to undertake 
those tasks fully and much more broadly than its current limits to Com-
mon Rule agencies. The committee is calling for substantial improve-
ments to the existing system of oversight, and if a new entity is necessary 
to make it happen, then it should be created.  

 
Recommendation: Ensure voluntary informed con-
sent. Human research participant protection pro-
grams should ensure that voluntary informed consent 
is obtained from subjects in all research involving 
prisoners. (Recommendation 6.1) 

 
Informed consent is vital to autonomous decision making and respect 

for persons and is considered a bedrock of ethical research. Informed 
consent is an interactive and ongoing process to ensure that participants 
are voluntarily participating in research and that they understand the 
level and nature of the risks and the uncertainty of potential benefits. The 
written consent form�one part of the process�is the mechanism for 
documenting that communication with the participant regarding relevant 
considerations to enrollment in a protocol has taken place. The informed 
consent process must help the prisoner to exercise autonomous decision 
making. The process poses special challenges in the correctional setting, 
where autonomy is incompatible with institutional order and judicially 
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imposed limitations on liberty. In a correctional setting, a prisoner�s ca-
pacity to exercise independent judgment may have atrophied. The con-
sent process and discussion must focus on the risks and potential benefits 
of the research in the context of confinement and the nature of restric-
tions imposed on the prisoner�s liberty. This would include the impact of 
research data on a prisoner (e.g., how would testing positive for a com-
municable disease impact housing, work opportunities, medical treat-
ment, family visiting). There is no question that, within correctional 
settings, it is more difficult to provide integrity to the process of in-
formed consent, but this does not remove the obligation. If it is deter-
mined that voluntary informed consent is not obtainable, then a research 
proposal should not go forward. 

 
Recommendation: Protect the privacy of prisoners en-
gaged in research. Human research participant pro-
tections programs should collaborate with prison 
officials, probation officers and other staff relevant to 
the correctional setting to protect the privacy of sub-
jects in prisoner research. (Recommendation 6.2) 

 
Privacy is considered one of the necessary prerequisites for ethical 

research. In most circumstances, this means nondisclosure of the identity 
of the research subject and ensuring confidentiality of the specific data 
collected. Privacy is exceedingly difficult to attain in prison settings, 
however, because of the inherently coercive and institutionalized con-
texts and the controlled and public nature of physical movement. Maxi-
mizing privacy within a correctional setting will require collaborative 
planning efforts specific to the particular correctional setting that involve 
potential subjects and staff from the correctional setting to consider the 
impact of participation on privacy issues. 

Given that it may not be possible to guarantee absolute privacy in 
some situations, researchers and IRBs should consider the extent to 
which core privacy issues can be protected from disclosure through real-
istic and practical approaches. For instance, it may be clear to prisoners 
and staff that medical research is being conducted, but the specific nature 
of the study or the characteristics common to human subjects need not be 
generally known or discernible. These measures, and their limits, should 
be discussed in detail with prospective participants in the context of the 
consent process. 
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CONCLUDING REMARKS 

 
The recommendations offered within this report are intended to en-

courage the development of a uniform system that provides critically 
important protections for prisoners involved in research. Research has 
the potential to help society better understand how to protect and pro-
mote the welfare and well-being of this large and growing segment of 
our society. For any research to go forward, however, it must offer more 
benefits than risks to prisoners, and the setting in which the prisoners are 
consigned must allow for the ethical conduct of research, including 
autonomous decision making, voluntary informed consent, and privacy 
protection. Strengthening systems of oversight and requiring collabora-
tion at every level of the research process will require substantial com-
mitments from every stakeholder (Table ES-1). The committee 
acknowledges that the collaboration model, for example, will be new 
within most correctional settings and among many researchers. However, 
if research is to be supported to improve the welfare of prisoner popula-
tions, which the committee recommends, it must be done with rigorous 
safeguards and under a comprehensive HRPPP. The hallmark of a decent 
society is to ensure humane, respectful treatment of all prisoners. Re-
sponsible, ethically appropriate research is one important aspect of the 
kind of society to which we aspire. 

 
 

BOX S-1 
Ethical Considerations for Revisions to DHHS Regulations for 

Protection of Prisoners Involved in Research 
 
Recommendations 
 
Expand the Definition of �Prisoner� Redefine �prisoner� to expand the reach 
of human subjects protections. (4.1) 
 
Ensure Universal, Consistent Ethical Protection 

● Establish uniform guidelines for all human subjects research involving 
prisoners. (3.1) 

● Maintain a public database of all research involving prisoners. (2.1) 
● Ensure transparency and accountability in the research enterprise. 

(6.7) 
 

Shift from a Category-Based to a Risk-Benefit Approach to Research Re-
view 

● Apply risk-benefit framework to research review. (5.1) 
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Update the Ethical Framework to Include Collaborative Responsibility 

● Use a collaborative research approach. (5.2) 
● Ensure adequate standards of care. (5.3) 
● Support critical areas of correctional research. (5.4) 

 
Enhance Systematic Oversight of Research Involving Prisoners  

● Strengthen Monitoring of Research Involving Prisoners (6.3) 
● Modify IRB considerations for independent ethical review of research 

protocols. (6.4) 
● Enhance OHRP�s capacity to provide systematic oversight of research 

involving prisoners. (6.5) 
● Establish systematic oversight of all research with prisoners. (6.6) 
● Ensure voluntary informed consent. (6.1) 
● Protect the privacy of prisoners engaged in research. (6.2) 

 
 
 
TABLE S-1 Impact of Committee Recommendations on Stakeholder 
Responsibilities 

 
Stakeholders 

 
Current Duties 

Proposed Duties Based on 
Committee Recommendations 

Congress 
 
 
 
 
 
 
 
 
 
 
 
 
DHHS/OHRP 
 
 
 
 
 
 
 
 
 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
1. DHHS agencies 
follow Sub-part C, 
OHRP also has over-
site for research in-
volving prisoners for 
two other agencies 
(CIA, SSA) that 
signed on to Subpart 
C. 
2. For above men-
tioned studies involv-

1. Mandate uniform guide-
lines 
2. Adequately fund OHRP to 
strengthen its capacity to pro-
vide uniform oversight 
3.  Establish national over-
sight entity (OHRP or other) to 
provide same OHRP oversight 
functions for the larger uni-
verse of research involving 
prisoners that is not within 
DHHS jurisdiction. 
 
1. Expand definition of pris-
oner. 
2. Support critical areas of 
correctional research. 
3. Revise Subpart C regula-
tions to reflect a risk benefit 
approach to research review 
similar to Subpart D. 
4. Establish a system of safe-
guards to be applied uni-
formly. 
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Stakeholders 

 
Current Duties 

Proposed Duties Based on 
Committee Recommendations 

DHHS/OHRP 
(con�t) 
 
 
 
 
 
 
 
 
 
 
 
 
Other federal agen-
cies 
 
 
 
Nonfederal and 
private sponsors 
 
Correctional settings 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
HRPPP/IRB 
 
 

ing prisoners, OHRP 
must certify that IRB 
has followed Subpart 
C. 
3. If a protocol does 
not fit within one of 
five catargories, re-
gardless of risk bene-
fit, it is not approved. 

 
 
 
 
 

Only CIA, SSA follow 
Subpart C. 
 
 
 
Not required to follow 
Subpart C. 
 
1. No clear, standard 
expectations for pro-
viding input in design 
or access for onsite 
monitoring. 
2. May or may not 
require IRB review for 
research at their facil-
ity. 

 
 
 
 
 
 
 

 
1. Protocol review is 
based on categories. 
2. For DHHS-

5. Revitalize OHRP to en-
hance its capacity to provide 
uniform oversight. 
6. Maintain a national registry 
of all prisoner research. 
7. OHRP no longer certifies 
all studies, although it still 
oversees process of �excep-
tional� study review. 
8. OHRP focus shifts to na-
tional oversight, data collec-
tion, compliance, enforcement, 
and technical assistance role. 
 
1. All federal agencies follow 
Subpart C. 
2. Support critical areas of 
correctional research. 
 
Must follow revised Subpart C. 
 
 
1. Be open to providing input 
to investigators regarding the 
design and conduct of research 
protocols involving prisoners. 
2. Require that research be 
approved by an IRB before it 
is conducted at their facility. 
3. Assist in protection of sub-
ject privacy. 
4. Provide for timely and ade-
quate medical response to ad-
verse events experienced by 
the research subjects. 
5. Ensure that PSRAs have 
open access to monitor re-
search activities. 
 
1. Review shifts from cate-
gory-based to risk-benefit ap-
proach, with focus on the 
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Stakeholders 

 
Current Duties 

Proposed Duties Based on 
Committee Recommendations 

HRPPP/IRB 
(con�t) 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Investigators 
 
 
 
 
 
 
 
 
 
 
 

supported research 
involving prisonersm 
submit to OHRP for 
certification, and if 
necessary, federal-
level review. 
3. Wait for OHRP 
certification before 
study can be approved. 
4. Ensure informed 
consent. 
5. Protect subject 
privacy. 
6. Include prisoner 
representative as voting 
member of IRB 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
1. Present studies to 
IRB and await IRB 
approval and OHRP 
certification. 
2. No standards for 
getting input or ensur-
ing adequate medical 
response. 
3. Obtain informed 
consent. 

 
 

particular ethical issues that 
each protocol raises in the spe-
cific context of the correc-
tional setting. 
2. Only �exceptional� studies 
are submitted to OHRP for 
federal-level review. 
3. Evaluate investigator ef-
forts to obtain input from pris-
oners and other stakeholders 
on the design and conduct of 
research protocols involving 
prisoners. 
4. Evaluate the proposed re-
search environment in terms of 
adequacy of existing health 
services to ensure that prisoner 
participation is truly voluntary 
and assess existing capacity to 
provide for timely and ade-
quate medical response to ad-
verse events experienced by 
the research subjects. 
5. Ensure informed consent. 
6. Protect subject privacy.  
7. Include prisoner representa-
tive as voting member of IRB 
8. Be open, transparent, and 
accountable. 
 
1. Present study to IRB for 
approval. Only requires OHRP 
review for �exceptional� stud-
ies 
2. Demonstrate efforts to ob-
tain input on study design and 
implementation from stake-
holders, including prisoners. 
3. Demonstrate to the IRB 
that the proposed research 
environment provides for 
timely and adequate medical 
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Stakeholders 

 
Current Duties 

Proposed Duties Based on 
Committee Recommendations 

Investigators 
(con�t) 
 
 
 
 
 
PRSAs 
 
 
 
 
 
 
 
 
 
Prisoners 
 
 

 
 
 
 
 
 
 

Do not exist. 
 
 
 
 
 
 
 
 
 
1. Provide informed 
consent. 

 

response to adverse events 
experienced by the research 
subjects. 
4. Obtain informed consent. 
5. Be open, transparent, and 
accountable. 
 
Provide assurance, via ongo-
ing, onsite monitoring, such 
that research subjects within a 
specific facility or program are 
protected. 
Multisite studies would likely 
have more than one PRSA. 
Duties expand as potential 
risks to participants increase. 
 
1. Provide informed consent. 
2.  Provide input, on request, 
on study design and implemen-
tation.  

NOTE: OHRP, Office for Human Research Protections; DHHS, Department of Health 
and Human Services; CIA, Central Intelligence Agency; SSA, Social Security Admini-
stration; IRB, institutional review board; PRSA, prison research subject advocate. 
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1 
 

Introduction 
 
 
 
 
 
 
 
 
 
 
Prisoners are an especially vulnerable class of potential research par-

ticipants who historically have been exploited by physicians and research-
ers seeking expedient solutions to complex research problems (Hornblum, 
1997, 1998, Mitford, 1974). They are the classic �captive population.�  

The ethical issues surrounding research on any human population re-
quire serious consideration. Certain unique circumstances faced by prison-
ers1, however, require particular attention. Numerous ethical problems 
surrounding research with prisoners grow out of the complexity of the cor-
rectional settings and the disempowered status of the potential research 
participants. Although the limitations on personal choice and control are 
perhaps most evident and oppressive in locked detention facilities (e.g., 
jails, prisons), the power differential between criminal justice agents and 
prisoners exists in many other contexts as well (e.g. probation, parole); the 
differences are a matter of degree.  

First among the problems are those related to informed consent, ensur-
ing that the setting permits the processes of informed consent and refusal. 
Second, privacy is much more difficult to ensure within a correctional set-
ting. In a prison or jail, everyone sees who moves where and can speculate 
on what that movement means. For example, an inmate�s trip to a medical 
clinic that is investigating AIDS or hepatitis C makes quite clear what the 
inmate�s visit portends. 

Third, ethical research involves ensuring, as a prerequisite for research, 
that the standard of medical health care available in the correctional setting 
                                                 

1The term �prisoner� is defined by the Committee in Chapter 4 and used throughout this 
report to mean all persons whose liberty has been restricted by decisions of the criminal 
justice system. The setting is not limited to prisons and jails but can include community 
settings, such as work release programs, probation, parole, etc.  
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permits the inmate to have a meaningful choice between the existing care 
that is available and the experimental intervention. In addition, other mat-
ters that generally are not complex issues in research outside of correc-
tional settings appear as ethical dilemmas in the prison or jail. For example, 
in a correctional setting it may be difficult to distinguish between a refusal 
of care and a denial of care. Likewise, there can be difficulties in distin-
guishing between compliance and noncompliance in the research protocol. 
For example, if an inmate does not appear for a scheduled research meet-
ing, which may also provide access to health care, it may not be clear 
whether the inmate has (1) decided not to come, (2) been barred or pre-
cluded from coming, (3) been taken to court for an unanticipated appear-
ance, or (4) been presented with an unscheduled family visit.  

These concerns are readily apparent in the context of research involv-
ing prisoners. However, what about questions of justice and fairness? How 
much of the burden of research should prisoners be asked to bear? How 
many of the potential benefits of research will be directed toward the pris-
oner-subjects? The acne medication Retin-A was basically developed in 
the Philadelphia prison system, with serious harms and few benefits af-
forded the prisoners who were involved in the research (Hornblum, 1998). 
Alternatively, many inmates would choose to live and work in a research 
unit if they could, regardless of the risks and benefits associated with re-
search participation. Should that be encouraged, permitted, or, as it is now, 
barred from the prison setting? What if the burdens of research are actually 
experienced by inmates as benefits to be coveted in the deprived and stark 
setting of the prison? Should that overcome the current stance of the regu-
lations in the U.S. DHHS (2005a) Code of Federal Regulations 45 C.F.R. § 
46 (see Appendix D)? 

 
 

WHY NOW? 
 
In response to a request from the Office for Human Research Protec-

tions (OHRP), the Institute of Medicine (IOM) formed the Committee on 
Ethical Considerations for Protection of Prisoners Involved in Research to 
address ethical considerations for protecting prisoners involved in research. 
The broad purpose was to examine whether the conclusions reached in 
1976 by the National Commission for the Protection of Human Subjects of 
Biomedical and Behavioral Research (see Appendix B) remain appropriate 
today. The national commission�s report (NCPHSBBR, 1976) was the ba-
sis for 45 C.F.R. § 46, which contains four subparts. Subpart A, also 
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known as the Common Rule, is �Basic U.S. DHHS Policy for Protection of 
Human Research Subjects� (U.S. DHHS, 2005a). Subparts B, C, and D of 
45 C.F.R. § 46 provide further and more specific protection for certain par-
ticularly vulnerable populations: pregnant women, fetuses, and neonates; 
prisoners; and children, respectively (U.S. DHHS, 2005a). Subpart C, 
�Additional Protections Pertaining to Biomedical and Behavioral Research 
Involving Prisoners as Subjects,� the focus of this project, was first final-
ized in 1978 (U.S. DHHS, 2005a).  

This examination will consider the impact of developments in correc-
tional systems since that time (1976) as well as societal perceptions of the 
balance between burdens and potential benefits of research. 

Many changes have occurred within the U.S. correctional system since 
the late 1970s, and these changes have important ramifications for research 
involving prisoners. They include: 

 
● an escalating prisoner population. For example, persons under 

prison supervision grew from 216,000 in 1974 to 1.4 million in 
2004, largely as a result of the war on drugs, harsher sentencing 
laws, and high recidivism rates (BJS, 2003, 2005a; HRW, 2003; 
Jacobson, 2005). The overall correctional population, including 
persons in prison, jail, and on parole and probation, has jumped 
from 1.5 million in 1978 to nearly 7 million in 2004 (BJS, 2005a, 
b, c, d). 

● the overrepresentation of men and women of color in prisoner 
populations (BJS, 2003). One out of eight black men in their late 
20s is under the jurisdiction of the criminal justice system, includ-
ing, jail, prison, probation, and parole (Lotke, 1997; Mauer and 
King, 2004). 

● increased overcrowding in correctional facilities, resulting in di-
minished availability of and access to programs and services. Con-
struction has not kept pace with the increasing number of inmates 
(Jacobson, 2005). 

● inadequate health care services is a reality of some correctional set-
tings, notwithstanding Eighth Amendment proscriptions against 
�deliberate indifference to the serious medical needs� of prisoners 
(Braithwaite, 2005; HRW, 2003; Metzner, 2002; Restum, 2005; 
Sturm, 1993). 

● increasing population of female inmates�growing at a faster rate 
than that of male inmates�who face unique challenges (BJS, 
1999). As with male prisoners, female inmates are more likely to 
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be a minority, poor, and undereducated, but as women they are 
more likely to be the primary caregiver for children and they suffer 
disproportionate victimization from sexual and physical abuse 
(BJS, 1999). 

● increased number of prisoners serving their sentences in alternative 
programs, outside the traditional �bricks and mortar� prisons and 
jails (BJS, 2004). The environments in which prisoners are con-
signed have expanded to include work-release programs, halfway 
houses, electronic monitoring programs, and other alternatives to 
incarceration (BJS, 2004). 

● increased number of prisoners serving their sentences in alternative 
programs, outside the traditional �bricks and mortar� prisons and 
jails (BJS, 2004). The environments in which prisoners are con-
signed have expanded to include work-release programs, halfway 
houses, electronic monitoring programs, and other alternatives to 
incarceration (BJS, 2004). 

● overrepresentation of communicable diseases, such as HIV/AIDS, 
hepatitis B and C, and tuberculosis, in prisons (Hammett, et al., 
2002; Khan, et al., 2005; MacNeil, et al., 2005; NCCHC, 2002). In 
addition, among an aging prison population, chronic diseases such 
as diabetes and hypertension are critical management issues 
(NCCHC, 2002). 

● increasing admissions of mentally ill prisoners with the closing of 
the large state mental institutions (HRW, 2003). Mental illness 
(BJS, 1999; NFCMH, 2004) and violence take a heavy toll on the 
prisoner population.  

 
At the same time that prison populations have been expanding, there 

has been a considerable amount of confusion and disagreement in the re-
search community regarding the interpretation and application of Subpart 
C of 45 C.F.R. § 46 (�Additional Protections Pertaining to Biomedical and 
Behavioral Research Involving Prisoners as Subjects� [U.S. DHHS, 
2005a]) to current issues of research involving prisoners. The OHRP�s re-
sponsibilities include implementation of the U.S. DHHS Regulations for 
the Protection of Human Subjects (U.S. DHHS, 2005a) and the provision 
of guidance on ethical issues in biomedical and behavioral research. OHRP 
has oversight and educational responsibilities wherever U.S. DHHS funds 
are used to conduct research involving human participants. The Secretary�s 
Advisory Committee for Human Research Protections (SACHRP), the ad-
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visory committee to OHRP, has asked OHRP to rewrite Subpart C, taking 
into consideration the current prison environment (see Appendix C). 

OHRP recommended that, before such an effort is undertaken, there 
should be a thorough review of the ethical considerations in research in-
volving prisoners, which could serve as the basis for developing new regu-
lations. Beyond its importance regarding revisions to Subpart C, such a 
review would be instructive for developing ethical bases for making future 
changes to the U.S. DHHS Regulations for the Protection of Human Sub-
jects and the Common Rule.  

 
 

COMMITTEE�S TASK AND APPROACH 
 
This report addresses ethical considerations for the protection of pris-

oners involved in research. The overall purpose of the committee was to 
examine whether the conclusions reached by the national commission in 
1976 remain appropriate today. This examination considered the impact of 
developments in correctional systems since that time and societal percep-
tions of the balance between research burdens and potential benefits of re-
search. The committee was asked to: 

 
● consider whether the ethical bases for research with prisoners dif-

fer from those for research with nonprisoners,  
● develop an ethical framework for the conduct of research with 

prisoners, 
● based on the ethical framework developed, identify considerations 

or safeguards necessary to ensure that research with prisoners is 
conducted ethically, and 

● identify issues and needs for future consideration and study. 
 
The committee was asked to address the following specific questions: 
 
1. What are the unique features of the prison setting as an environment 

for research with respect to the general characteristics of the prison popula-
tion, its specific and general health care needs, the adequacy of existing 
health care services, and the legal constraints placed on prisoners and the 
institutions that house them? Considerations include the following:  
 

● How should �prisoner� be defined? 
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● What features of the current system of incarceration must be con-
sidered in conducting and reviewing research? 

● What constitutes voluntariness in the prison setting? Are special 
measures needed to ensure informed consent in this setting? 

● Must there be a finding that no alternative population is available 
in order for ethical research involving prisoners to occur? 

● What safeguards are necessary to ensure that research proceeds 
ethically? For example, how can privacy and confidentiality be 
protected in a setting in which individuals are institutionalized? 

 
2. What criteria or factors are relevant to determining whether re-

search with prisoners can be conducted ethically? Specifically,  
 

● does the national commission�s conclusion that research involving 
prisoners should only be conducted if it benefits prisoners indi-
vidually or as a group merit continued support?  

● what should constitute minimal risk in the context of research with 
prisoners? 

● should prisoner research be limited to �not greater than minimal 
risk?� 

● what are the priorities for research involving prisoners? 
 
3. What is an appropriate ethical framework for the conduct of such 

research? How should the concepts of minimal risk, voluntary informed 
consent, privacy and confidentiality, and distributive justice be incorpo-
rated into such a framework? Specifically,  
 

● are the criteria for allowing prisoner research expressed by the na-
tional commission regarding voluntariness and openness (e.g., pub-
lic scrutiny, grievance procedures) still appropriate?  

● what measures beyond exclusion from research are appropriate for 
protecting the rights and welfare of prisoners? 

● how should the standard of existing medical care be valued when 
reviewing research protocols involving control or placebo-control 
arms?  

● should there be a risk threshold for allowing research with prison-
ers? If so, how should the prospect of benefit affect that threshold? 
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Note: The committee decided to exclude children (unless treated as adults), 
military personnel, and persons under restricted liberty due to mental ill-
ness and outside the criminal justice system, for example those detained un-
der the U.S. Patriot Act. By excluding these groups, the committee 
emphasizes that they face very similar circumstances and that very strong 
ethical safeguards are required. However, the committee lacks the expertise 
to address the needs of these special populations and such an inquiry ex-
ceeds the committee�s charge. Parallel studies, such as the one undertaken 
by this committee, may be needed to explore ethical issues of research in-
volving these groups. If, however, juveniles are transferred from the origi-
nal jurisdiction of the family court (or the equivalent, such as a juvenile 
court) to the jurisdiction of a state or federal criminal court, then they 
would fall under the provisions of this report. 

 
 

Methods and Approach 
 
In conducting its work, the committee cast a broad net for the 

collection of information. In addition to the traditional sources of 
information (e.g. literature, workshops, commissioned papers (see 
Box A-1)), the committee also had a liaison group (see Box A-2) and 
visited two correctional facilities. Appendix A provides a detailed 
summary of the committee�s methods and data sources.  
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ORGANIZATION OF THIS REPORT 
 
This report is organized into six chapters. This introduction is followed 

by a thorough discussion of the demographics of today�s correctional sys-
tem in Chapter 2, which also details the committee�s efforts to determine 
the type and scope of research involving prisoners within the past 2 years. 
Chapter 3 provides a description of the current federal regulatory land-
scape, with a discussion of its limitations. Chapter 4 introduces the com-
mittee�s broadened definition of prisoner aimed at expanding protections to 
a wider group of people who have restricted liberties because of decisions 
of criminal courts. Chapter 5 describes a new framework for research in-
volving prisoners, based on the ethical principles of respect for persons and 
justice, and introduces the derivative concept of collaborative responsibil-
ity as being particularly important for planning and implementing research 
involving this vulnerable population. Finally, Chapter 6 contains the com-
mittee�s recommendations for a new, more comprehensive system of over-
sight, safeguards, and protections for research involving prisoners, with 
more intrusive monitoring for higher risk studies. Appendix A contains a 
thorough description of the committee�s methods and data sources; Appen-
dix B, the national commission�s deliberations and findings; Appendix C, 
the report of the SACHRP Subcommittee and Human Subjects Protections; 
Appendix D, the Code of Federal Regulations 45 § 46 (Protection of Hu-
man Subjects); Appendix E, a list of acronyms used in the report, and Ap-
pendix F, brief biosketches of the committee members, liaison group, and 
IOM staff.  
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2 
 

Today�s Prisoners: 
Changing Demographics, Health Issues, and 

the Current Research Environment 
 
 
 
 
 
 

 The conditions of confinement in today�s prisons and jails have 
many of the same characteristics that were of concern to the National 
Commission for the Protection of Human Subjects of Biomedical and 
Behavioral Research some 30 years ago (see Appendix B). Yet important 
new factors have emerged that require consideration. The correctional 
population has expanded more than 4.5-fold between 1978 and 2004�
from 1.5 million to almost 7 million as a result of tougher sentencing 
laws and the war on drugs (BJS, 1997b, 2005a, 2005f, 2005g, 2005h; 
HRW, 2003; Jacobson, 2005). Just within prisons and jails, the popula-
tion grew from 454,444 to 2.1 million (BJS, 2005a, 2005f). The rest of 
the expansion occurred among probationers and parolees (BJS, 2005g, 
2005h). 

In addition, with the closing of large state mental institutions, prisons 
have effectively become the new mental illness asylums. Prisoners suffer 
higher rates of communicable diseases, such as HIV/AIDS and hepatitis, 
than the general population, and chronic diseases such as diabetes are on 
the rise, especially among the growing older, �graying� population of 
prisoners (NCCHC, 2002). Health care within some prison systems is 
less than satisfactory. Through class action lawsuits over the inadequa-
cies of state prison health care systems, the most serious problems were 
largely addressed and health care delivery systems were put in place 
(Metzner, 2002; Sturm, 1993). However, problems remain. Most re-
cently, a federal district court judge placed California�s entire prison 
medical health care system into federal receivership, taking it out of con-
trol of the state and placing it under the control of a trustee appointed by 

Copyright © National Academy of Sciences. All rights reserved.

Ethical Considerations for Research Involving Prisoners 
http://www.nap.edu/catalog/11692.html

http://www.nap.edu/catalog/11692.html


36 ETHICAL CONSIDERATIONS FOR RESEARCH INVOLVING PRISONERS 
 
the court.1 In addition, the entire state prison mental health system is be-
ing monitored by another federal court after being found to be providing 
constitutionally inadequate mental health services to inmates with serious 
mental illnesses (Coleman v. Wilson, 912 F.Supp. 1282 [E.D.Cal 1995]). 
And New York regulators have faulted the private firm Prison Health 
Services in several deaths within the state�s prison system (Von Ziel-
bauer, 2005d). This follows by 30 years the case of Estelle v. Gamble, in 
which the U.S. Supreme Court articulated a constitutionally protected 
right to health care in prisons and jails (U.S. Supreme Court, 1976).  

The committee�s review of current research indicated that the major-
ity of research involving prisoners is happening outside the purview of 
Subpart C, and many prisoner studies are being conducted without re-
view or approval by an institutional review board (IRB). Prison research 
committees that may serve some type of proxy IRB role only infre-
quently include prisoners or prisoner representatives among their mem-
bership. All of these factors point to a population of prisoners who may 
be more vulnerable and require stronger protections than those inspired 
by the commission in the 1970s. 

 
 

CHANGING DEMOGRAPHICS 
AND HEALTH ISSUES 

 
Descriptions of Prisons, Jails, and Other Correctional 

Settings 
 
Within the United States, correctional settings, which constrain lib-

erty, entail more than prisons. Local jails, usually county or city facili-
ties, house prisoners from arraignment through conviction and for 
sentences usually no longer than 1 year. State and federal prisons incar-
cerate those sentenced for longer periods. About 6 percent, or close to 
99,000 prisoners, are held in privately operated facilities that incarcerate 
the state and federal overflow (BJS, 2005a,c). In six states, all in the 
West, at least one-quarter of all persons in prisons are in private facilities 
(BJS, 2005a). Several other alternatives to prisons and jails that constrain 
liberty, including restitution centers, camps, treatment facilities, and elec-
tronic monitoring programs, are listed in Table 4-1 (see Chapter 4); spe-
                                                 

1U.S. District Court for the Northern District of California. Findings of Fact and Con-
clusions of Law Re Appointment of Receiver, Marciano Plata, et al vs. Arnold Schwar-
zenegger, et al., October 3, 2005, page 2. 
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cific options within the state of California are provided in Table 4-2 (see 
Chapter 4). Parole and probation are two other settings in which indi-
viduals have restricted liberties by virtue of involvement in the criminal 
justice system. Parole is used for offenders who are conditionally re-
leased from prison to community supervision. An offender is required to 
observe the conditions of parole and is under the supervision of a parole 
agency. Parole differs from probation, which is determined by judicial 
authority and is usually an alternative to initial confinement. 

 
 

The Prisoner Population 
 
The Incarcerated Population Has Grown Enormously 

 
The total estimated correctional population in the United States in 

2004 was very close to 7 million, according to the Bureau of Justice Sta-
tistics (BJS, 2005a). Table 2-1 indicates that the majority of these indi-
viduals were on probation (4 million), followed by confinement in prison 
(1.4 million), on parole (765,355), and confinement in jail (713,990). 
Overall, the population in 2004 was more than 4.5 times larger than it 
was in 1978.  

 
TABLE 2-1 Persons Under Adult Correctional Supervision, 1978-2004 
Total Estimated  

 
Year 

Correctional 
Population 

 
Probation 

 
Parole 

 
Jail 

 
Prison 

1978 1,531,596 899,305 177,847 158,394 296,050 
1980a 1,840,400 1,118,097 220,438 82,288 319,598 
1995 5,342,900 3,077,861 679,421 507,044 1,078,542 
2000 6,445,100 3,826,209 723,898 621,149 1,316,333 
2001 6,581,700 3,931,731 732,333 631,240 1,330,007 
2002 6,758,800 4,024,067 750,934 665,475 1,367,547 
2003 6,936,600 4,144,782 745,125 691,301 1,392,796 
2004 6,996,500 4,151,125 765,355 713,990 1,421,911 

a1980 figures from BJS, 2003c. 
SOURCES: U.S. Census, 1998, 1994, BJS, 1997b, 2000a, 2003c, 2004b, 2005a,  2005f, 
2005g, 2005h 
 

 
At year-end 2004, the nation�s prisons and jails incarcerated 2.1 mil-

lion persons (BJS, 2005a) compared with 216,000 in 1974 (BJS, 2003a). 
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Today, two-thirds of inmates are housed in federal and state prisons, and 
the other third are in local jails.  

The numbers in Table 2-1 are point-in-time figures. Annual flow in 
and out of jail, where incarceration time is comparatively short, provides 
a useful picture as well. Nearly a quarter (23 percent) of all jail inmates 
spend 14 days or less in jail, 29 percent are held from 2 to 6 months, 7 
percent are held for a year or more (BJS, 2004c). The transitory nature of 
jail confinement can have an impact on research participation, as dis-
cussed in chapter 4. 

Using Department of Justice statistics and trends, the Washington, 
DC-based Justice Policy Institute (JPI) estimated in 2000 that the United 
States had the world�s largest incarcerated population and highest incar-
ceration rate. Just 6 weeks into the new millennium, America had one-
quarter of the world�s prison population, despite having less than 5 per-
cent of the world�s population (JPI, 2002). The U.S. incarceration rate 
was highest, with 686 per 100,000 of the national population (Walmsley, 
2003), followed by the Cayman Islands (664), Russia (638), Belarus 
(554), Kazakhstan (522), Turkmenistan (489), and Belize (459). More 
than 62 percent of countries worldwide have rates below 150 per 
100,000. By 2004, the U.S. rate had risen to 724 per 100,000 (BJS, 
2005a) 

Calling the 1990s �the punishing decade,� JPI noted that the impris-
oned population grew at a faster rate during the 1990s than during any 
decade in recorded history (see Figure 2-1). The prison growth during the 
1990s dwarfed the growth in any previous decade; it exceeded the prison 
growth of the 1980s by 61 percent and is nearly 30 times the average 
prison population growth of any decade before the 1970s (JPI, 2002). 
This growth has led to serious overcrowding. According to BJS data for 
2004 (BJS, 2005a), 24 state departments of corrections and the federal 
prison system are operating above capacity. The federal prison system is 
operating at 40 percent above capacity. 

The population of prisoners under jail supervision who are confined 
in settings outside of a jail facility has doubled since 1995 (see Table 2-
2). This point is important for the Chapter 4 discussion regarding the 
definition of �prisoner.� In 2004, jail authorities supervised 70,548 men 
and women in the community in work-release, weekend reporting, elec-
tronic monitoring, and other alternative programs. 
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FIGURE 2-1 The punishing decade: number of prison and jail inmates, 1910-
2000. 
Reprinted, with permission, from The Punishing Decade: Prison and Jail Esti-
mates at the Millennium (May 2000). Copyright 2000 by Center on Juvenile and 
Criminal Justice. 
 

 
TABLE 2-2 Persons Under Jail Supervision, by Confinement Status and 
Type of Program, Midyear 1995, 2000, and 2002-2004 

 
Number of Persons Under Jail Supervision 

 
Confinement Status and 
Type of Program 1995 2000 2002 2003 2004 

Total 541,913 687,033 737,912 762,672 784,538 
     
Held In Jail 507,044 621,149 665,475 691,301 713,990 
     
Supervised outside of jail 
facilitya 

34,869 65,884 72,437 71,371 70,548 
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Number of Persons Under Jail Supervision 

 
Confinement Status and 
Type of Program 1995 2000 2002 2003 2004 
 Weekender programs 
 Electronic monitoring 
 Home detentionb 
 Day reporting 
 Community service 
 Other pretrial supervision 
 Other work programsc 

 Treatment programsd 
 Other/uspecified 

1,909 
6,788 
1,376 
1,283 

10,253 
3,229 
9,144 

NA 
887 

14,523
10,782

332
3,969

13,592
6,279
8,011
5,714
2,682

17,955 
9,706 
1,037 
5,010 

13,918 
8,702 
5,190 
1,256 
9,663 

12,111 
12,678 

594 
7,965 

17,102 
11,452 
4,498 
1,891 
3,080 

11,589 
11,689 
1,173 
6,627 

13,171 
14,370 
7,208 
2,208 
2,513 

NOTE: NA, not available. 
aExcludes persons supervised by a probation or parole agency. 
bIncludes only those without electronic monitoring. 
cIncludes persons in work-release programs, work gangs, and other work alternative programs. 
dIncludes persons under drug, alcohol, mental health, and other medical treatment. 
SOURCE: BJS, 2005c. 
 
 
Why Has the Prisoner Population Grown? 

 
The exponential growth of prison and jail populations in the last two 

decades has many causes. Some relate to changes in federal and state 
sentencing policies, and some reflect the actions of American society in 
those years as it engaged in a war against drugs. BJS reports that, in 
1997, 21 percent of state prisoners and more than 60 percent of federal 
prisoners were incarcerated for drug offenses (BJS, 1999c). Between 
1995 and 2003, 49 percent of the total growth in the federal prison popu-
lation was from drug offenses (BJS, 2005a). Michael Jacobson, former 
Commissioner of the New York City Departments of Correction and 
Probation, argues in his book, Downsizing Prisons (2005), that manda-
tory minimum sentencing, parole agencies intent on sending people back 
to prison, three strike laws (defined below), for-profit prisons, and other 
changes in the legal system have contributed to the spectacular rise of the 
general prison population. The Sentencing Project came to the same con-
clusion, stating that rigid sentencing formulas such as mandatory sen-
tencing and truth in sentencing often result in lengthy incarceration (TSP, 
2001). According to Human Rights Watch (2003), the U.S. rate of incar-
ceration soared to the highest in the world for the reasons stated previ-
ously: �Championed as protecting the public from serious and violent 
offenders, the new criminal justice policies in fact yielded high rates of 
confinement for nonviolent offenders. Nationwide, nonviolent offenders 
account for 72 percent of all new state prison admissions.� 
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Three strikes laws impose mandatory life terms or extremely long 
prison terms without parole for criminals who have been convicted of 
three felonies involving violence, rape, use of a deadly weapon, or mo-
lestation. In some states, such as California, the third felony does not 
have to be a violent crime. California's three-strikes law is considered the 
toughest in the country, because it can be invoked when a third felony 
conviction is for a nonviolent crime -- even one that could have been 
charged as a misdemeanor if the prosecutor had wanted to [JPI, 2004, 
TSP, 2001].) Nationally, half of the states have enacted some form of 
three strikes legislation, but only a handful have convicted more than 100 
individuals using the statute, led by a wide margin by California, accord-
ing to The Justice Policy Institute and The Sentencing Project (JPI, 2004, 
TSP, 2001). �As of mid 1998, only California (40,511 individuals), 
Georgia (942), South Carolina (825), Nevada (304), Washington, (121), 
and Florida (116) had been using the �three strikes� legislation to any 
significant extent� (TSP, 2001, Pg. 3). Moving into 2004, three strikes 
was most heavily used in three states, with 42,322 persons incarcerated 
under the three-strikes law in California, 7,631 in Georgia, and 1,628 in 
Florida (JPI, 2004). 

Reported rates of recidivism for adult offenders in the United States 
are extraordinarily high, as noted in a report by the Open Society Insti-
tute (OSI [1997]): �The national re-arrest rate is around 63 percent and 
the re-imprisonment rate averages around 41%.� Among probationers 
and parolees, recidivism is lower but still occurs. In 2003, 16 percent of 
probationers were incarcerated because of a rule violation or a new of-
fense (BJS, 2004b). That same year, 38 percent of parolees were incar-
cerated because of violations of parole conditions (26 percent) or 
committing a new crime (11 percent [BJS, 2004b]). Parole officers are 
spending more time on policing whether conditions are violated (with 
more drug tests, more tracking of movement, etc.) and less on promoting 
re-integration (Petersilia, 2000). 

Finally, admissions to state and federal prisons are outpacing re-
leases (BJS, 2005c). There was also a large increase in parole violators 
returning to prison between 1990 and 1998. The number of returned pa-
role violators increased 54 percent between 1990 and 1998 (from 
133,870 to 206,152) and has since slowed to a 2 percent annual increase 
(BJS, 2005a,c).  
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Who Is in Prison and Jail? 

 
Men far outnumber women in prisons and jails. Men make up 93 

percent of all inmates (BJS, 2005a). At year-end 2004, 104,848 women 
and 1,391,781 men were in state or federal prisons. The female prisoner 
population has been rising at a faster rate than the male prisoner popula-
tion (Table 2-3). The overall increase since 1995 for male prisoners is 32 
percent and for female prisoners, 53 percent (BJS, 2005a).  

 
More women are entering the correctional system Between 1980 
and 1998, the number of female inmates under the jurisdiction of federal 
and state correctional authorities increased more than 500 percent, from 
about 13,400 in 1980 to roughly 84,400 at year-end 1998, according to 
the U.S. General Accounting Office ([GAO] 1999). In 2004 (BJS, 
2005a), that number had risen to 104,848 (Table 2-3). A large percentage 
of these women (85 percent) were on parole or probation (BJS, 1999b).  

Within jails specifically (Table 2-4), between 1990 and 2004, the 
female inmate population grew 134 percent, whereas the male inmate 
population grew by 70 percent.  

 
 

TABLE 2-3 Prisoners Under the Jurisdiction of State or Federal Correctional 
Authorities, by Gender, 1995, 2003, and 2004 

Variable Men Women 
All inmates   
 1995 1,057,406 68,468 
 2003 1,363,813 100,384 
 2004 1,391,781 104,848 
 Average annual change, 1995-2004 3.1% 4.8% 
Sentenced to > 1 year   
 2003 1,315,790 92,571 
 2004 1,337,668 96,125 
 Percent change, 2003-2004 1.7% 3.8% 
Incarceration rate   
 1995 789 47 
 2004 920 64 

aTotal number of prisoners with a sentence of more than 1 year per 100,000 U.S. resi-
dents on December 31. 
SOURCE: BJS, 2005a. 
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TABLE 2-4 Jail Populations by Gender, 1990-2004 (1-Day Count) 

Year Adult Males Adult Females 
1990 365,821 37,190 
1991 384,628 39,501 
1992 401,106 40,674 
1993 411,500 44,100 
1994 431,300 48,500 
1995 448,000 51,300 
1996 454,700 55,700 
1997 498,678 59,296 
1998 520,581 63,791 
1999 528,998 67,487 
2000 543,120 70,414 
2001 551,007 72,621 
2002 581,411 76,817 
2003 602,781 81,650 
2004 619,908 86,999 

SOURCE: BJS, 2005e. 
 
Not only is the female population becoming larger, but it is also be-

coming more diverse. Increasingly, incarcerated women are older and 
more likely minority and drug abusers than earlier populations of women 
prisoners (BJS, 2005a; GAO, 1999, 2000).  

In �Gender-Responsive Strategies for Women Offenders� (2005), the 
National Institute of Corrections (NIC) staff characterize women in the 
criminal justice system: �Women offenders typically have low incomes 
and are undereducated and unskilled. They have sporadic employment 
histories and are disproportionately women of color. They are less likely 
than men to have committed violent offenses and more likely to have 
been convicted of crimes involving drugs or property. Often, their prop-
erty offenses are economically driven, motivated by poverty and by the 
abuse of alcohol and other drugs.� Women prisoners in general have 
poorer health than men, with higher rates of mental illness(BJS 1999a) 
and HIV infection (BJS 1999b). Women prisoners also are more likely to 
report medical problems after admission than men (BJS, 2001b). These 
data and the rising  rates of incarceration among women make health 
care for women in prison a pressing issue (Young and Reviere, 2001). 

Women offenders have needs that are different from those of men, 
stemming in part from their disproportionate victimization from sexual 
and physical abuse and their responsibility for children, according to the 
authors of �Women Offenders: Programming Needs and Promising Ap-
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proaches� (BJS, 1998b). In an American Journal of Public Health edito-
rial, Braithwaite et al. (2005) noted that the diverse needs of women are 
forgotten and neglected in the criminal justice system. Medical concerns 
that relate to reproductive health and to the psychosocial matters that sur-
round imprisonment of single female heads of households are often over-
looked. The authors state that �women in prison complain of a lack of 
regular gynecological and breast examinations and say their medical 
concerns are often dismissed.� They also note the poor physical health of 
women as they enter the correctional system, with higher than average 
risk for high-risk pregnancies, HIV/AIDS, hepatitis C, and human papil-
lomavirus infection, a risk factor for cervical cancer. Nearly 6 in 10 
women in state prisons had experienced physical or sexual abuse in the 
past (BJS, 1999b).  

In a survey of prisoners in 
New Jersey (Blitz et al, 2005), 
researchers found that women 
were more likely to be classi-
fied as special needs inmates 
(those with behavioral health 
disorders) than men (37 per-
cent vs. 16 percent). An active 
addiction disorder was present 
in one-half to three-quarters of 
women with behavioral health 
disorders. National data col-
lected by the BJS in 1998, also 
showed more women than men (20 percent vs. 16 percent) are diagnosed 
with mental disorders (BJS, 1999a). 

Although substance abuse is common, drug rehabilitation programs 
are not common in these institutions (Braithwaite et al., 2005). Conse-
quently, when women prisoners are released, they are at high risk of fal-
ling back into addiction with exposure to the environmental pressures 
that led them there in the first place. 

Women are also more likely than men to be solely responsible for 
their children. Two-thirds of incarcerated women have children younger 
than 18 years (BJS, 1999b). Approximately 1.3 million children in the 
United States have mothers under correctional supervision (Table 2-5). 
Just under a quarter million children have mothers who are serving time 
in prison or jail (BJS, 1999b). 

�Women have more severe substance-abuse 
histories by the time they come to the attention 
of the criminal-justice system,� said Nena P. 
Messina, Ph.D., a criminologist at University 
of California, Los Angeles Integrated Sub-
stance Abuse Programs. �That means they are 
using drugs on a daily basis. They are more 
likely to be injecting drugs, using multiple 
drugs, and trading sex for drugs and money. 
Their histories and their paths to substance 
abuse and crime are very different than 
men�s.� Dr. Messina described her experience 
with women prisoners at the July 2005 meet-
ing of this IOM committee. 
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Racial and ethnic disparities Blacks and Hispanics are disproportion-
ately represented in prison and jail populations. At midyear 2004, an es-
timated 12.6 percent of all black males in their late 20s were in prisons or 
jails compared with 3.6 percent of Hispanic males and 1.7 percent of 
white males (BJS, 2005c ). Young black men are particularly hit hard. 
One in eight black men in their late 20s is incarcerated on any given day 
(Mauer & King, 2004). A report of the National Center on Institutions 
and Alternatives (Lotke, 1997) indicated that in the District of Columbia, 
50 percent of young black men ages 18 to 35 were under criminal justice 
supervision (in prison, jail, probation, parole, out on bond, or being 
sought on a warrant). Table 2-6 shows jail incarceration rates by race and 
ethnicity from 1990 through 2004.  
 

 
TABLE 2-5 Children of Women Under Correctional Supervision, 1998 

Variable Women 
Offenders 

Women Offenders 
with Minor Children 

 
Minor Children 

Total 869,600 615,500 1,300,800 
Probation 721,400 516,200 1,067,200 
Jail 63,800 44,700 105,300 
State prisons 75,200 49,200 117,100 
Federal prisons 9,200 5,400 11,200 

NOTE: Only children under age 18 are counted. 
SOURCE: BJS, 1999b. 

Copyright © National Academy of Sciences. All rights reserved.

Ethical Considerations for Research Involving Prisoners 
http://www.nap.edu/catalog/11692.html

http://www.nap.edu/catalog/11692.html


46 ETHICAL CONSIDERATIONS FOR RESEARCH INVOLVING PRISONERS 
 
TABLE 2-6 Jail Incarceration Rates by Race and Ethnicity, 1990-2004a 

Year White 
Non-Hispanic 

Black 
Non-Hispanic 

Hispanic 
of Any Race 

1990 89 560 245 
1991 92 594 247 
1992 93 618 251 
1993 94 633 262 
1994 98 656 274 
1995 104 670 263 
1996 111 640 276 
1997 117 706 293 
1998 125 716 292 
1999 127 730 288 
2000 132 736 280 
2001 138 703 263 
2002 147 740 256 
2003 151 748 269 
2004 160 765 262 
NOTE: U.S. resident population estimates for sex, race, and Hispanic origin were made 
using a U.S. Census Bureau Internet release, December 23, 1999, with adjustments for 
census undercount. Estimates for 2000-2004 are based on the 2000 Census and then esti-
mated for July 1 of each year.  
aPer 100,000 U.S. residents. 
SOURCE: BJS, 2005a 
 
 
Educational level and reading skills of prisoners Often individuals 
come into the correctional system with little education and, therefore, 
poor reading, writing, math, and oral communication skills (Haigler et al, 
1994; Spangenberg, 2004). Poor reading and communication skills pose 
a challenge to informed consent, which is often handled through written 
documents, and points to the importance of ensuring that informed con-
sent procedures are monitored to determine that prisoners truly under-
stand what they are consenting to. The BJS (2003b) reported on the poor 
education level of prisoners. Forty-one percent of inmates in the nation�s 
state and federal prisons and local jails and 31 percent of probationers 
had not completed high school or its equivalent (Table 2-7). In compari-
son, 18 percent of the general population age 18 or older had not finished 
Grade 12. Minority prisoners had lower education levels than whites (53 
percent of Hispanics, 44 percent of blacks, and 27 percent of whites had 
no diploma or general equivalency diploma). The same report indicates 
that less educated prisoners were less likely to have jobs before they en-
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tered prison and more likely to have a prior sentence, to be sentenced as 
juveniles, and to return to prison after release.  

Prisoners tend to leave the system poorly educated as well. Accord-
ing to a 1997 report by the Open Society Institute (OSI), �Education As 
Crime Prevention: Providing Education to Prisoners,� in the shift from 
rehabilitation to punishment and the exponential population growth, edu-
cational and vocational programs, which, OSI notes, correlate positively 
with the ability to remain out of prison, have been substantially reduced. 
Despite evidence supporting the connection between higher education 
and lowered levels of recidivism, the Violent Crime Control and Law 
Enforcement Act of 1994 ended access to federal Pell Grants for under-
graduate education to all prisoners. At least 25 states cut back on voca-
tional and technical training programs since the Pell Grants were cut. In 
1990, there were 350 higher education programs for inmates; by 1997, 
only 8.  

Eight in 10 state prisons offer basic education and high school 
courses (BJS, 2003b). Fewer than one in three offer college classes. Col-
lege, vocational, and high school courses are most common in federal 
prisons and least common in private prisons. For example, college 
courses are offered by 80 percent of federal prisons and 27 percent of 
private prisons. However, less than 20 percent of prisoners participated 
in college courses while incarcerated; this percentage dropped between 
1991 and 1997 (Table 2-8). Vocational courses are more popular, taken 
by about one in three inmates in state and federal prisons.  

 
 

TABLE 2-7 Educational Attainment for Correctional Populations and 
the General Population, 1997 

Prison Inmates  
Education 

Total 
Incarcerated State Federal 

Local 
Jail 

 
Probation 

General 
Population 

≤ Some high 
school (%) 

41.3 39.7 26.5 46.5 30.6 18.4 

GED (5) 23.4 28.5 22.7 14.1 11.0 NA 
High school 

diploma (%) 
22.6 20.5 27.0 25.9 34.8 33.2 

Postsecondary 
(%) 

12.7 11/4 23/9 13.9 23.6 48.4 

NOTE: GED, general equivalency diploma; NA, not available; Gen. Pop., general popu-
lation. 
SOURCE: BJS, 2003b. 
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Age of inmates The U.S. prison population is aging (BJS, 2004d). By 
year end 2003, 28 percent of all inmates were ages 40 to 54 (up from 22 
percent in 1995). Inmates age 55 and older have experienced the largest 
percent change�an increase of 85  percent since 1995. However, they 
are still a small group, relative to inmates in other age groups, accounting 
for 4.3 percent of all inmates in 2003, up from 3.0 percent in 1995 (BJS, 
2004d; TSP, 2005b). According to The Sentencing Project, California�s 
three strikes law contributed to a rapid aging of the California prison 
population in the first 7 years since it was instituted (King & Mauer, 
2001). The authors projected that, in 2026, 30,000 three strikes prisoners 
will be serving sentences of 25 years to life. In California, new felony 
admissions of prisoners older than 40 increased from 15.3 percent in 
1994 to 23.1 percent in 1999.  

A survey by The New York Times (Liptak, 2005) found that 132,000 
of the nation�s prisoners are serving life sentences. The number of �lif-
ers� has almost doubled in the last decade, far outpacing the overall 
growth of the prison population. About one-third of the lifers sentenced 
between 1988 and 2001 are serving time for crimes other than murder, 
including burglary and drug crimes. Fewer lifers have a chance of parole. 
In 1993, The New York Times survey found that about 20 percent of lifers 
had no chance of parole. In 2004, that number rose to 28 percent. As a 
result, the United States has a large and permanent population of prison-
ers who will die of old age behind bars. According to The Sentencing 
Project (Mauer et al, 2004), the increase in life sentences reflects changes 
in state policies, not continuous increases in violent crimes.  

These figures on the graying of the prison population indicate that a 
small, but growing segment of today�s prisoners face chronic diseases, 
such as diabetes and heart disease. 

 
Health Status of Inmates  

 
A highly disproportionate number of inmates suffer from infectious 

diseases, chronic diseases, and mental illness compared with the rest of 
the nation�s population. According to a 3-year study requested by Con-
gress and delivered in May 2002 by the National Commission on Correc-
tional Health Care (�The Health Status of Soon-to-Be-Released 
Inmates�), tens of thousands of inmates are being released into the com-
munity every year with undiagnosed or untreated communicable disease, 
chronic disease, addiction, and mental illness (NCCHC, 2002, page 4). 
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The report paints a picture of a large and concentrated population at high 
risk for communicable and chronic diseases. 

 
Communicable diseases During 1996, about 3 percent of the U.S. 
population spent time in a prison or jail; however, between 12 and 35 
percent of the total number of people with certain communicable dis-
eases in the nation passed through a correctional facility during that same 
year (NCCHC, 2002). There were an estimated 107,000 to 137,000 cases 
of sexually transmitted diseases (STDs) among inmates in 1997 and at 
least 465,000 STD cases among releasees. 
 

Hepatitis Hepatitis B and C are viral diseases that attack the liver. 
Both can cause lifelong infection, cirrhosis of the liver, cancer, liver fail-
ure, and death (BJS, 2004a; NIH, 2002). Both viruses are spread through 
infected blood, most commonly via shared needles used to inject illegal 
drugs and through sexual contact. Nearly 2 percent of the U.S. popula-
tion is chronically infected with hepatitis C virus (Hammett et al., 2002), 
while studies in prison populations in California, Virginia, Connecticut, 
Maryland, and Texas have found evidence of hepatitis C infection in 29 
to 42 percent of prisoners (CDC, 2002). Across the country, hepatitis C 
infection rates for prisoners are estimated at 15 to 30 percent. Between 
1.3 and 1.4 million prisoners released from prison or jail in 1996 were 
infected with hepatitis C (NCCHC, 2002). The prevalence of hepatitis B 
infection among incarcerated individuals has been reported to range from 
8 to 43 percent (Khan, et al., 2005), while the rate in the U.S.population 
as a whole is 4.9 percent. In a state correctional facility in Georgia (hous-
ing up to 1340 male inmates, one third of whom are transferred or re-
leased each year), and within Rhode Island�s prison system, there was a 
high prevalence of hepatitis B, and a high rate of ongoing HBV transmis-
sion (Khan, 2005).  

Antiviral therapies for chronic hepatitis B and C are complicated, 
have limited effectiveness, and are not appropriate for everyone (CDC, 
2002). Hepatitis B vaccination is recommended for incarcerated indi-
viduals (CDC, 2003). Although vaccination is offered to some inmate 
populations in state and federal correctional settings, universal immuni-
zation is not common (Khan et al., 2005).  
 

HIV/AIDS At year-end 2003, 23,659 inmates in state and federal 
prisons were known to be infected with HIV (BJS, 2005d). Female pris-
oners were more likely to be HIV positive than male prisoners. Overall, 
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1.9 percent of male inmates and 2.8 percent of all female inmates were 
known to be HIV positive. In two states, more than 10 percent of the fe-
male inmate population was HIV positive (New York State: 14.6 per-
cent; Maryland: 11.1 percent). 

The overall rate of confirmed AIDS cases among the prison popula-
tion (0.51 percent) was more than three times the rate in the U.S. general 
population (0.15 percent). In 2002 the percentage of deaths from AIDS 
was more than two times higher in the prison population than in the U.S. 
general population among individuals ages 15 to 54 years. About 1 in 
every 11 prisoner deaths were attributable to AIDS-related causes com-
pared with 1 in 23 deaths in the general population. AIDS is the second 
leading cause of death in prisons (BJS, 2003d). 

 
Tuberculosis Tuberculosis (TB) is an airborne disease that thrives 

among people who live in close quarters (Restum, 2005). About 12,000 
people who had active TB during 1996 served time in a correctional fa-
cility during that year (NCCHC, 2002). More than 130,000 inmates 
tested positive for latent TB infection in 1997. An estimated 566,000 in-
mates with latent TB infection were released in 1996. More recent data 
(MacNeil, et al., 2005) indicate that TB rates remain higher in prison sys-
tems than in the general population, and that prisoners with TB are less 
likely than noninmates to complete treatment. From 1993 to 2003, the 
percentage of TB cases among local jail inmates increased from 42.8% to 
53.5%. Cases among federal inmates increased from 2.9% to 11.8%. In-
mates with TB were more likely to be co-infected with HIV, than non-
inmates with TB. Outbreaks of multi-drug resistant TB related to HIV 
coinfection have been documented in correctional facilities. The authors 
note: �correctional systems, especially jails, offer distinct logistical ob-
stacles to screening and treatment; inmates are moved frequently or are 
released, making evaluation and completion of therapy difficult at best.� 

 
Chronic diseases The National Commission on Correctional Health 
Care report (NCCHC, 2002) provided 1995 prevalence estimates for cer-
tain chronic diseases among federal, state, and local inmates: Asthma 
was estimated at 8 to 9 percent, diabetes at 5 percent, and hypertension at 
18 percent. Figures on federal prisoners alone (BJS, 2001b) are some-
what lower: asthma at about 4 percent, diabetes at 4 percent, and hyper-
tension at 8 percent. BJS (2001b) noted that inmate self-reported data 
may underestimate the prevalence of some medical conditions, especially 
those problems that require more sophisticated diagnosis and those that 
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are more sensitive in nature. For many conditions, inmate self-reports are 
the only source of information.  

Most state prison systems lack comprehensive and accessible data on 
the health status of their prisoners. A 1998 inventory of state and federal 
correctional information systems found that 20 states had electronic in-
formation systems that could identify offenders with physical disabilities 
at admission, 22 had systems that could identify inmates with mental or 
emotional problems, and 22 could identify inmates with specialized 
medical conditions. Eighteen states had this information electronically on 
current medical conditions for more than 75 percent of their inmates 
(BJS, 1998c). 

 
Mental illness �Prisons are the largest mental health institutions in our 
country,� stated Darrel A. Reiger, M.D., M.P.H., deputy medical director 
of the American Psychiatric Association, in his October 19, 2005, re-
marks to the committee. More than a quarter million mentally ill indi-
viduals were incarcerated in a prison or jail at midyear 1998 (BJS, 
1999a). In 1998, more than 179,000 offenders in state prisons, 7,900 in 
federal prisons, 96,700 in local jails, and almost 548,000 probationers 
were identified as mentally ill (Table 2-9). In this BJS survey, prisoners 
were counted as mentally ill if they answered �yes� to either of two ques-
tions, �Do you have a mental or emotional condition?� or �Because of 
emotional or mental condition, have you ever been admitted to a mental 
hospital, unit, or treatment program where you stayed overnight?� Men-
tal illness is identified more often in women and whites, and the inci-
dence increases with age. Mentally ill prisoners tend to serve longer 
sentences and experience more disciplinary problems while in prison. In 
addition, approximately 75 percent of people with serious mental ill-
nesses in the criminal justice system have a co-occurring substance abuse 
disorder (NFCMH, 2004).  

Anxiety disorders and major depression were the most common 
mental illness diagnoses in jails and state prisons (Table 2-10). The 
prevalence of mental illnesses appears to rise when moving from local 
jails to state prisons.  
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TABLE 2-9 Inmates and Probationers Identified as Mentally Ill, by 
Gender, Race/Hispanic Origin, and Age, Midyear 1998 

Offender 
Characteristic 

 
Inmates 

State 
Inmates 

Federal 
Inmates 

Jail  
Probationers 

Total 179,200 7,900 96,700 547,800 
Gender (%)     
 Male 15.8 7.0 15.6 14.7 
 Female 23.6 12.5 22.7 21.7 
Race/Hispanic 
Orgin (%) 

    

 Whitea  22.6 11.8 21.7 19.6 
 Black a 13.5 5.6 13.7 10.4 
 Hispanic 11.0 4.1 11.1 9.0 
Age (%)     
 24 or younger 14.4 6.6 13.3 13.8 
 25-34 14.8 5.9 15.7 13.8 
 35-44 18.4 7.5 19.3 19.8 
 45-54 19.7 10.3 22.7 21.1 
 55 or older 15.6 8.9 20.4 16.0 

aExcludes Hispanics. 
SOURCE: BJS, 1999a. 
 
 
TABLE 2-10 Estimated Prevalence of Mental Illness, 1999 

 
Illness 

 
Jail Inmates (%( 

State Prison 
Inmates (%) 

Schizophrenia 1 2-4 
Major depression 8-15 13-19 
Bipolar disorder 1-3 2-5 
Dysthymia 2-5 8-14 
Anxiety disorder 14-20 22-30 
Posttraumatic stress disorder 4-9 6-12 

SOURCE: NCCHC, 2002. 
 
 
Six in 10 mentally ill prisoners received treatment while incarcerated 

in a state or federal prison. Only 4 in 10 in local jails received treatment 
(BJS, 1999a). Women were more likely than men to receive mental 
health services while incarcerated (Table 2.11). Whites were more likely 
than blacks and Hispanics to receive mental health services (NFCMH, 
2004). Mental health treatment is lacking for probationers and parolees 
as well. In 1998, probationers serving their current sentence had less ex-
posure to mental health treatment compared with confined prisoners. 
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Specifically, mentally ill probationers were less likely than state and fed-
eral prisoners to have taken a psychiatric medication, to have received 
any mental health service, or to have been hospitalized for their condi-
tion, although they were just as likely to have received counseling or 
therapy (BJS, 1999a). Furthermore, less than half of the probationers (43 
percent) who were required to engage in mental health treatment had ac-
tually participated (BJS, 1999a).  

Human Rights Watch (2003) has called prison mental health services 
�woefully deficient.� Too often, they state, seriously ill prisoners are ne-
glected, accused of malingering, or treated as disciplinary problems.  

 
Without the necessary care, mentally ill prisoners suffer painful 
symptoms and their conditions can deteriorate. They are afflicted 
with delusions and hallucinations, debilitating fears, extreme and 
uncontrollable mood swings. They huddle silently in their cells, 
mumble incoherently, or yell incessantly. They refuse to obey 
orders or lash out without apparent provocation. They beat their 
heads against cell walls, smear themselves with feces, self-
mutilate, and commit suicide. Prisons were never intended as fa-
cilities for the mentally ill, yet that is one of their primary roles 
today. Many of the men and women who cannot get mental 
health treatment in the community are swept into the criminal 
justice system after they commit a crime. In the United States, 
there are three times more mentally ill people in prisons than in 
mental health hospitals, and prisoners have rates of mental ill-
ness that are two to four times greater than the rates of members 
of the general public. 

 
 
TABLE 2-11 Percent of Mentally Ill Receiving Mental Health Services 
While Incarcerated, 1998 

Variable  State Prison Federal Prison Local Jail 
Gender (5)    
 Male 59.9 57.4 38.4 
 Female 67.3 76.5 56.2 
Race/ethnicity (%)    
 White 64.1 65.4 44.7 
 Black 56.4 50.0 34.2 
 Hispanic 59.9 62.5 40.6 

SOURCE: BJS, 1999a. 
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Substance abuse Drug and alcohol use and abuse play major roles in 
the lives of prisoners. Overall, three of four state prisoners and four of 
five federal prisoners are characterized as alcohol- or drug-involved of-
fenders, according to a BJS report (BJS, 1999c). A history of drug and 
alcohol use and abuse was also common among probationers and parol-
ees. In 1995, a U.S. Department of Justice survey found that 70 percent 
of probationers reported drug use in the past, 32 percent during the 
month before the crime, and 14 percent at the time of the crime (BJS, 
1998a). A large number of parolees were also involved with drugs and 
alcohol. In 1991, more than half of parolees (54 percent) had used drugs 
in the month preceding their most recent crime, and 41 percent reported 
daily use during the same time period (BJS, 1995).  
 
Injury, violence, rape, and suicide Prisoners face violence and injury 
within correctional settings. More than one-quarter of state and federal 
inmates reported being injured since admission to prison (Table 2-12). 
The likelihood of injury increases with time served in prison, as does the 
likelihood of a medical problem (Table 2-13).  

In 2000, there were 34,355 assaults by state and federal prisoners 
against other inmates, and 51 prisoners died as a result of those violent 
actions (BJS, 2003d). These numbers do not capture assaults against of-
ficers and others who work in the nation�s jails. 

In 1999, nearly 22 percent of state inmates had a history of being in-
jured while in prison (BJS, 2001b). Overall, 7 percent of state inmates 
were injured in a fight while in prison. 

According to the 2003 Prison Rape Elimination Act,2 more than 1 
million people have been sexually assaulted in prisons over the past 20 
years. The act also describes the devastating effects of sexual assault in 
this context: an increase in other types of violence, including murder, 
involving inmates and staff, and long-lasting trauma, which makes it 
even more difficult for people to succeed in the community after release. 

 

                                                 
2Pub. L. No. 108-79 (2003) 
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TABLE 2-12 Reason for Injury During Incarceration, 1999 

Injury Number Percenta 

Assult/fight 3,134 2.7 
Assidental, total 25,975 22.1 
Occupational 6,844 5.8 
Recreational 11,141 9.5 
Accidental, otherb 7,859 6.7 

aPercentages are based on the average daily population. If they were based on the total 
who had spent any time in prison in 1999, they would be lower. 
bU.S. Bureau of Prisons distinguishes occupational and recreational injuries from acci-
dental injuries. 
SOURCE: BJS, 2001b. 
 
 
TABLE 2-13 Likelihood of Injury Based on Time in Prison, 1999 

 
Time Since Admission 

 
Injured (%) 

Medical Problem 
(Excluding Injury) (%) 

Less than 12 months 13.2 15.8 
12-23 months 19.8 19.1 
24-47 months 26.7 20.4 
48-71 months 36.8 20.3 
72 months or more 45.9 30.4 

SOURCE: BJS, 2001b. 
 
 
In 2005, the BJS completed the first-ever national survey of adminis-

trative records on sexual violence in adult and juvenile correctional fa-
cilities (BJS, 2005b). This covers only reported incidents and thus 
provides just a partial picture. The survey included 2,700 adult and juve-
nile facilities. Nationwide in 2004, 8,210 allegations of sexual violence 
were reported: 42 percent of allegations involved staff sexual miscon-
duct; 37 percent, inmate-on-inmate nonconsensual sexual acts; 11 per-
cent, staff sexual harassment; and 10 percent, abusive sexual contact. 
Correctional authorities reported 3.15 allegations of sexual violence per 
1,000 inmates held in 2004. Males comprised 90 percent of victims and 
perpetrators of inmate-on-inmate nonconsensual sexual acts in prison and 
jail.  
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Where Are Prisoners Incarcerated and How Are They Provided 
Services? 

 
Since 1995, the federal system has grown at a much faster rate than 

state systems, peaking at 6 percent growth in the first 6 months of 1999 
(BJS, 2005a). In 2004, the number of federal inmates increased 4.2 per-
cent, more than twice the rate of state growth (1.6 percent). In 2004, pri-
vate facilities held 6.6 percent of all state and federal inmates. However, 
six states, all in the West, had at least one-quarter of their prisoners in 
private facilities (BJS, 2005a). This does not account for the much larger 
population of prisoners on probation and parole and those who can be 
found in a wide variety of �alternative-to-incarceration� or community 
settings (see Tables 4-1 and 4-2).  

 
Dislocation of inmates from local to distant jurisdictions Many 
states are outsourcing their prisoners to other state institutions away from 
urban areas and to a growing for-profit correctional business. In October 
1999, according to a GAO (1999) report, about 30 percent of female in-
mates and 24 percent of male inmates in federal prisons were assigned to 
facilities more than 500 miles from their release residences. In situations 
in which prisoners are housed great distances from their homes, prisoners 
can lose total contact with their families. Because 64 percent of federal 
inmates have minor children, this is a great hardship for them and a bur-
den for their children (BJS, 2000b). Schafer (1994) conducted a survey 
of visitors to two men�s prisons and found that maintenance of family 
ties during incarceration is significantly related to successful completion 
of parole. 
 
Increased use of isolation in punishment of inmates The United 
States has more than 60 supermaximum confinement facilities, housing 
well over 20,000 people (NIC, 1997). Rhodes (2005) describes the for-
tress-like facilities that force complete isolation and says that U.S. reli-
ance on isolation is due to many factors, including political pressure for 
harsh sentencing, population pressure inside prison systems, and the in-
ternal architectural and staffing features of general population units. A 
study in Washington State (Lovell et al., 2000), which provides medium- 
and maximum-security psychiatric facilities, noted that the number of 
mentally ill inmates far exceeds available beds. As a consequence, some 
disturbed prisoners are held in supermaximum units. They found that 20 
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to 25 percent of supermaximum inmates showed strong evidence of men-
tal illness.  

Human Rights Watch (HRW, 2000) described life in isolation in su-
permaximum confinement in its 2000 report, Out of Sight: Super-
Maximum Security Confinement in the United States:  

 
Prisoners in [supermaximum] facilities typically spend their 
waking and sleeping hours locked in small, sometimes window-
less, cells sealed with solid steel doors. A few times a week they 
are let out for showers and solitary exercise in a small, enclosed 
space. Supermax prisoners have almost no access to educational 
or recreational activities or other sources of mental stimulation 
and are usually handcuffed, shackled and escorted by two or 
three correctional officers every time they leave their cells. As-
signment to supermax housing is usually for an indefinite period 
that may continue for years. Although supermax facilities are os-
tensibly designed to house incorrigibly violent or dangerous in-
mates, many of the inmates confined in them do not meet those 
criteria. 
 

Quality of health care provided The U.S. Supreme Court ruled in 
Estelle v. Gamble (429 U.S. § 97 [1976]) that �deliberate indifference to 
serious medical needs of prisoners constitutes the �unnecessary and wan-
ton infliction of pain� proscribed by the Eighth Amendment.� The court 
in Estelle v. Gamble made clear, however, that a right to adequate medi-
cal care did not mean that �prisoners will have unqualified access to 
health care.� 

Coleman et al. (2005) noted that inadequacies of health care in most 
correctional settings existed in the 1970s and continue today: �Federal 
court decisions have documented continuing and severe health depriva-
tions in many states.�  
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Model programs exist, however, NCCHC states that �many correc-
tional agencies are doing too little to address communicable disease, 
chronic disease, and mental illness� [NCCHC, 2002, Executive Sum-
mary, page xii]. Few prison or 
jail systems have implemented 
comprehensive HIV-prevent-
ion programs in all their facili-
ties. About 10 percent of state 
and federal prisons and 50 per-
cent of jails do not adhere to 
CDC standards for screening 
and treating latent TB infection 
and active disease. Most pris-
ons and jails fail to conform to 
nationally accepted health care guidelines for mental health screening 
and treatment. Finally, of 41 state correctional systems responding to a 
survey conducted for the NCCHC report, just over half (24) reported 
having protocols for diabetes, 25 for hypertension, and 26 for asthma.  

In July 2005, a federal judge ordered that a receiver take control of 
California�s prison health care system and correct what he called deplor-
able conditions that led to 64 unnecessary inmate deaths each year be-
cause of poor medical care (see Box 2-1). California houses 
approximately 164,000 inmates at 33 state prisons. The state expects to 
spend $1.1 billion on prison health care this year (Sterngold, 2005, July 
1). Many U.S. state systems have been sued over the quality of their 
health care (Metzner, 2002; Sturm, 1993). 

Health care for profit does not always offer a better alternative, ac-
cording to a blistering series published in 2005 in The New York Times. 
The entry of Prison Health Services at Rikers Island in January 2001 
made New York State�s jail system the largest in the nation to entrust its 
health care to a commercial enterprise (Von Zielbauer, 2005b). Since 
then, state regulators have faulted Prison Health Services in several 
deaths (Von Zielbauer, 2005d).  

�I have litigated my whole life about health 
care in prisons, seeing that it needs improve-
ment,� said Jack Beck, director of the Prison 
Visiting Project at the Correctional Associa-
tion of New York at an October 2005 meeting 
of the committee. �However, it is an over-
statement to say that no appropriate health 
care occurs in prisons throughout the United 
States. I think there are some places where it 
does occur. Is it a minority? Absolutely. But I 
think it does occur in some places.� Mr. Beck 
is a member of the committee�s Prisoner Liai-
son Panel. 
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BOX 2-1 
California Prison Systems Medical Care System in Receivership 

 
By all accounts, the California prison medical care system is broken 

beyond repair. The harm already done in this care to California�s prison 
inmate population could not be more grave, and the threat of future injury 
and death is virtually guaranteed in the absence of drastic action. The 
Court has given defendants every reasonable opportunity to bring its 
prison medical system up to constitutional standards, and it is beyond 
reasonable dispute that the State has failed. Indeed, it is an uncontested 
fact that, on average, an inmate in one of California�s prisons needlessly 
dies every six to seven days due to constitutional deficiencies in the 
CDCR�s (California Department of Corrections and Rehabilitation�s) 
medical delivery system. This statistic, awful as it is, barely provides a 
window into the waste of human life occurring behind California�s prison 
walls due to the gross failures of the medical delivery system. 

It is clear to the Court that this unconscionable degree of suffering and 
death is sure to continue if the system is not dramatically overhauled. 
Decades of neglecting medical care while vastly expanding the size of 
the prison system has led to a state of institutional paralysis. The prison 
system is unable to function effectively and suffers a lack of will with re-
spect to prisoner medical care. 
 
SOURCE: Findings of Fact and Conclusions of Law Re Appointment of Receiver, 
Marciano Plata, et al. vs. Arnold Schwarzenegger, et al.. U.S. District Court for the 
Northern District of California, October 3, 2005, p. 2.  
 
 
A year-long examination of Prison Health [Services] by The New 
York Times reveals repeated instances of medical care that has 
been flawed and 
sometimes lethal. 
The company�s 
performance 
around the nation 
has provoked 
criticism from 
judges and sher-
iffs, lawsuits from 
inmates� families 
and whistle-
blowers, and con-
demnations by federal, state and local authorities. The company 
has paid millions of dollars in fines and settlements. Despite a 
tarnished record, Prison Health has sold its promise of lower 

�Medical care within the Federal Bureau of 
Prisons (FBOP) is symbolic, with minimal expec-
tations of improving prisoners� health,� writes 
Daniel S. Murphy, a member of the committee�s 
prisoner liaison panel who experienced prison 
medical care firsthand and then obtained a doc-
torate degree and completed an in-depth analysis 
of medical directives and policies and the realities 
of medical care (2005). His article contains sev-
eral firsthand accounts from prisoners whose 
medical needs were not met. He concludes: 
�Many prisoners are condemned to death due to a 
lack of fundamental medical care.�  
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costs and better care, and become the biggest for-profit company 
providing medical care in jails and prisons. It has amassed 86 
contracts in 28 states, and now cares for 237,000 inmates, or 
about one in every 10 people behind bars. (Von Zielbauer, 
2005a, p. 1) 
 
The New York City 
Department of 
Health and Mental 
Hygiene, which 
oversees the work 
of Prison Public 
Health Services Inc. 
at Rikers Island and 
at a jail in Lower 
Manhattan, found 
that during the first 
quarter of 2005, 
Prison Health failed 
to earn a passing 
grade on 12 of 39 
performance stan-
dards the city sets for treating jail inmates. Some of the prob-
lems, like incomplete medical records or slipshod evaluations of 
mentally ill inmates, have been evident since 2004 but have not 
been corrected, according to health department reports. The 
company did not meet standards on practices ranging from HIV 
and diabetes therapy to the timely distribution of medication to 
adequately conducting mental health evaluations. (von Zielbauer, 
2005c, p. B-1) 

 

�They put you out of the prison at midnight, to 
save a day of expenses. If you are lucky, you get a 
month�s worth of medications, but maybe only 10 
days. Unless you live in Rhode Island, Connecti-
cut, and maybe Massachusetts, you don�t get dis-
charge planning,� explained David P. Paar, M.D., 
director, AIDS Care and Clinical Research Pro-
gram, University of Texas Medical Branch in Gal-
veston. �They put you out of the prison into 
another traumatic situation. �Where are my drugs 
coming from? Where am I going to get medical 
care? Who is going to take care of my kids.� You 
immediately go back to substance use and you 
miss the opportunity to change your life. That is 
the linkage between posttraumatic stress disorder, 
acquisition of blood-borne diseases, prison, and 
recidivism.� Dr. Parr spoke to the committee at its 
July 2005 meeting. 
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Public health implications of inadequate health care for prisoners 
The high recidivism rate in state and federal prisons, poor screening3 and 
treatment for prisoners, and inferior follow-up health care on their re-
lease are a growing threat to U.S. rates of deadly communicable diseases, 
such as HIV/AIDS, hepatitis B and C, and TB (NCCHC, 2002; Restum, 
2005). Prisoners are leaving prisons and jails and returning to their com-
munities with a plethora of unaddressed health issues (NCCHC, 2002), 
including mental health and substance abuse problems. In 1992, prison-
ers who were expecting to be released to the community without supervi-
sion by 1999 had the following mental health and substance abuse 
problems: 14 percent were mentally ill, 25 percent were alcohol depend-
ent, 42 percent reported the use of alcohol at the time of the offense, 59 
percent reported drug use in the month before the offense and 45 percent 
at the time of the offense, 25 percent reported intravenous drug use in the 
past, and 12 percent were homeless when they were arrested (BJS, 
2001a).  

Mental illness and addiction disorders amplify the difficulties that 
prisoners face on release (Pogorzelski et al., 2005). In a study including 
adult women returning home from New York City jails (Freudenberg et 
al., 2005), annual incomes were well below poverty level, anxiety and 
depression increased in the postrelease period (from 15 percent to 25 
percent), and rearrest rates were high (39 percent for adult women at 15 
months after release). The authors concluded that public policies created 
a class of people who are perpetually labeled as unqualified for public 
support, limiting or precluding access to health insurance, public hous-
ing, and employment opportunities. 

 
History of Research with Prisoners 

 
In 1997, Hornblum detailed the history of prisoners as research sub-

jects in 20th-century America, stating that �from the early years of this 

                                                 
3For example, 21% of state prison facilities do no testing for hepatitis C (BJS 2004a). 

Macalino et al. (2005) argue that following risk-based screening guidelines, such as those 
on hepatitis C from the Centers for Disease Control and Prevention may not be enough. 
CDC issued recommendations in 2003 to screen all inmates with a history of injection 
drug use or other risk factors for hepatitis C. A study in the Rhode Island Department of 
Corrections indicated that 66 percent of prisoners who were hepatitis C positive did not 
report injection drug use (Macalino et al., 2005) and, therefore, would not have been 
screened. Therefore, risk-based testing underestimates hepatitis C virus prevalence in the 
correctional setting and is a missed opportunity for diagnosis and prevention of hepatitis 
C infection.  
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century, the use of prison inmates as raw material for medical experi-
ments became an increasingly valuable component of American scien-
tific research. Postwar American research grew rapidly, as prisoners 
became the backbone of a lucrative system predicated on utilitarian in-
terests. Uneducated and financially desperate prisoners �volunteered� for 
medical experiments that ranged from tropical and sexually transmitted 
diseases to polio, cancer, and chemical warfare.� By the 1960s, new 
drug-testing regulations mandated by the Food and Drug Administration 
permitted increased human experimentation as large pharmaceutical 
companies sought stronger relationships with penal institutions. This ar-
ticle references earlier work by Jessica Mitford (1974), plus reports of 
prisoner involvement in studies of treatments for malaria, syphilis vac-
cines, radiation experiments, and more. In his 1998 book,  Acres of Skin: 
Human Experiments at Holmesburg Prison, Hornblum details the medi-
cal experimentation that went on in one facility, Holmesburg Prison, a 
county facility in Philadelphia, which he says became a �supermarket of 
investigatory opportunity,� where an array of studies explored everything 
from simple detergents and diet drinks to dioxin and chemical warfare 
agents. Sponsors included major pharmaceutical houses, RJ Reynolds, 
Dow Chemical, and the U.S. Army. From 1962 to 1966, a total of 33 
pharmaceutical companies tested 153 experimental drugs at Holmesburg 
Prison alone, including Retin-A. After the national commission�s 1976 
report, medical research in prisons was sharply curtailed.  

 
Echoes of Tuskegee and Retin-A Attitudes of blacks toward medical 
care in general and medical care within the prison system are extremely 
complicated and have become even more so since the emergence of 
AIDS. In communities of color, among some community members and 
advocates there was, and still is a suspicion that AIDS was created in 
some form or fashion by sinister forces, either government or otherwise 
as a part of a scourge on black persons (Dalton, 1989). This suspicion 
was grafted onto an existing and ongoing refusal to participate in re-
search, which is considered in the black communities, as �being used as 
guinea pigs.� Much of this is the legacy of Tuskegee and of Retin-A. In 
the first, the Tuskegee experiments, black men in Tuskegee, Alabama, in 
the 1930s were enrolled in a research project designed and funded by the 
U.S. Public Health Service and intended to gather data on the natural 
history of syphilis, although the subjects were not told the real purpose. 
They were lied to and thought that they were gaining some sort of access 
to medical care and to funding for a burial on death. In the years after the 
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project�s funding, treatments were developed but were not offered to this 
cohort. Indeed, if the men moved from the Tuskegee site they were fol-
lowed and a nurse was charged with ensuring that they did not gain ac-
cess to care at another location.  

After having been discussed in the scholarly literature for decades, 
the study was finally exposed in the popular press The public was horri-
fied by the conduct, planning, and execution of the study. This study, 
revealed in 1972 (Jones, 1993), was still alive in the consciousness of 
communities of color in the early 1980s when AIDS was identified and 
treatments began to be developed. A set of realities then converged: All 
treatment for AIDS during the 1980s was under protocols through the 
1980s; a disproportionate number of persons of color and inmates had 
AIDS because needle sharing was one of the main routes of transmis-
sion; the war on drugs placed drug users in prison; and the only available 
treatment was provided under the label of research. 

Retin-A was developed in Holmesburg Prison in Pennsylvania 
(Hornblum, 1998). In these experiments, it appears that prisoners were 
not told the possible immediate and long-term consequences of their par-
ticipation and were not adequately treated for pain and suffering. Para-
doxically, however, the AIDS epidemic was the occasion for some 
prisoner advocacy groups to contest the categorical restrictions of Sub-
part C. Inmates told prisoners� rights groups that they wanted �access to, 
not protection from� protocols offering treatments for AIDS. Despite the 
fact that these protocols described research and not treatment, they were 
sought as the only alternative to certain death. However, even in these 
requests, the mix of treatment and research, the lack of quality medical 
treatment in general, the history of mistreatment of prisoners in medical 
research (such as the Retin-A studies), and the epidemiology of AIDS 
made discussions of research in prisons fraught with emotion. 

  
Implications of Demographics for the Ethical Conduct of Research 
 

The limitations on personal freedoms and inadequacies in health care 
carry important challenges for the ethical conduct of research involving 
prisoners. (A more complete discussion of an ethical framework for re-
search with prisoners is contained in Chapter 5.) Two areas in which the 
impact is clear are informed consent and privacy.  
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The ability of prisoners to provide ethically adequate informed con-
sent Obtaining informed consent is a challenge due to several factors 
discussed in this chapter. Many prisoners have poor reading and commu-
nication skills (Spangenberg, 2004; Haigler et al, 1994), yet informed 
consent documents are often written for college-level readers (Sharp, 
2004). In addition, correctional institutions are closed facilities that are 
designed to confine and punish. Medical care is designed to diagnose, 
comfort, and cure. These are mutually incompatible purposes from which 
flow many of the ethical dilemmas of care and, secondarily, of research 
in these settings (Anno, 2001). Over the last three decades, the goal of 
rehabilitation has largely been replaced by goals of confinement and pun-
ishment. During the same period, despite the Supreme Court�s holding 
that a constitutional right to health care exists for prisoners, problems 
remain in health care delivery (NCCHC, 2002; Restum, 2005).  

When correctional health care services are inadequate, voluntary in-
formed consent becomes a greater challenge (Anno & Dubler, 2001). 
The absence of adequate health care arguably creates a coercive influ-
ence on prisoners, who may feel compelled to join investigative trials to 
access decent medical treatment available only through research proto-
cols. Within correctional settings, the problem of dual loyalty� conflicts 
between the ethic of undivided loyalty to patients and pressure to use 
clinical methods and judgment for social purposes and on behalf of third 
parties�is a particular challenge (PHR, 2003; Bloche 1999). Although 
NCCHC standards require an independent medical staff, to the extent 
that the medical staff is part of the prison, their role as patient advocates 
may be discouraged. For example, prison physicians have been asked to 
medicate prisoners to quell physical resistance, to restore competence to 
stand trial, or to prepare for execution. Some states have put a stop to 
these practices, for example, forbidding psychiatrists from medicating 
condemned prisoners to make them competent for execution (Bloche 
2006); but some have not. 

 
Barriers to privacy and right to consent or refuse care The sanctity 
of the provider-patient relationship, the right to privacy and confidential 
care, and the voluntary informed decision whether to consent to or refuse 
care can be compromised in correctional settings. Maintaining privacy 
can be a monumentally difficult task. Confidential health information 
may be surmised from factors as simple as in an inmate�s movement, a 
cell search, or a pattern of scheduled visits. It is a given, even in an inde-
pendent medical service that information that might be relevant to cor-
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rectional officials will be shared for the good of the community, such as 
for the purpose of avoiding danger to the inhabitants (Dubler & Sidel, 
1989).  
 

It is but just that the public be required to care for the 
prisoner, who cannot, by reason of the deprivation of his 
liberty, care for himself. 
 

Spicer v. Williamson, 
Supreme Court of North Carolina (1926)4 
 

Because of incarceration, the legal context of providing medical, 
dental, and mental health services is different in prisons and jails from 
that in the outside community. In no other setting are such services con-
stitutionally guaranteed. Drawing upon the prohibition against �cruel and 
unusual punishment� in the Eighth Amendment to the Constitution (and 
the �Due Process� Clauses of the Fifth and Fourteenth Amendments for 
juveniles, pre-trial detainees, and federal prisoners), the courts require 
that institutions with custody of human beings provide for their basic 
necessities, including health care. 

The legal framework was established in the 1976 landmark decision 
of Estelle v. Gamble,5 in which the Supreme Court ruled that prisoners 
have a right to be free of  �deliberate indifference to their serious health 
care needs.� In the hundreds of published cases following Estelle, three 
basic rights have emerged: the right to access to care, the right to care 
that is ordered, and the right to a professional medical judgment. The 
failure of correctional officials to honor these rights has resulted in pro-
tracted litigation and the issuance of injunctions regarding the delivery of 
health care services. (Winner, 19816; Todaro v. Ward7; Martinez v. 
Mancusi8; Williams v. Vincent9). 

A mentally competent adult has a constitutional right to refuse medi-
cal treatment, including the direction that life-saving or other extraordi-
nary measures be withdrawn in terminal cases. (Cruzan v. Missouri 

                                                 
4Spicer v. Williamson, 132 E.E. 291, 293 (N.C. 1926). 
5Estelle v. Gamble, 429 U.S. 97, 97 S.Ct. 285 (19760.  
6Winner, �An Introduction to the Constitutional Law of Prison Medical Care,� 1 J. of 

Prison Health 67 (1981). 
7Todaro v. Ward, 431 F.Supp. 1129 (S.D.N.Y.), aff'd, 565 F.2d 48 (2d Cir. 1977). 
8Martinez v. Mancusi, 443 F.2d 1192 (2d Cir. 1970). 
9Williams v. Vincent, 508 F.2d 541, 544-5 (2d Cir. 1974). 
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Department of Health)10. As Judge Cardozo stated almost 80 years ago: 
�Every human being of adult years and sound mind has a right to deter-
mine what shall be done with his own body� (Schloendorff v. Society of 
New York Hospitals)11. This right extends to prisoners as well (White v. 
Napoleon)12. The right to refuse is based on the concept of informed con-
sent:  
 

A prisoner�s right to refuse treatment is useless without 
knowledge of the proposed treatment. Prisoners have a 
right to such information as is reasonably necessary to 
make an informed decision to accept or reject proposed 
treatment, as well as a reasonable explanation of the vi-
able alternative treatments that can be made available in 
a prison setting. 
 

White v. Napoleon13 
 
The right has never been regarded as absolute, however, (see 

Comm�n of Correction v. Myers)14; and it may be over-ridden if there are 
strong public health reasons to administer treatment, as when the Su-
preme Court upheld mandatory smallpox vaccination in 1905, despite the 
patient�s religious objections (Jacobson v. Massachusetts)15. Inmates 
have been required, for example, to submit to blood and tuberculosis 
tests and to diphtheria and tetanus injections (Thompson v. City of Los 
Angeles; Zaire v. Dalsheim; Ballard v. Woodard).16 Involuntary admini-
stration of anti-psychotic medication has also been upheld when accom-
panied by appropriate clinical findings and procedural protections for the 
inmate patient. (Washington v. Harper).17 
 
 
 
 
                                                 

10Cruzan v. Missouri Department of Health, 497 U.S.261, 110 S.Ct. 2841 (1990). 
11Schloendorff v. Society of New York Hospitals, 211 N.Y. 125, 129 (1914). 
12White v. Napoleon, 897 F.2d 103 (3d Cir. 1990). 
13White v. Napoleon, 897 F.2d 103, 113 (3d Cir. 1990). 
14Commission of Correction v. Myers, 399 N.E.2d 452 (Mass. 1979). 
15Jacobson v. Massachusetts, 197 U.S. 11 (1905). 
16Thompson v. City of Los Angeles, 885 F.2d 1439 (9th Cir. 1989); Zaire v. Dalsheim, 

698 F.Supp. 57 (S.D.N.Y. 1988); Zaire v. Dalsheim, 698 F.Supp. 57 (S.D.N.Y. 1988). 
17Washington v. Harper, 494 U.S. 210, 110 S.Ct. 1028 (1989). 
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Summary of Findings on Changing Demographics 
and Health Issues 

 
1. The correctional population has expanded more than 4.5 fold be-
tween 1978 and 2004�from 1.5 million to almost 7 million. Prisons 
and jails house 2.1 million prisoner; an additional 4.9 million are on 
probation and parole. 
2. Distrust of the AIDS/HIV movement in the 1990s within some 
minority communities resulted in more skepticism about physicians 
and researchers. This means that there is now, compared with the 
1970s, a more compelling need for collaboration among all parties 
(details on collaborative responsibility are presented in Chapter 5). 
3. The graying of the prisoner population, the high number of pris-
oners with mental illness, and the poor reading and communication 
skills among prisoners means that there are now increased concerns 
about prisoners� capability to give informed consent, calling for a 
greater focus than before on the informed consent process and vali-
dation of prisoner consent to test their comprehension of research 
disclosures (see Chapter 6). 
4. Because the possibility of poor health care delivery exists in cor-
rectional settings, new regulations should include instructions that 
IRBs consider the adequacy of health care in considering whether to 
approve biomedical protocols in the correctional setting (see Chapter 
6).  
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CURRENT RESEARCH ENVIRONMENT 
 

Current Status of Prisoner Research 
 

As the committee approached its task of addressing possible ethical 
considerations for revisions to the U.S. Department of Health and Human 
Services (U.S. DHHS) regulations for the protection of prisoners in-
volved in research, it faced a dearth of information as to the recent and 
current landscape of research involving prisoners as participants. There 
were no comprehensive reviews18 and no central repository of informa-
tion about the amount and different types of research involving prisoners. 
To better describe the volume and scope of contemporary research with 
prisoners, the committee undertook several activities: 
 

1. An extensive survey, conducted by telephone or face-to-face in-
terviews with key personnel from the departments of corrections 
(DOC) in four large states (California, Florida, New York, Texas) 
and two smaller states (Iowa, Utah). The questions were designed to 
reveal policies and procedures that govern research activities in those 
organizations and yield estimates of the volume of research activities 
over the past 2 years.19 
2. A similar survey of somewhat more limited scope conducted by 
e-mail with key DOC informants from the remaining 44 states; 42 
responded. 
3. A review of a random sample of articles published from 1999 to 
2005 that involved prisoners as research participants.  
 
The committee also considered several commissioned papers (see 

Box A-1). Because of the wide array of research objectives, methodolo-
gies, and designs, a brief typology of research was developed to describe 
relevant types of research (see Appendix A). 

 
 

                                                 
18Reviews of limited scope were identified and reviewed. See, for example, Tewksbury 

and Mustaine (2001).  
19For both surveys the committee confined its efforts to state DOCs. Information on 

policies, procedures, and practices related to research in other settings that fit into a 
broader definition of prisoner sites (e.g., jails, juvenile justice detention facilities, residen-
tial community programs that may serve as alternatives to traditional incarceration or 
transitional facilities) was not solicited.  
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Results from the Surveys with Key DOC Personnel 
 
This section summarizes key findings from the surveys of key DOC 

personnel (from in-depth interviews with personnel from six states plus 
e-mail survey responses by 42 additional state DOCs). See Appendix A 
for additional details of this survey. 

 
Types of Research Permitted and Research Personnel 

 
1. The vast majority of states permit research that involves admin-
istrative records reviews and DOC program evaluations (46 of 48). 
2. Social/behavioral studies of a nontherapeutic nature involving 
minimal risk designs (e.g., survey, questionnaire, or nonintervention 
correlational studies [36 of 48]) are also commonly permitted.  
3. Just about half of the states permit social/behavioral studies of a 
therapeutic intervention implemented by an outside investigator (i.e., 
not a standing DOC program). 
4. Few states permit nontherapeutic social/behavioral studies that 
involve greater than minimal risk (5 of 48). 
5. Therapeutic biomedical research is permissible in 15 of 48 state 
DOCs. Some states prohibit this research by legislation and others by 
DOC policy.  
6. Three states permit biomedical studies of a nontherapeutic na-
ture. 
7. Many research activities (mainly records reviews and program 
evaluations) are initiated by in-house staff, according to the six state 
DOCs that responded to the more in-depth interviews. Each receives 
applications from external investigators as well, most commonly in-
stitutions of higher learning (university faculty and graduate stu-
dents), federal agencies (e.g., National Institute on Drug Abuse), and 
private research groups (e.g., Rand Corporation). Given that most 
states in this sample prohibit, either by state law or DOC policy, 
medical/biomedical studies, pharmaceutical companies were not 
commonly mentioned as sources of extramural research applications. 
 

Policies and Procedures for Application Review and Study 
Implementation 

 
1. About 30 state DOCs require IRB review before research can 
commence. Certain states (e.g., California, Iowa, New York, and 
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Utah) only require external IRB review for applications from exter-
nal investigators. 
2. Eighteen state DOCs use an internal IRB for proposal review. 
Just five of those include a prisoner or prisoner representative as a 
member of the IRB.  
3. Financial or other incentives to inmates for research participation 
are prohibited by five of the six state DOCs interviewed in depth. In 
some cases, this prohibition has been waived on a case-by-case basis. 
4. Fewer than half of the states have a procedure in place for report-
ing adverse events associated with research activity.  
 

Published Literature: 
A Survey of Selected Prisoner Studies20,21 

 
Key findings from the literature survey include the following: 
 
1. Locus of research activity: Just over half of the prisoner studies 
were conducted in higher security confinement settings, including 
jails and prisons (see Figure 2-2). More than one-third occurred in al-
ternatives to incarceration, which included, in order of importance, 
juvienile detention centers, probation, residential drug treatment pro-
grams, parole, mental health facilities, community corrections, home 
confinement, and boot camps. 

 
2. Types of research: Very little research in the published literature 
involves medical clinical trials or other biomedical studies (see Fig-
ure 2-3). The majority of published studies were minimal risk, non-
therapeutic social and behavioral studies (41 percent), DOC program 
evaluations (26 percent), administrative records review (21 percent), 
or social/behavioral therapeutic studies (6 percent).  
 

 

                                                 
20The committee would like to thank John Weir and James Ray, graduate students at 

the University of South Florida, who reviewed the articles and provided the codings on 
which these data are based.  

21See Appendix A for a description of the literature selection strategy and additional 
findings. 

Copyright © National Academy of Sciences. All rights reserved.

Ethical Considerations for Research Involving Prisoners 
http://www.nap.edu/catalog/11692.html

http://www.nap.edu/catalog/11692.html


72 ETHICAL CONSIDERATIONS FOR RESEARCH INVOLVING PRISONERS 
 

Other, 
10% 

Juvenile Detention 
Center, 

12% Boot Camps, 
1% 

Community 
Corrections, 

4%

Mental Health 
Facilities, 

4% 

Halfway Houses, 
0% 

Day Treatment 
Centers, 

0% 

Parole, 
4% 

Home 
Confinement, 

1% 

Residential Drug 
Treatment, 

4% 
Probation, 

7% 

Prisons, Jails, 
53% 

 
 
FIGURE 2-2 Facilities/location of studies 
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FIGURE 2-3 Type of study (same as FIGURE A-5) 
NOTE: Greater than minimal risk included any biomedical (nontherapeutic) 
study; any medical therapeutic study (regardless of the existence of a standard of 
care); any social/behavioral therapeutic study; and any nontherapeutic study 
involving a manipulation that the research assistant (RA) judged to involve po-
tentially serious physical or emotional stress (e.g., long sleep deprivation). Not 
greater than minimal risk included any study based on review of administrative 
records; any program evaluation study; any nontherapeutic social/behavioral 
study that involved either no manipulation (e.g., innocuous question-
naires/surveys) or involved a manipulation that the RA judged not to involve 
potentially serious physical or emotional stress (e.g., long sleep deprivation). 

 
3. Study content/design: Prisoner research is dominated by epide-
miological studies (e.g., surveys, 39 percent) and correlational de-
signs (27 percent). Other studies are described as examining 
behavioral issues (14 percent), medical outcomes (5 percent), case 
studies (6 percent), nonmedical experiments (1 percent), or �other� 
(8 percent). An alternative classification of study content reveals that 
health status questions (43 percent) and personality characteristics 
(19 percent) are the focus of most research. Other studies deal with 
aspects of being confined (10 percent) or reentry into the community 
(11 percent) or bear no clear relationship to prisoner status (9 per-
cent). 
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4. Sources of funding: It was sometimes challenging to determine 
or to categorize the source of funding for prisoner research from pub-
lished reports. Approximately 20 percent of the studies reviewed did 
not indicate the source of support (see Figure 2-4), and another 29 
percent fit the �other� coding category (e.g., a medical school grant; 
university small grants; a study supported by a veterans affairs of-
fice) Prisoner research is funded by a wide variety of state and fed-
eral entities. Federal resources cited in the present sample included 
two DHHS agencies (National Institutes of Health [NIH; 8 percent] 
and Centers for Disease Control and Prevention [CDC; 3 percent]), 
National Institute of Justice (5 percent), and �other� federal (10 per-
cent). Also mentioned were state funds (11 percent), foundation 
grants (5 percent), and prison system funding (4 percent).  
 

Foundation
5%

Other, Federal
10%

Centers for Disease 
Control 

3%

State
11%

National Institutes 
of Health 

8%

Joint
4%

Prison System
4%

National Institute 
of Justice 

5%
Other
29%

Did Not Specify 
20%

Meta Analysis
(No Funding)

1%

FIGURE 2-4 Source of funding (same as Fgure A-1). 
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5. Mechanisms of research approval: For 15 percent of the studies, 
a statement in the report indicated that the investigators had obtained 
IRB approval for the research; for another 19 percent of studies, the 
approval of some other reviewing body (e.g., a research committee) 
was referenced. For most studies (66 percent), the reports did not in-
dicate whether, or by whom, the research was approved (in terms of 
human subjects protections).22 
 
A review of 10 years of correctional and scientific literature on 

HIV/AIDS studies involving prisoners (Farley, unpublished) yielded 
similar findings. The studies reviewed lacked transparency. Fewer than 
one-third of the studies mentioned review by an IRB, and nearly one-half 
made no mention of informed consent.  

 
 

Data Retrieval Needs Improving 
 
The dearth of information regarding the contemporary landscape of 

prisoner research led the 
committee to gather system-
atic information concerning 
the frequency and types of 
prisoner research currently 
being conducted and the re-
search-related policies and 
procedures of state agencies 
that house large numbers of 
prisoners. It was conceded at 
the outset that the scope of 
the committee�s efforts in 
this regard would be limited. 
For example, the surveys of 
key personnel in prisons 
were limited to state DOCs 
and did not include the federal prison system or the myriad city, county, 
and municipal jails in which offenders may be at least temporarily 

                                                 
22This does not necessarily mean, however, that human subjects reviews were not con-

ducted or that appropriate approvals were not obtained. Journals and journal editors vary 
considerably in their requirements for reporting (or not) that the research had prior IRB or 
other human subjects review and approval. 

�[Prisoners�] only single armor against being 
subjected to experimental abuse hangs on a sin-
gle thread, on a single federal regulation in fed-
erally-funded research only,� said Vera Hassner 
Sharav, founder and president of the Alliance for 
Human Research Protection. �Chimpanzees, by 
contrast, are protected by mandatory rules, 
oversight, and enforcement mechanisms since 
the Animal Welfare Act of 1966. The U.S. De-
partment of Agriculture must submit annual 
reports to Congress documenting the disposition 
of every chimp, dog, rabbit, and hamster. No one 
keeps track of how many human beings have 
died or been harmed in clinical research.� Ms. 
Sharav painted this stark comparison of protec-
tions for prisoners with protections for animals 
in research at the committee�s July 2005 meet-
ing. 
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housed. Similarly, the review of published literature was of limited scope 
and was not supplemented with efforts to uncover, sample, and review 
unpublished reports in the possession of state, federal, or private agencies 
or research institutions. 

There is no central re-
pository of information about 
the amount and type of re-
search involving prisoners. 
For the same reason that reg-
istries of clinical research on 
drugs and biologics exist and 
have recently garnered 
strong support (DeAngelis et 
al., 2004; IOM, 2006), a na-
tional database would bring clarity to the currently murky landscape of 
research involving prisoners.  

 

Recommendation 2.1 Maintain a Public Database of All 
Research Involving Prisoners 
The Department of Health and Human Services, in coopera-
tion with the Department of Justice, should systematically 
and comprehensively document all human subjects research 
with prisoners.23  
The establishment of a national registry of research involving 
prisoners should include data, such as who is conducting re-
search, with what support, what kind of research, on what popu-
lations, and the nature and extent of ethical oversight provided. 
There is currently no central repository of information about the 
amount and type of research involving prisoners, however a gov-
ernment-run registry of clinical research does exist 
(www.Clinicaltrials.gov) and could be a starting point and lever-
aging mechanism to make this endeavor feasible and not cost 
prohibitive. A national registry would shed light on the totality 
of research taking place on prisoners and the quality of ethical 
oversight provided for each protocol. To enable consideration of 

                                                 
23The term �prisoner� is defined by the Committee in Chapter 4 and used 

throughout this report in a broader way that it is commonly used. In this report, the 
term �prisoner� refers to all persons, including parolees and probationers, whose 
liberty has been restricted by decisions of the criminal justice system.  

Jeffrey Ian Ross, an associate professor in the 
Division of Criminology, Criminal Justice, and 
Social Policy at the University of Baltimore, and 
a member of the committee�s Prisoner Liaison 
Panel, agreed at the committee�s October 2005 
meeting that a registry is needed. �I would make 
it a point to have some sort of clearinghouse that 
actually tracks this kind of research on a regular 
basis so we know if it is increasing, decreasing, 
and whether it is more behavioral, social sci-
ence, criminologic, or medical.� 
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questions of justice, it could be used to examine the magnitude 
and volume of prisoners in different types of research to deter-
mine the allocation of benefits and burdens of research among 
prisoners. A registry would also enhance the application of re-
search findings to prisoner populations. In the absence of such a 
registry, the committee was unable to accurately determine the 
nature and extent of prisoners� participation as subjects of re-
search.  
 
Cost is always a consideration when suggesting a database be devel-

oped. The director of Clinicaltrials.gov, the federal government�s public 
database of clinical research, indicated that the annual costs for that data-
base, which is maintained at the National Library of Medicine, is $3.2 
million per year (Deborah Zarin, personal communication, May 17, 
2006). She noted, however, that there may not be a reason to start a new 
registry for research involving prisoners. The existing clinicaltrials.gov 
could add a field that indicated if prisoners were included in a study, and 
then users could customize the view to see only those studies.  At pre-
sent, clinicaltrials.gov does not include social/behavioral research, but  
could be a starting point and leveraging mechanism to make Recommen-
dation 2.1 feasible and not cost prohibitive. 

 
 

Summary of Findings on Current 
Research Environment 

 
Findings from the surveys of DOC personnel and the literature re-

view shed light on the possible impact of the national commission�s 
�Report and Recommendations�Research Involving Prisoners� 
(NCPHSBBR, 1976) and indicate practical and political complexities 
that may hamper efforts to create a uniform and comprehensive system 
of protections for prisoners as research participants. Findings and impli-
cations from these data include the following. 

 
1. The reach of the Subpart C regulations to protect prisoners in-
volved in research does not extend to the vast majority of prisoner 
research participants. The current regulations are binding only with 
respect to research supported by DHHS or in those institutions that 
voluntarily extend the regulations to non-DHHS funded studies in-
volving prisoners (currently the Central Intelligence Administration 
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and Social Security Administration; see Chapter 3). Survey re-
sponses from key DOC personnel reveal that a significant amount of 
research with prisoners is initiated and conducted internally, and that 
extramural research applications come from a wide variety of inves-
tigators, some (perhaps many) of whom may not be supported by 
DHHS funding, and thus not bound by the regulations. Similarly, the 
review of published prison research studies indicates that only about 
11 percent of studies are DHHS funded, through NIH and the CDC 
(the percentage may be slightly higher given that NIH and CDC may 
jointly fund some studies coded as having multiple funding sources). 
2. It is not clear that all studies involving prisoners are being con-
ducted with IRB review and approval. Also, prison research commit-
tees, which may serve some type of proxy IRB role, only 
infrequently include prisoners or prisoner representatives among 
their membership. 
3. Biomedical research involving prisoners, particularly that of a 
nontherapeutic nature, is rare, perhaps as a consequence of the na-
tional commission�s 1976 report. Across the two surveys, one-third 
of respondets indicated that therapeutic medical studies might be 
permissible, and only 5 percent (two states) indicated that nonthera-
peutic biomedical research might be permissible. Several DOCs re-
port that biomedical research, including potentially therapeutic 
research, is prohibited by state law or DOC policy. Further, medical 
studies with the potential for therapeutic outcome make up only 2 
percent of the published prisoner research studies. Although the cur-
rent regulations permit therapeutic medical studies with prisoners 
under certain circumstances, little such research appears to be taking 
place. 
4. Some DOC research implementation policies may preclude po-
tential remedies that some have suggested to ensure fair and equita-
ble research participation by prisoners. For example, some have 
suggested the prisoner participants be allowed to receive incentives 
that, if not equal, are at least proportional to those available to non-
prisoner participants in the community. Five of the six state DOCs 
interviewed in depth prohibit prisoner participants from receiving fi-
nancial or other incentives for research participation. 
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Federal Regulatory Landscape 
 
 
 
 
 
 
 
 
 
 
The current regulatory scheme for research with human subjects is a 

patchwork of regulations and enforcement mechanisms that do not lend 
themselves to broad or easy application, particularly with regard to re-
search involving prisoners. The environment when the existing regula-
tions were adopted resulted in a set of regulations promulgated by U.S. 
Department of Health and Human Services (DHHS) that were intended 
to be restrictive with respect to research involving prisoners: The default 
position is that no such research should occur, and the four or five cate-
gories of research allowed under the regulations are essentially excep-
tions to that general rule. The Office for Human Research Protections 
(OHRP) applies these regulations with the assumption that if the research 
described does not appear to fit into any given category, it cannot be ap-
proved, even if it otherwise seems beneficial and appropriate. 

The restrictiveness of the DHHS regulations regarding prisoners may 
have had the unintended effect of creating widely varying regulatory 
schemes applicable to research involving prisoners, because of the un-
willingness of other federal agencies to adopt the same set of regulations. 
Under the current framework, although they can voluntarily agree to 
more, research institutions are only required to abide by DHHS-
promulgated regulations when they conduct research funded by DHHS 
(including DHHS agencies such as National Institutes of Health [NIH], 
Food and Drug Administration [FDA], Centers for Disease Control and 
Prevention, and Substance Abuse and Mental Health Services Admini-
stration, which is actually a very small portion of all research involving 
prisoners conducted in the United States). In order for the regulations to 
apply to other federally funded research, absent the consent of research 
institutions, it was necessary for every other department or agency fund-
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ing such research to incorporate the DHHS-promulgated regulations into 
that department or agency�s own regulations. Sixteen other departments 
and agencies of the federal government adopted the generally applicable 
Common Rule regarding research with human subjects, thus partially 
accomplishing a goal of uniformity in the ethical regulations applicable 
to federally funded research. 

However, perhaps because of the restrictiveness of the regulations, 
nearly all of the same departments or agencies did not adopt the addi-
tional protections for prisoners. At least one of the departments adopting 
the Common Rule, the Bureau of Prisons (BOP) at the Department of 
Justice (DOJ), instead adopted its own regulations that apply to all re-
search with prisoners in BOP�s custody (not merely research that is 
funded by the DOJ). Additionally, the FDA promulgated its own rules, 
consistent to the extent practical with the Common Rule, governing clini-
cal research associated with the products it regulates. However, the 
FDA�s attempt to adopt parallel regulations that were essentially the 
same as DHHS�s prisoner protections   1 was the subject of a lawsuit 
brought by prisoners wishing to participate in such research. Therefore, 
the FDA does not have provisions comparable to DHHS Subpart C for 
prisoner populations. 

Outside of DHHS and its agencies, only the Central Intelligence 
Agency (CIA) and the Social Security Administration (SSA) have 
adopted the DHHS�s prisoner protections (Figure 3-1).  

In sum, regarding research involving prisoners as human research 
subjects, the applicable regulations are far from uniform and range from 
no protection at all (for research that is not funded by one of the 17 agen-
cies that have adopted the Common Rule), to basic Common Rule pro-
tection, to heightened, overlapping, and possibly inconsistent regulations 
(e.g., for persons in BOP�s custody participating in therapeutic clinical 
trials). This chapter describes the components of the patchwork of regu-
lations: the Common Rule, Subpart C (DHHS�s protections for prisoners 
as research subjects), and the alternative regulations applied by other de-
partments. 

 

                                                 
145 C.F.R. Part 46, Subpart C. 
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ADOPTION OF DHHS HUMAN SUBJECTS 
PROTECTION REGULATIONS 

 
The first federal protections for human subjects were issued in 1966 

by NIH. This document, the Public Health Service�s policy on Clinical 
Investigations Using Human Subjects, served as an initial attempt to pro-
tect human subjects. It required prospective review of human subjects 
research, focusing on the rights of potential participants by balancing 
risks and benefits while ensuring appropriate informed consent proce-
dures (PHS, 1966). 

These NIH policies, which initially applied only to extramural re-
search, were later raised to regulatory standards for the entire Depart-
ment of Health, Education, and Welfare (DHEW) in 1974. These 
regulations were later modified in 1981 and codified at Title 45 Part 46 
of the Code of Federal Regulations. Revisions have occurred several 
times since then; the most recent changes took effect in 1991 with the 
development of the Federal Policy for the Protection of Human Subjects, 
also known as the Common Rule. 

 
 

The Common Rule 
 
The Common Rule is incorporated as Subpart A of 45 C.F.R. Part 

46, the basic DHHS regulations for the protection of human research 
subjects. The regulatory framework outlined in the Common Rule ap-
plies to 17 federal agencies that are involved in conducting or funding 
human subjects research.2 The Common Rule provides guidelines on 
conducting certain types of research with human subjects. Specifically, it 
discusses issues such as review by institutional review boards (IRBs), 
informed consent, balancing risks and benefits, protecting privacy, and 
additional requirements for approval. Failure to adhere to these regula-
tions can result in sanctions. Agency or department support of the re-
search can be suspended or terminated, or additional conditions can be 
imposed on the individual project or on the research organiza-
tion/institution. 

Human subjects are defined as persons about whom a research inves-
tigator obtains either (1) identifiable private information or (2) data as a 
                                                 

2See Figure 3-1. The FDA adopted a modified version of the Common Rule applicable 
to research involving all products it regulates. 
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result of an intervention or interaction with the person.3 The Common 
Rule defines research as any �systematic investigation, including re-
search development, testing and evaluation, designed to develop or con-
tribute to generalizable knowledge.�4 

The Common Rule also identifies certain categories of research that 
are exempt. Notably, these exemption categories cannot be applied to 
any research involving prisoners; therefore, both the general protections 
(Subpart A) and the heightened protections (Subpart C) provided under 
45 C.F.R. Part 46 still apply.5 
 
IRBs 

 
A number of protections for human subjects involved in research are 

specified in the Common Rule. IRBs are required to review and approve 
any nonexempt research that involves human subjects, with its member-
ship specified, functions defined, and review processes outlined.6 The 
Common Rule also includes criteria for IRB approval of research and 
identifies certain categories of research that can be approved on an expe-
dited basis.7 It also specifies that, when �some or all of the subjects are 
likely to be vulnerable to coercion or undue influence,� the IRB must 
find that �additional safeguards have been included to protect the rights 
and welfare of those subjects.�8 IRBs are empowered to suspend or ter-
minate research that has been approved and are required to maintain re-
cords that document all IRB activities.9  

In some cases, IRB review of individual research projects can be ex-
pedited if the project involves no more than minimal risk and fits certain 
categories (e.g., collection of small amounts of blood, analysis of exist-
ing materials) or involves minor changes to a previously approved re-
search project. Minimal risk for the Common Rule is defined as: 

 
The probability and magnitude of harm or discomfort anticipated 
in the research are not greater in and of themselves than those 

                                                 
345 C.F.R. § 46.102(f). 
445 C.F.R. § 46.102(d). 
545 C.F.R. § 46.101(i), n.1. 
645 C.F.R. § 46.107-09. 
745 C.F.R. § 46.110-11. 
845 C.F.R. § 46.109(b). 
945 C.F.R. § 46.113. 
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ordinarily encountered in daily life or during the performance of 
routine physical or psychological examinations or tests.10 
 
Under expedited procedures that bypass the full IRB process, the 

IRB chair or one or more experienced IRB members who is designated 
by the chair can review and approve the research. Although regulations 
do not preclude the use of expedited review for research involving pris-
oners, OHRP recommends that such research be reviewed by the full 
committee.  

 
Informed Consent 

 
Informed consent processes are also defined in the Common Rule. 

The basic disclosure requirements for obtaining informed consent are (1) 
a description of the study and its purposes; (2) identification of any fore-
seeable risks or discomforts to the participant; (3) a description of any 
benefits that could be expected; (4) disclosure of alternative treatments 
that may also be beneficial; (5) a description of how confidentiality of 
records will be maintained; (6) for treatment involving more than mini-
mal risk, an explanation of the potential consequences resulting from 
participation in the research; (7) contact information for answering ques-
tions; and (8) a statement that the individual�s participation in the re-
search must be voluntary, that refusal to participate will not result in a 
penalty or loss of benefits to which the individual is otherwise entitled, 
and that the individual may withdraw at any time.11 Additional informa-
tion may also be required, depending on the specific nature of the re-
search.12 The investigator must document that the person agreed to 
participate in the research project by obtaining the individual�s signature 
or the signature of an authorized representative.13  
 
Institutional Assurances 

 
Generally, the Common Rule requires that the departments or agen-

cies applying the Common Rule obtain some form of written assurance 
from all research institutions engaging in covered research that the re-

                                                 
1045 C.F.R. § 46.102(i). 
1145 C.F.R. § 46.116(a). 
1245 C.F.R. § 46.116(b). 
1345 C.F.R. § 46.117. 
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search complies with the regulations.14 If a research organization fre-
quently conducts research supported by one of the signatory federal 
agencies, it may apply for a federal-wide assurance (FWA), a special 
kind of assurance process administered by DHHS. The research organi-
zation seeking an FWA certifies that (1) all research will be performed in 
accordance with the ethical principles in the Belmont Report and (2) for 
any research that the organization conducts for which it receives any fed-
eral funds,15 certain procedures will be followed that ensure compliance 
with the Common Rule and any other applicable subparts the organiza-
tion chooses to sign on to. 

In lieu of requiring its own form of written assurance, a department 
or agency other than DHHS may accept the FWA.16 In that case, once the 
FWA is approved by DHHS, it allows individual research proposals to be 
approved by the organization and its local IRB rather than by the indi-
vidual federal department or agency that is funding the research, and any 
reports required are made both to the department or agency and OHRP.17 
Note that most organizations that conduct federally funded research hold 
an FWA. 

 
 

Subpart C: Prisoners as Research Subjects 
 
Beyond the Common Rule contained in Subpart A, additional sub-

parts of 45 C.F.R. Part 46 provide further and more specific protection 
for certain particularly vulnerable populations: pregnant women, fetuses, 
and neonates (Subpart B); prisoners (Subpart C); and children (Subpart 
D). Subpart C, �Additional Protections Pertaining to Biomedical and Be-
havioral Research Involving Prisoners as Subjects,� the focus of this pro-
ject, was first finalized in 1978. These additional protections were 
developed in response to the National Commission�s Report and Rec-
ommendations: Research Involving Prisoners (NCPHSBBR, 1976). 
They represent further safeguards that must be met when conducting re-
search with this vulnerable population group. To date, Subpart C has 
only been adopted by DHHS, the CIA, and the SSA. 

                                                 
1445 C.F.R. § 46.103. 
15If the organization voluntarily extends its assurance to all research regardless of fund-

ing source, the organization�s certification extends to that research as well. 
1645 C.F.R. § 46.103(a). 
1745 C.F.R. § 103(a). 
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Key Definitions Within Subpart C 
 
Subpart C defines a prisoner as any person who is �involuntarily 

confined or detained in a penal institution� as a result of violating a 
criminal or civil statute, a person who is committed to other facilities as 
an alternative to criminal prosecution or incarceration, or someone who 
is detained pending arraignment, trial, or sentencing.18 Research with this 
population must present no more than minimal risk. Here, that is defined 
as: 

 
The probability and magnitude of physical or psychological 
harm that is normally encountered in the daily lives, or in the 
routine medical, dental, or psychological examination of healthy 
persons.19 
 
Subpart C identifies four categories of research that are permitted 

with prisoners.  
 
i. Study of the possible causes, effects, and processes of in-
carceration, and of criminal behavior provided that the study 
presents no more than minimal risk and no more than inconven-
ience to the subjects; 
 
ii. Study of prisons as institutional structures or of prisoners 
as incarcerated persons, provided that the study presents no 
more than minimal risk and no more than inconvenience to the 
subjects; 
 
iii. Research on conditions particularly affecting prisoners as a 
class (for example, vaccine trials and other research on hepatitis 
which is much more prevalent in prisons than elsewhere; and re-
search on social and psychological problems such as alcoholism, 
drug addiction, and sexual assaults) provided that the study may 
proceed only after the Secretary has consulted with appropriate 
experts, including experts in penology, medicine, and ethics, and 
published notice in the Federal Register, of the intent to approve 
such research; or 

                                                 
1845 C.F.R. § 46.303(c). 
1945 C.F.R. § 46.303(d). 
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iv. Research on practices, both innovative and accepted, which 

have the intent and reasonable probability of improving the 
health or well-being of the subjects. In cases in which those 
studies require the assignment of prisoners in a manner con-
sistent with protocols approved by the IRB to control groups 
which may not benefit from the research, the study may pro-
ceed only after the Secretary has consulted with appropriate 
experts, including experts in penology, medicine, and ethics, 
and published notice, in the Federal Register, of the intent to 
approve such research.20  

 
There has been confusion among researchers and correctional de-

partments regarding the exact meaning of the categories stated previ-
ously and the specific circumstances in which they should be applied 
(See later discussion on the Subpart C Subcommittee of Secretary�s Ad-
visory Committee on Human Research Protections [SACHRP] on page 
95). In October 2002, the Secretary of DHHS published a notification in 
the Federal Register proposing to waive certain provisions of Subpart C 
to epidemiological research involving prisoners that involved no more 
than minimal risk and no more than inconvenience to potential subjects.21 
The regulations, which became final in June 2003, allow for epidemiol-
ogical research on specific diseases that describes the prevalence or inci-
dence of the disease by identifying all cases, including prisoner cases, or 
studies of potential risk factor associations for these diseases in which 
prisoners were included in the population of interest but were not the sole 
study group.22 

Implementation of an epidemiological research project involv-
ing prisoners requires that an IRB must approve the research, docu-
ment that one of the two conditions described previously has been met, 
and determine that the research involves minimal risk and no more than 
inconvenience to the prisoner-subjects.23 

 

                                                 
2045 C.F.R. § 46.306(a)(2) (emphasis added). 
2167 Fed. Reg. 62432 (October 7, 2002). 
2268 Fed. Reg. 36929 (June 20, 2003). 
2368 Fed. Reg. 36930 (2003). 
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Additional Requirements for IRBs 
 
When research is proposed that involves prisoners, IRBs must ap-

prove each individual project. IRBs for prisoner research are not only 
required to meet the conditions of the Common Rule (outlined previ-
ously) but also must have among its membership a prisoner or prisoner 
representative. 

Further, the IRB must find that the research proposal meets both the 
Common Rule requirements as well as additional requirements specific 
to the prisoner setting. These additional requirements are as follows: 

 
● the research is within one of the four permissible categories of 

research for prisoners; 
● benefits that accrue as a result of the prisoner�s participation 

should not be so great in comparison to what is available in the 
correctional environment that the ability to provide informed 
consent is impaired; 

● risks are commensurate with those that would be accepted by 
nonprisoner volunteers; 

● selection procedures are fair and not subject to arbitrary inter-
vention by either prison authorities or other prisoners; 

● the consent form is written in language that is easily understood 
by the prisoner; 

● the person�s participation in the research project will not be a 
consideration in parole or probation decisions; and 

● adequate provisions are made for follow-up care, should it be 
needed, once the research study ends.24  

 
OHRP Certification 

 
Once the IRB has found that the research meets the criteria described 

previously and approves the study, OHRP certification must be obtained 
for research in Categories i through iv and for epidemiological waivers 
as well (Table 3-1). If OHRP certifies that the category is appropriate 
and that the criteria have been met, the research is approved. This certifi-
cation step adds an average of 3-4 weeks to the review process.  

 

                                                 
2445 C.F.R. § 46.305(a). 
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TABLE 3-1 Approximate OHRP Prisoner Certifications January 2000�
October 12, 2005 

Subpart C Cate-
gory 

 
2000 

 
2001 

 
2002 

 
2003 

 
2004 

 
2005 

 
Total 

46.306(a)(2)(i) 12 26 18 23 53 56 18 
46.306(a)(2)(ii) 1 1 6 4 5 3 20 
46.306(a)(2)(iii) 0 2 1 1 0 0 4 
46.306(a)(2)(iv) 12 35 20 34 27 31 159 
Epidemiology 
waiver 

   2 11 2 15 

Disapproved    2 1 3 6 
Not DHHS    1 4 11 16 
Total 25 64 45 67 101 106 408 

NOTE: OHRP, Office for Human Research Protections; DHHS, Department of Health 
and Human Services. 
SOURCE: Gorey 2005. 

 
 

Report Of The SACHRP Subcommittee 
 
In 2003, the SACHRP asked its Subpart C Subcommittee to review 

the text and application of Subpart C, primarily to determine whether the 
current DHHS interpretation and application of Subpart C�s requirements 
should be modified. Among the topics the subcommittee addressed were: 

 
● the definition of �prisoner� under Subpart C; 
● the application of research protections to those who become in-

carcerated after agreeing to participate in a nonprisoner study; 
● issues with identifying a prisoner representative for prisoner-

research IRBs and particularly in multisite studies;  
● conduct of expedited review in prisoner research;  
● the definition of minimal risk under Subpart C (which is differ-

ent from the Subpart A definition); and 
● the requirement of secretarial review when prisoners in the con-

trol group are merely provided the standard of care. (SACHRP, 
2005) 

 
Definition of Prisoner 

 
The subcommittee recommended that a modified Subpart A analysis 

apply when a subject who is enrolled in a study may not be fully within 
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the definition of prisoner for the duration of the study. First, the sub-
committee affirmed that the interpretation of prisoner should remain de-
fined by the words of the regulation and not be expanded to include other 
individuals whose liberty is restricted, such as those in community cor-
rectional facilities or on probation or parole. Although these individuals 
deserve heightened protection, the subcommittee recommended that 
DHHS rely on Subpart A�s protections for individuals �vulnerable to 
coercion or undue influence� without including them as prisoners under 
Subpart C. Likewise, when an individual is incarcerated after enrolling in 
a study, the concerns about coercion and undue influence are not as 
great, and it may be difficult to modify the research protocol to comply 
with Subpart C. Therefore, the subcommittee suggested that Subpart A�s 
general requirement of heightened protection instead apply. The sub-
committee recommended that an IRB should review a researcher�s re-
quest to continue the research when an individual subsequently becomes 
incarcerated, taking into account the new conditions of incarceration but 
without fully engaging in a new Subpart C approval process. 

 
Prisoner IRB Representative 

 
The subcommittee discussed a variety of problems with identifying a 

representative who would be skilled and knowledgeable enough to be 
effective but not so unlike the rest of the IRB as to be marginalized. The 
subcommittee recommended that OHRP should assist IRBs in searching 
for an appropriate prisoner representative, which might include family 
members of prisoners, former prisoners (especially people in recovery 
from substance addiction who have also had experience as prisoners), 
and service providers who assist in the correctional process. OHRP 
should provide functional criteria that might help IRBs (and investiga-
tors, who are also responsible for the composition of an IRB that will 
properly evaluate ethical issues) identify persons who can be an effective 
voice for prisoners within the IRB. With respect to multisite studies, the 
subcommittee recommended that, although Subpart C only requires one 
prisoner representative on a central IRB for multisite research, the IRB 
must nevertheless consider the individual circumstances of each prison 
site, which can vary widely. With respect to expedited review, the sub-
committee recommended that, if expedited review of a protocol is re-
quired, a prisoner representative be one of the reviewers. 
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Defining Minimal Risk and Benefit to Participant 

 
The subcommittee considered two issues regarding the distinction 

between using as the ethical baseline other healthy prisoners as opposed 
to other healthy persons generally. First, the subcommittee affirmed that 
the different definition of minimal risk in the Subpart C regulations com-
pared with Subpart A regulations was appropriate. The Subpart C regula-
tions specify that the determination of minimal risk must be in 
comparison to the ordinary experience of a healthy person, interpreted as 
meaning a healthy person outside the prison environment. The subcom-
mittee cautioned that the greater situational risk in the prison setting 
should not influence the baseline for the IRB�s decision; rather, the 
minimal risk should be compared with the risk to a healthy person in a 
safe environment. OHRP should provide guidance, using examples, of 
how the minimal risk might be viewed in different protocols.  

At the same time, the subcommittee viewed the current OHRP inter-
pretation of when a protocol does not provide a benefit to the participant 
as overly restrictive. OHRP�s position is that using standard of care as a 
control arm does not provide any benefit to the participant and thus re-
quires secretarial review and expert panel consideration. The subcommit-
tee�s view is that, because the participant receives the standard of care 
and does ultimately benefit from the results of the research, even if not 
immediately, such a control arm should not require heightened review. 
The subcommittee recommended that only when the control group is 
placebo only (and thus deviating from the standard of care) should the 
protocol be considered to include an arm not benefiting from the re-
search. 

The subcommittee also pointed out the problems with the jurisdiction 
of Subpart C. Because it has been adopted by so few agencies, it has lim-
ited application to federally funded research. In addition, it does not 
automatically apply to institutions that have signed an FWA unless they 
specifically request that it be part of their obligation. Because of these 
two enormous gaps in coverage, most research involving prisoners does 
not fall under the special protections of Subpart C. 

 
Recommendations for Further Consideration by the IOM 

 
In addition to its recommendations on these issues, the subcommittee 

noted with approval that the IOM had been charged with studying the 
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human research protections for prisoners. The subcommittee recom-
mended the IOM committee�s consideration of:  

 
● the need for a requirement that research only be conducted in 

prisons providing standard of care to the general population (and 
how best to get such services in place);  

● the interpretation of the requirement that follow-up care be pro-
vided when the prisoner has been released from confinement; 
and  

● the limited jurisdiction of Subpart C (i.e., to DHHS-supported 
research only). 

 
 
OTHER FEDERAL HUMAN SUBJECTS PROTECTIONS 

 
The full panoply of DHHS protections for prisoners in Subpart C 

presently apply only to research funded by DHHS, the CIA, and the 
SSA. Some of the other 14 departments and agencies that have adopted 
the Common Rule accept the OHRP-approved FWA as assurance of 
compliance with ethical regulations regarding human research subjects. 
However, those departments and agencies have not adopted Subpart C, 
so the assurance will only require certification of compliance with the 
Common Rule (Subpart A).25 Although institutions holding an FWA and 
engaging in research funded by one of those other departments or agen-
cies may voluntarily extend their protections to include those under the 
other subparts (including Subpart C), OHRP estimates that only about 60 
percent of institutions holding an FWA have done so. 

Moreover, prisoner research that is funded by another department or 
agency (other than DHHS) falls outside of the protections of OHRP 
oversight even if the institution has requested in its FWA that Subpart C 
apply, because OHRP does not monitor the institution�s compliance with

                                                 
25One exception is the Department of Education, which has adopted Subpart D but has 

not adopted Subparts B or C of the DHHS regulations. 
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a voluntary assurance regarding Subpart C. Additionally, an organization 
that does not receive its funding from any of these sources generally will 
not hold an FWA and would not be required to comply with the Com-
mon Rule or any of the subparts.26 

In evaluating the effectiveness of Subpart C, it is useful to compare 
other human research subjects protections to these regulations. In par-
ticular, Subpart D contains DHHS�s regulations regarding children, and 
provides a different framework for assessing the risks and benefits (and 
according appropriate protections). Within DHHS, the FDA has promul-
gated additional human subjects protections regarding research con-
ducted on drugs and medical devices (but has not succeeded in 
attempting to regulate such research in the prison context). In contrast, 
the BOP has established a set of regulations regarding all research con-
ducted with the prisoners in its custody. 

 
 

Subpart D 
 
Recall that there are four categories of permissible research estab-

lished in Subpart C: (1) study of the possible causes, effects, and proc-
esses of incarceration (presenting no more than minimal risk); (2) study 
of prisons as institutional structures or of prisoners as incarcerated per-
sons (presenting no more than minimal risk); (3) research on conditions 
particularly affecting prisoners as a class (after consultation with experts 
and notice in the Federal Register); and (4) research on practices, both 
innovative and accepted, that have the intent and reasonable probability 
of improving the health or well-being of the subjects, when there is a 
control group that is nontherapeutic, after consultation with experts and 
notice in the Federal Register.27 If biomedical or behavioral research 
does not fall into one of these categories as described, it is not permit-
ted.28  

Subpart D, although similar in some ways to Subpart C, takes a dif-
ferent approach to the definition of categories of permissible research 
involving children (IOM, 2004). Specifically, Subpart D gradually in-
creases the protections as the risk-benefit scale tilts more toward risk 

                                                 
26See Figure 3-1. However, various human subjects protections may still apply, inde-

pendently of the funding source, as discussed in more detail below. See Table 3-2. 
2745 C.F.R. § 46.306(a)(2). 
2845 C.F.R. § 46.306(b). 
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and, at the top end of the scale, has a case-by-case escape clause for re-
search that is not otherwise approvable but that presents an exceptional 
opportunity to learn about a problem particularly affecting children.29  

As to the risk-benefit analysis, the protection is tailored as shown in 
Table 3-3. 

Thus, the scheme gradually steps up the requirements for approval as 
the risk increases and the prospect of direct benefit to the individual de-
creases. 

Moreover, this scheme allows for appropriate research that might fall 
through the cracks under the Subpart C framework. First, IRBs may find 
Subpart D�s descriptions of categories easier to understand than those of 
Subpart C because they specify how the risks and benefits are to be ana-
lyzed and how the protections should be increased to match. Second, the 
framework is more flexible in that 45 C.F.R. § 46.407 allows for research 
that does not neatly fit into one of the previous three categories, if, after 
expert consultation and public review and comment, the secretary finds it 
is both sufficiently important and well designed and is conducted in ac-
cordance with sound ethical principles. 

Overall, the Subpart D framework is a more natural fit with the over-
arching ethical framework. Rather than determining in advance that cer-
tain kinds of research appropriately balance risks and benefits and 
forbidding all others, as in Subpart C, Subpart D allows the IRB discre-
tion to determine the balance of risk to the individual with the prospect 
of benefit (direct or indirect) to the individual, requires appropriate as-
surance of informed and voluntary participation and draws a line when 
the risk outweighs the benefit to such an extent that it can be presumed 
that individuals would not consent if their consent was completely volun-
tary. 

 

                                                 
2945 C.F.R. § 46.404-407. 
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TABLE 3-3 Subpart D Framework 
Risk-Benefit IRB Finding/Protection 
No greater than minimal risk 
(§ 46.404) 30 

1. Adequate provision made for informed 
consent, minimizing risks, protecting 
privavy and confidentiality 

 
More than minimal risk but either 
1. An intervention with prospect of 
direct benefit for the individual or 
2. A monitoring procedure likely to 
contribute to individual�s well-being (§ 
46.405)  
 
 
More than minimal risk and no pros-
pect of direct benefit but likely to yield 
generalizable knowledge about the 
subject�s disorder or condition 
(§46.406)  
 
 
 
 
 
 
Research not otherwise approvable but 
presents an �opportunity to understand, 
prevent or alleviate a serious problem 
affecting the health or welfare of chil-
dren� (§ 46.407) 

 

1. Risk justified by benefit 
2. Relation of risk to benefit is at leat as 
favorable to subjects as in alternative ap-
proaches 
3. Adequate provision made for informed 
consent, minimizing risks, protecting pri-
vacy and confidentiality 
 
1. Risk is a minor increase over minimal 
2. Intervention or procedure is �reasonably 
commensurate with those inherent in their 
actual or expected situations� 
3. The generalizable knowledge is �of vital 
importance for the understanding or amelio-
ration of the subjects� disorder or condition� 
4. Adequate provision made for informed 
consent, minimizing risks, protecting pri-
vacy and confidentiality 
 
IRB finds: 
1. The research does, in fact, provide such 
an opportunity 
Secretary, after consultation with experts 
and opportunity for public review and com-
ment, finds: 
1. Research will be conducted in accord 
with sound ethical principles 
2. Adequate provision is made for in-
formed consent, minimizing risks, protect-
ing privacy and confidentiality 

SOURCE: 45 C.F.R. Part 46, Subpart D. 
 
 

                                                 
30Note that minimal risk is defined in the same manner in Subpart D as in Subpart A 

(the Common Rule). The definition of minimal risk in Subpart C is different, as noted 
previously. 
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Other DHHS Agencies: FDA Regulations 
 
As noted previously, the FDA has adopted a modified form of the 

Common Rule in 21 C.F.R. Part 50, Subpart A, as well as regulations 
regarding research with children as subjects in Subpart D. Apart from the 
FDA�s definition of the scope of its regulations, the differences between 
these and the Common Rule are, for present purposes, minimal.31 Rather, 
the FDA regulations on protection for human research subjects are inter-
esting primarily because of their scope and secondarily because of the 
reason why they do not contain a Subpart C. 

Unlike DHHS as a whole, which only enforces its requirements in 
DHHS-funded research, the FDA has the authority to regulate a broad 
category of research governing medical treatments and devices regard-
less of the source of funding or the FDA�s ability to control the subjects 
or direct the research. Specifically, the FDA�s regulations apply to �all 
clinical investigations regulated by the [FDA]32�as well as clinical in-
vestigations that support applications for research or marketing permits 
for products regulated by the [FDA].�33 Thus, the FDA�s regulations 
reach all research regarding the application, safety, and effectiveness of 
any drug, medical device, biological product, nutritional supplement, 
food or color additive, or other product subject to FDA approval. More-
over, because compliance with the FDA standards is required of all re-
search that will be used to support and effort to gain FDA approval, it is 
in the interest of the research sponsor who intends to use the research to 
support an FDA application to use care in developing research protocols 

                                                 
31The primary difference is in the regulations governing informed consent, which pro-

vide specific exceptions to informed consent for (1) emergent care treatments for life-
threatening conditions in which the subjects cannot be identified in advance (e.g., treat-
ments for stroke or heart attack victims) and (2) certain Department of Defense treat-
ments of armed forces personnel, if authorized by the President, but which otherwise 
forbid any waiver or exception to informed consent. 

32The clinical investigations regulated by the FDA are those involving drugs and medi-
cal devices approved solely for investigational use because their safety and effectiveness 
cannot otherwise be reasonably ensured. 

33Given the different scope of the FDA regulations compared with the Common Rule, 
the clinical investigation covered by the FDA regulations is limited to �any experiment 
that involves a test article and one or more human subjects� that is either regulated by the 
FDA or the results of which is intended to be submitted to the FDA, and it does not apply 
to nonclinical laboratory studies [Electronic Records; Electronic Signatures. 21 C.F.R. 
§ 50.1(c), (2000)]. Human subject is also defined differently as �an individual who is or 
becomes a participant in research, either as a recipient of the test article or as a control� 
(Electronic Records; Electronic Signatures 21 C.F.R. § 50.1[g]). 
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that comply with these regulations; supportive research can be rendered 
worthless because of noncompliance. 

Nevertheless, although FDA regulations contain a Subpart D govern-
ing children as research subjects that is similar to Subpart D of the 
DHHS regulations, the FDA regulations do not contain a Subpart C gov-
erning research with prisoners as subjects. The FDA developed such 
regulations and posted them in the Federal Register in 1978, and it 
adopted a final rule on the regulations applicable to prisoner research in 
1980.34 Before the regulations became effective, however, a group of 
prisoners brought suit in federal court to have these regulations declared 
invalid as violating the prisoners� rights to participate in medical re-
search. The FDA decided to delay the effective date of the regulations 
until 5 months after the court�s decision in the case, and it ultimately set-
tled the case by declaring the regulations indefinitely suspended. Accord-
ing to the notices posted in the Federal Register, research was being 
conducted on a small number of persons in a small number of prisons, so 
it was not worth the FDA�s time and expense to litigate the suit to uphold 
the validity of the regulations.35 Since then, the indefinitely suspended 
regulations have been removed from the Code of Federal Regulations, 
and Subpart C of 21 C.F.R. Part 50 is simply �reserved.�  

 
 

DOJ Regulations 
 
As a general matter, the DOJ (including its research and develop-

ment arm, the National Institute of Justice) has adopted the Common 
Rule at 28 C.F.R. Part 46.36 With respect to research involving prisoners 
in the custody of the BOP, however, the DOJ was concerned that Subpart 
C did not adequately address the level of risk in the third category of 
Subpart C (research on conditions particularly affecting prisoners as a 
class) and did not fully consider the difficulty in ensuring confidentiality 
of prisoners� personal information in the prison environment. For those 
reasons, as well as to conform the review process to other BOP and local 
prison procedures, the department developed its own regulations that 

                                                 
3445 Fed. Reg. 36386 (May 30, 1980). 
3546 Fed. Reg. 18951 (March 27, 1981); 46 Fed. Reg. 35085 (July 7, 1981). 
36According to the Bureau of Justice Statistics (2005), federal prisons have not housed 

any inmates under age 18 since 1999, and accordingly, there are no separate regulations 
dealing with juvenile prisoners.  
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apply to prisoners in BOP custody. The resulting BOP policy is found in 
two separate program statements: PS 1070.07 regarding research (BOP, 
1999)37 and PS 6031.01 regarding patient care (BOP, 2005). 

Addressing the DOJ�s concern about the kinds of research allowed, 
the BOP regulations forbid nontherapeutic medical research or pharma-
ceutical trials and cosmetic research. However, they do allow the follow-
ing:  

 
● therapeutic medical research, including clinical trials, �that may 

be warranted for a specific inmate�s diagnosis or treatment� if 
the research is (1) approved by the prison�s medical director, (2) 
conducted with prior written consent, and (3) �conducted under 
conditions approved by the Department of Health and Human 
Services,� which presumably means that it is conducted in ac-
cordance with Subpart C; 

● research regarding disease prevalence, response to accepted 
therapeutic interventions, behavioral, and other nonmedical re-
search pursuant to the program statement on research. (See Table 
3-2). 

 
Thus, research of medical treatments, including clinical trials of 

pharmaceuticals and medical devices, is either not permitted or, at least 
in theory, is conducted in compliance with Subpart C requirements. Re-
search involving federal prisoners is conducted pursuant to regulations 
other than Subpart C only when it involves behavioral, epidemiological, 
or other nonmedical research.38 Of course, prisoners in BOP custody ac-
count for less than 10 percent of the total incarcerated population, so the 
remainder of incarcerated persons (of whom nearly two-thirds are housed 
in state prisons and over one-third in local jails) are not covered by these 
regulations.39 

The BOP program statement on research contains many protections 
similar to those in Subparts A and C but with more detail on the subject 
of confidentiality, some differences in informed consent, and more con-
                                                 

37This policy is codified, minus interpretive commentary, as a regulation at 28 C.F.R. 
Part 512. 

38It is not clear from the BOP program statement whether nonpharmacological treat-
ments for mental illness are considered medical research. 

39Additionally, all 2,477 prisoners under age 18 in custody of the BOP are housed in 
state facilities, where no uniform set of regulations governs protections of human re-
search subjects. 
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cern that the research protocol be approved by all levels of prison ad-
ministration.  

 
Confidentiality 

 
The BOP research program statement specifically provides that per-

sonal identifiable information may not be released without the subject�s 
prior written consent and, in particular, may not be admitted as evidence 
or used for any other purpose in any judicial, administrative, or legisla-
tive proceeding. At the same time, as part of the process of informed 
consent, the subject must be told that confidentiality may not be guaran-
teed as to information that the subject intends to commit a crime, harm 
him- or herself or someone else, or leave a facility in which he or she is 
incarcerated. 

The concern for confidentiality of records also places specific limits 
on the researcher. Records that contain information that may be traced to 
an individual generally must not be placed on any electronic retrieval 
system. Additionally, nonemployee researchers can only have access to 
BOP records if the information does not identify the individual and will 
only be used �as a statistical research or reporting record,� unless the 
information is available under the Freedom of Information Act. 
 
Informed Consent 

 
BOP policies relating to informed and voluntary consent appear to have 
been tailored to their assessment of the requirements of the prison set-
ting. First, the disclosures that are required for informed consent are 
modified slightly from the Common Rule requirements. In some cases, 
the disclosure is required to be more specific. For instance, where the 
Common Rule requires disclosure of �which procedures are experimen-
tal,� the BOP regulations require a somewhat more specific disclosure of 
�the purpose of each procedure� and further require �identification of the 
principal investigator(s),� which is not specifically required by the 
Common Rule. As noted previously, the program statement regarding 
confidentiality contains an exception for when an inmate threatens to 
harm him- or herself or others, or to leave the facility. Certain other in-
formation that is required under the Common Rule�s informed consent 
disclosure requirement, such as alternative treatments and information 
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regarding treatment for research-related injury, is not expressly required 
to be disclosed under the BOP program statement on research,40 perhaps 
because such disclosures are less relevant in a setting in which medical 
treatment is controlled by the institution. Nevertheless, the BOP program 
statement allows the possibility that other information might be required 
�as needed to describe adequately the nature and risks of the research.� 

More striking on the issue of informed (and voluntary) consent is the 
BOP program statement�s treatment of incentives for participating in re-
search. Where Subpart C provides a standard against which to measure 
incentives�that incentives should not be �of such a magnitude that his 
or her ability to weigh the risks of the research against the value of such 
advantages in the limited choice environment of the prison is im-
paired�41�BOP policy simply forbids any incentives for research sub-
jects in BOP custody. However, �soft drinks and snacks to be consumed 
at the test setting may be offered,� and steps may be taken to avoid pris-
oners being put at a disadvantage (e.g., because of work schedule) by 
participating in the research. 

 
 

Review of Research Protocols 
 
Review under the BOP research program statement reflects further 

BOP control over the research protocol and review process. The review 
is conducted at three levels. First, an application meeting the detailed 
informational requirements set forth in the policy is submitted to the 
warden, who convenes a local research review board (LRRB).42 The 
LRRB not only reviews the proposal for compliance with the research 
policy but also consults with prison operational staff and evaluates the 
research protocol�s compliance with prison policies. The warden takes 
the LRRB review, formulates recommendations, and forwards the appli-
cation to the regional director, who then sends the application to a central 
IRB, called the Bureau Research Review Board (BRRB). After BRRB 
                                                 

40Because DOJ�s adoption of the Common Rule renders the informed consent require-
ments applicable to all research conducted by, supported by, or subject to regulation by 
DOJ, the Common Rule�s informed consent requirements should nevertheless control (28 
C.F.R. § 46.101[a]; cf. 28 C.F.R. § 46.116-17). 

4145 C.F.R. § 46.305(a)(2). 
42If the request is for multisite research, the request goes to the Office of Research and 

Evaluation, which administers all BOP research, for determination of a proper review 
process. 
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review and recommendations, the chief of the Office of Research and 
Evaluation (ORE), who chairs the BRRB, sends the proposal to the di-
rector of BOP, who has the final authority to approve or disapprove all 
research proposals. Finally, the warden has the opportunity to review the 
project in its final form, consult with the LRRB, and request reconsidera-
tion if necessary. Furthermore, each research project is reviewed on an 
annual basis, and the director has the authority to terminate a project at 
any time if it violates the policy or �may prove detrimental to the inmate 
population.� 

Perhaps in recognition of the difficulty of convening a fully qualified 
local IRB, and because the LRRB�s decision is always reviewed by the 
BRRB, membership requirements for LRRBs are not as strict as in Sub-
part C and, in fact, need not necessarily meet the requirements of an IRB 
as set out in Subpart A. As a general rule, the LRRB �is encouraged, but 
not required� to meet the membership requirements set forth in the 
Common Rule. However, the program statement specifies that the LRRB 
must have the chief psychologist at the prison as the chairperson, and 
representatives of departments that will be involved with the project must 
serve as consultants to the LRRB. When the facility allows more than 
one research project per year, it is �specially encouraged� to require 
membership, including a prisoner�s representative, that would comply 
with DHHS�s Subpart C.  

The BRRB is necessarily an IRB and, as described by the research 
policy requirements, meets Subpart C requirements. The BRRB is com-
posed of the chief of the ORE, who serves as the chair; at least four other 
members; and one alternate, who serves in the event of a conflict of in-
terest of a member. A majority cannot be BOP employees, and the mem-
bership must include an individual with legal expertise (usually someone 
from the BOP general counsel�s office) and �a representative for inmates 
whom the Director determines is able to identify with inmate concerns 
and evaluate objectively a research proposal�s impact on, and relevance 
to, inmates and to the correctional process� (who is generally a prison 
chaplain). The implementation guidelines further specify that the mem-
bers shall have varying backgrounds, genders, and racial/cultural 
makeup, shall not be associated with the conduct of the research, and 
shall include at least one scientist and one nonscientist. Thus, the re-
search program statement�s description of the BRRB meets Subpart C 
requirements and also sets out a few additional requirements not con-
tained in Subpart C. 
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Overall, the BOP guidelines are a useful tool for comparison with 
Subpart C because they govern all research involving prisoners in federal 
custody, whether or not it is funded by DOJ (or DHHS). Moreover, they 
reflect the BOP�s decisions regarding which aspects of Subpart C are not 
feasible or are unnecessary and which aspects are inadequate, because 
they either do not provide enough protection for subjects in the prison 
environment or are not specific enough about what is required.  

 
 

ANALYSIS 
 
The SACHRP Subpart C Subcommittee requested that the IOM con-

sider the limited reach of the DHHS regulations under the current re-
gime. The committee agrees that the limited reach of the regulations, 
combined with the patchwork of different regulatory schemes, inhibits 
the impact of the regulations to the detriment of prisoners involved in 
research. 

 
Recommendation 3-1 Establish Uniform Guidelines for All 
Human Subjects Research Involving Prisoners 
Congress should mandate a uniform set of guidelines for 
human research participant protection programs43 for re-
search involving prisoners.  
All human subjects research involving prisoners should be regu-
lated by the same ethical standards irrespective of the source of 
funding, the supporting agency, or the type of correctional facil-
ity (federal, state, local, or private) or program that houses the 
prisoner. Under the current system of research regulation, this 
would mean that all 17 federal agencies that are signatories to 
the Common Rule, any additional federal agencies, and any non-
federal sponsors of research would be required to comply with a 
 

                                                 
43The term human research participant protection program (HRPPP) is used through-

out this report to mean the network of entities with direct responsibility for the safety of 
those enrolled in the studies carried out under its purview. The HRPPP most often in-
cludes the research organization, the study sponsor, investigator, IRB, and, when rele-
vant, the data safety monitoring board (IOM, 2003). In the contexts described in this 
report, prison research subject advocates would be an important part of this network as 
well. 
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newly drafted subpart C.44 All research involving prisoners, 
therefore, would be registered with the Office for Human Re-
search Protections. There is no justification for variability across 
agencies and facilities regarding their approaches to protecting 
the rights, health, and dignity of prisoners participating in human 
subjects research, individuals who are among the most vulner-
able human subjects of research. 

 
The primary policy forming the basis of the DHHS regulations re-

garding the protection of human subjects is at 42 U.S.C. § 3515b (Prohi-
bition on Funding Certain Experiments Involving Human Participants): 

 
None of the funds appropriated by this Act or subsequent De-
partments of Labor, Health and Human Services, and Education, 
and Related Agencies Appropriations Acts shall be used to pay 
for any research program or project or any program, project, or 
course which is of an experimental nature, or any other activity 
involving human participants, which is determined by the Secre-
tary or a court of competent jurisdiction to present a danger to 
the physical, mental, or emotional well-being of a participant or 
subject of such program, project, or course, without the written, 
informed consent of each participant or subject, or a participant�s 
parents or legal guardian, if such participant or subject is under 
eighteen years of age. The Secretary shall adopt appropriate 
regulations respecting this section.45 
 
In addition, the Public Health Service Act contains more specific 

statutes requiring IRB review as a precondition to funding.46  Because 
the primary statute is explicit about being limited to research funded by 
these departments, the comprehensive regulations promulgated by DHHS 
regarding human participants are, in part, limited to research funded by 
DHHS, which the secretary has full and unquestionable authority to 
regulate. 
                                                 

44Federal regulation of state and private research would be constitutionally permissible 
by using, e.g., the federal spending power. See, e.g., South Dakota v. Dole, 483 U.S. 203, 
211 (1987), upholding the constitutionality of a federal statute conditioning states� receipt 
of federal funds on adoption of a minimum drinking age of 21. 

45Prohibition on Funding Certain Experiments Involving Human Participants. 42 
U.S.C. § 3515(b). 

4642 U.S.C. §§ 289, 289a-1. 
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However, most of the Common Rule was also drafted to apply to re-
search not funded by DHHS but regulated by the Department.47 The 
catch is that the regulation defines research subject to regulation quite 
narrowly as �those research activities for which a federal department or 
agency has specific responsibility for regulating as a research activity 
(for example, investigational new drug requirements administered by the 
Food and Drug Administration).�48 Regulation in such a narrow area is 
likewise on quite solid ground as a natural extension of its authority to 
regulate the research activity. 

The jurisdictional limits of these regulations demonstrate a conserva-
tive approach to regulation, limiting the scope of the regulations to those 
areas where DHHS�s authority is unquestionable. Two issues remain: 
whether DHHS presently has some implicit authority to regulate beyond 
these two narrow areas (if it were willing to go beyond the specific au-
thorization) and, if not, whether Congress could grant it such authority.  

 
 

Existing Authority for Broader Regulation? 
 
The authority for any regulation promulgated by an executive de-

partment such as DHHS must be traced to a statute authorizing DHHS to 
create regulations in that area. In turn, the statutory authority for the ex-
ecutive department to create rules and regulations in a certain subject 
area must be traced to a specific constitutional authority for the federal 
government to oversee that area, because the federal government has no 
general power to regulate. The DHHS authorizing statute is not entirely 
clear (although it does not foreclose the possibility of regulation), but it 
is clear that Congress could, if it so chose, expressly expand DHHS�s 
authority to regulate human research subjects protection. 

DHHS�s authorizing statute is actually an enactment of the 1953 re-
organization plan transmitted by President Eisenhower, transferring the 
responsibilities of the Federal Security Agency to the newly created 
DHEW.49 DHEW was created �to improve the administration of the vital 
health, education, and social-security functions now being carried on in 

                                                 
4745 C.F.R. § 46.101(a)(2). 
4845 C.F.R. § 46.102(e) (emphasis added). 
49Establishment of Department; effective date. 42 U.S.C. § 3501. 
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the Federal Security Agency.�50 The SSA and Department of Education 
were originally agencies within DHEW; the Department of Education 
was created in 1979 (at which point the department was renamed 
DHHS), and the SSA was separated from DHHS in 1994. Thus, the re-
maining function of DHHS is dedicated to various health- and safety-
related activities.  

 
 

Can DHHS Be Granted Broader Authority? 
 

Nevertheless, for reasons similar to why the FDA is constitutionally 
possible, it is possible for DHHS to be given authority to regulate re-
search involving human subjects.   
 
The Constitution of the United States 
 

The Congressional spending power derives from the Federal Consti-
tution, which provides in pertinent part: 
 

Section 8. The Congress shall have power to lay and col-
lect taxes, duties, imposts and excises, to pay the debts 
and provide for the common defense and general welfare 
of the United States; but all duties, imposts and excises 
shall be uniform throughout the United States . . .. 
 

U.S. Constitution, Article I, Section 8, cl. 1. 
 
The Scope of the Congressional Spending Power 
 

For generations, the �spending power� has provided the legal basis 
for legislation touching upon myriad subjects.  The Court has long rec-
ognized the broad authority conferred under the Spending Clause.  
�[W]hen money is spent to promote the general welfare, the concept of 
welfare or the opposite is shaped by Congress . . ..� Helvering v. Davis, 
301 U.S. 619 (1937).  

South Dakota v. Dole, 483 U.S. 203 (1987) remains the primary 
precedent for the authority of Congress to pass Spending Clause legisla-
                                                 

50Reorganization Plan No. 1 of 1953, 5 U.S.C. App. 1, 18 Fed. Reg. 2053, 67 Stat. 631 
(March 12, 1953). 
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tion.  In that case, the Supreme Court upheld a federal statute that re-
duced federal highway funding to states with a minimum drinking age 
below 21.  The Court found that the legislation was sufficiently related to 
the federal interest in promoting safe highway travel, and concluded that 
the statute did not exceed Congress�s spending power under U.S. Const. 
Art. I, § 8, cl. 1.  Id. at 208 � 209.  The Supreme Court affirmed the 
broad scope of the spending power, though it acknowledged that con-
gressional authority is limited in the following ways:51   

 
The first of these limitations is derived from the language of the 
Constitution itself: the exercise of the spending power must be in 
pursuit of �the general welfare.�  In considering whether a par-
ticular expenditure is intended to serve general public purposes, 
courts should defer substantially to the judgment of Congress.  
Second, we have required that if Congress desires to condition 
the States� receipt of federal funds, it �must do so unambigu-
ously . . . , enabl[ing] the States to exercise their choice know-
ingly, cognizant of the consequences of their participation.� 
Third, our cases have suggested (without significant elaboration) 
that conditions on federal grants might be illegitimate if they are 
unrelated �to the federal interest in particular national projects or 
programs.� Finally, we have noted that other constitutional pro-
visions may provide an independent bar to the conditional grant 
of federal funds. 

 
South Dakota v. Dole, 483 U.S. 203, 207 - 208 (citations and foot-

note omitted).  Considering the legislation at issue � limiting the drinking 
age � was considered sufficiently related not only to the general welfare 
and to the states� receipt of federal highway funds, these �limitations� are 

                                                 
51A more recent Spending Clause case is Rumsfeld v. Forum for Academic and Institu-

tional Rights (FAIR), WL 521237 (US Sup. Ct. March 6, 2006).  This case held, among 
other things, that universities that accept federal money could not refuse to allow the 
military to recruit on campus, even if military hiring and retention policy violated the 
university�s own regulations on sexual orientation discrimination.  However, this was 
based on both the Spending Power (Art. I Sec. 8, Cl 1), and the Power to Raise Armies 
(Art. I, Sec. 8, Cl. 12).  The Court held that Congress had the constitutional authority 
(i.e., in order to raise armies) to directly impose restrictions regarding access of military 
recruiters, regardless of funding, so it certainly had the power to do so as a condition of 
providing the funding.  As such, it does not provide a good test of the limits of Spending 
Clause authority. 
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evidently not exceedingly rigorous.  In sum, it is clear that Congress has 
well established and broad authority to condition federal funding upon 
acceptance of specified conditions that, in a general sense, pertain to the 
purpose of the legislation.52   

The Spending Power is a familiar basis for congressional action.  
There are numerous examples of legislation � for example, Title VI of 
the Civil Rights Act, Title IX of the Education Amendments, § 504 of 
the Rehabilitation Act, and The Religious Land Use and Institutionalized 
Persons Act of 2000, 42 U.S.C. § 2000cc, et seq. (2000) � all of which 
contain conditions based on the Spending Clause power. One particularly 
pertinent example of Spending Power legislation is The Prison Rape 
Elimination Act of 2003 [PREA] (42 U.S.C. § 15601, et. seq.). Section 
15605 (d) of PREA provides in pertinent part:  

 
(d) Applications. 
 

(1) In general. To request a grant under this section, the chief 
executive of a State shall submit an application to the Attor-
ney General at such time, in such manner, and accompanied 
by such information as the Attorney General may require. 
 
(2) Contents. Each application required by paragraph (1) 
shall� 
 

(A) include the certification of the chief executive that 
the State receiving such grant-- 

 
(i) has adopted all national prison rape standards that, as 
of the date on which the application was submitted, have 
been promulgated under this Act [42 U.S.C. §§ 15601, et 
seq.] . . ..  

                                                 
52In the recent assisted suicide case, Gonzales v. Oregon, 126 S.Ct. 904, 923 (2006), 

the United States Supreme Court acknowledged the power of Congress to �set uniform 
national standards in regulating health and safety,� including (hypothetically) the practice 
of medicine.  The Court ultimately rejected the federal government�s argument that the 
Controlled Substances Act trumped the authority of doctors to prescribe lethal doses of 
medication under state law because the federal statute did not reveal a congressional in-
tent to override traditional state regulation of medical practice.  See also, Gonzales v. 
Raich, 125 S.Ct. 2195 (2005) (noting that Congress can regulate the channels, the instru-
mentalities, and activities that substantially affect interstate commerce). 
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This legislation conditions the release of federal funds upon fairly 

demanding and relatively intrusive terms, but because of the conditional 
nature of spending power legislation, it likely would withstand a legal 
challenge under principles articulated by the United States Supreme 
Court.53   

Spending Power legislation could easily be used to require compli-
ance with the DHHS regulations in state as well as federal institutions.  
Every state receives federal assistance for corrections (U.S. Census Bu-
reau, 2006), and that assistance is itself based, at least in part, on Spend-
ing Clause legislation.54  Hence, if Congress were so inclined, it could 
enact legislation (or amend the existing legislation) to require the state 
agency�s adoption of a regulatory scheme governing the involvement of 
prisoners in research as a condition for receiving the federal funds.  
There are many rationales that would likely be sufficient justification for 
such legislation.  For example, the federal government�s interest in 
�set[ting] uniform national standards in regulating health and safety,� as 
articulated in Gonzales v. Oregon, 126 S.Ct. 904, 923 (2006), and in par-
ticular, in ensuring reliable results from health sciences research, would 
be sufficient. This assisted suicide case addressed Congress�s more lim-
ited authority to directly impose requirements, but the interest articulated 
by the Court would be sufficient to impose conditional requirements.  
Additionally, the PREA was based in part on the federal government�s 
interest both in ensuring states do not violate prisoners� federal civil and 
constitutional rights by their deliberate indifference to the problem of 
prison rape, and its interest in ensuring the �effectiveness and efficiency� 
of federally-funded research and grant programs relating to health care 
and other prisoner-related research, which (Congress stated) were com-
promised (directly and indirectly) by state officials� failure to monitor 
and address the problem of prison rape.  42 U.S.C. § 15601 (13-14).  
Clearly these rationales would also support legislation requiring states to 
impose (at a minimum) the ethical limitations on research required by 
DHHS, as a condition of receiving the same federal funding. 

The regulations could only be imposed in this manner if the states 
did in fact accept the federal funding.  However, because the federal 

                                                 
53No cases could be found in which Congress�s authority to pass the PREA had been 

challenged. 
54The legislation is the Edward Byrne Memorial State and Local Law Enforcement As-

sistance Program, PL 100-690 (BJS, 2001).  
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government only seeks to require the states to establish the same ethical 
regulations as those promulgated by DHHS, and not to spend money on 
any new programs, the committee is confident that the states would 
choose simply to enact the DHHS regulations rather than foregoing sub-
stantial federal monies to avoid compliance. 

 
 

Alternatives to Comprehensive Regulation 
 
If a change in the statutory authority for these regulations is not pos-

sible (either constitutionally or practically), DHHS might, at a minimum, 
work with the FDA (and perhaps the BOP) to develop regulations for 
research involving prisoners, which the FDA might then consider adopt-
ing (either in whole or in a modified form) for all research within its ju-
risdiction. The result would be uniform regulation by the FDA of all 
research relating to pharmaceuticals, medical devices, and other products 
within FDA�s jurisdiction, both in state and federal prisons, supple-
mented by DHHS�s regulation of federally supported research. Although 
not ideal, this framework may still reduce the amount of patchwork regu-
lation applicable to research involving prisoners and be a step toward 
uniformity of ethical standards used in biomedical research in the prison 
setting. However, the more desirable approach, which the committee 
recommends (i.e., to establish a uniform set of guidelines for all research 
involving prisoners), will require congressional action. 
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4 
 

Defining Prisoners 
and Correctional Settings 

 
 
 
 
 
 
 
 

This chapter provides the committee�s recommendation for new 
definition of �prisoner,� which considers the contexts, or �places,� rele-
vant to research with prisoners. The goal of this definition is to expand 
the reach of the regulatory procedures and oversight mechanisms rec-
ommended in this report to the fuller population of individuals who are 
under restricted liberty and, therefore, face potentially greater risks than 
the general population when participating in research. It identifies the 
personal interests that may be violated because of research participants� 
status as prisoners1 and the settings in which protections against such 
potential violations are required. As a point of departure, this chapter 
briefly reviews the ethical foundations that underpin research regulations 
and current regulatory language relevant to prisoner settings and notes 
the relevant ethical principles that led the committee to expand the defi-
nition of prisoner for purposes of protecting those involved in research. 

 
 

ETHICAL FOUNDATIONS OF CURRENT 
RESEARCH REGULATIONS 

 
The ethical foundations of research protections in the United States 

are based on two key ethical considerations identified by the National 
Commission for the Protection of Human Subjects of Biomedical and 
Behavioral Research (NCPHSBBR, 1976). They are respect for persons 
                                                 

1Using the place-centric term �prisoner� to define individuals also found outside of the 
typical prison setting may be confusing to some readers. This definition is aimed, how-
ever, at a systemic approach to oversight of research involving those subject to restricted 
liberty through the criminal justice system.  
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and justice. The principle of respect for persons invokes the protection of 
individuals� autonomy and personal dignity and requires that informed 
and voluntary consent be obtained from subjects before their involve-
ment in research. This basic principle is often difficult to implement in a 
correctional setting because of the power dynamics and inherent depriva-
tions within such a setting, especially with respect to voluntariness. Pri-
vacy and confidentiality play central roles within the principle of respect 
for persons as well. The principle of justice concerns the fair treatment of 
persons and groups. In the context of research involving prisoners, jus-
tice requires that prisoners not bear a disproportionate share of the re-
search burden without a commensurate share of benefit, and also that 
prisoners have the freedom to decide questions of research participation 
for themselves. Justice becomes particularly important to encouraging 
research on a system that disproportionately affects the disadvantaged 
and racial and ethnic minorities (Chapter 2).  

The competence and freedom of a prisoner to make a choice as well 
as the reality of privacy protection through confidentiality can be ham-
pered in any of the correctional settings that restrict liberty, whether by 
the correctional officers or other prisoners within the prison walls or by 
probation officers, for example, in the community. If, for instance, re-
searchers plan to study the effectiveness of electronic monitoring as 
compared with parole supervision, a system of oversight should be in 
place to protect the persons involved in the study�who currently are not 
covered under Supart C protections. An expanded definition of prisoner 
is offered in this chapter. A fuller description of the ethical framework 
followed by the committee is found in Chapter 5. 
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CURRENT REGULATIONS PERTINENT TO 
PLACES OF PRISONER RESEARCH 

 
In Subpart C of 45 C.F.R. § 46.303(c) (DHHS, 2005), prisoner is de-

fined as: 
 
Any individual involuntarily confined or detained in a penal in-
stitution. The term is intended to encompass individuals sen-
tenced to an institution under a criminal or civil statute, 
individuals detained in other facilities by virtue of statutes or 
commitment procedures which provide alternatives to criminal 
prosecution or incarceration in a penal institution, and individu-
als detained pending arraignment, trial, or sentencing. (emphases 
added) 
 
The current regulations clearly emphasize custodial confinement as a 

consequence of the state�s exercise of its power via the criminal justice 
system. The potential impact of confinement in highly controlled institu-
tional settings on individual autonomy is explicitly recognized in other 
sections of the current regulations. For example, 45 C.F.R. § 46.305 
(a)(2)-(7) (DHHS, 2005) includes the following regarding the issue of 
voluntariness to ensure that the subject�s participation in the research is 
not coerced:  

 
● any possible advantages accruing to the prisoner through his 

or her participation in research, when compared to the gen-
eral living conditions, medical care, quality of food, ameni-
ties and opportunity for earnings in the prison are not of such 
magnitude that his or her ability to weigh the risks of the re-
search against the value of such advantages in a limited 
choice environment of the prison is impaired; 

● the risks involved in the research are commensurate with 
risks that would be accepted by nonprisoner volunteers;  

● adequate assurance exists that parole boards will not take 
into account participation in making parole decisions, and 
prisoners will be informed that participation will have no ef-
fect on parole. 

 
IRBs, however, have received guidance from OHRP that suggests 

the definition may include parolees but not probationers. There is clearly 
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confusion as to the parameters of the definition as it stands today. The 
important issue, as noted by the National Commission is that �prisoners 
are, as a consequence of being prisoners, more subject to coerced choice 
and more readily available for the imposition of burdens which others 
will not willingly bear� (NCPHSBRR, 1976, p. 8). 

 
 
CORRECTIONAL SETTINGS ENCOMPASS MORE THAN 

PRISONS AND JAILS 
 
Although this committee believes that research in correctional insti-

tutional settings should be subject to federal regulations, it also believes 
that the present emphasis on custodial detention is too narrow and results 
in depriving many other justice-involved individuals of human subjects 
protections appropriate to prisoner research participants. Several tables in 
Chapter 2 provide details relevant to this issue. Table 2-1 provides a 
broad snapshot of the number of individuals within the correctional 
population and notes that, as of December 2003, only 2.1 million of the 7 
million total correctional population were in prisons and jails (BJS, 
2004). The rest had restricted liberties but outside the razor wire, in pro-
grams such as those listed in Table 4-1. These 4.9 million individuals (up 
from 1 million in 1978) require special protections when participating in 
research as well. Table 4-2 illustrates the vast array of incarceration op-
tions within the state of California and details a long list of alternatives to 
incarceration offered, including community service, electronic monitor-
ing, and probation.  

 
 

TABLE 4-1 Alternatives to Incarceration that May Be Available to Of-
fenders 

Program Description 
Bail supervision programs 
 
 
 
Alternative measures 
programs 
 
 
 
 
 

While awaiting trial, the accused, rather than 
being held in custody, is supervised by a mem-
ber of the community. 
 
The offender is diverted from the criminal justice 
system before or after being charged. The of-
fender enters into a kind of contractual agreement 
to answer for the crime. The agreement can in-
clude community service work, personal service 
to the victim, charitable donation, counseling, or 
any other reasonable task or condition. 
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Program Description 
Restitution programs 
Community service order 
 
 
 
 
Probation 
 
 
 
 
 
 
 
Intensive supervison 
probation 
 
 
Eletronic Monitoring 
 
 
 
 
 
Parole 

The offender must pay back the victim for dam-
ages or loss. A condition on a probation order, 
or a separate disposition in the case of young 
offenders, that requires the offender to perform 
work in the community. 
 
The offender is supervised in the community and 
follows the set of conditions (rules) set out in the 
probation order. Conditions of probation include 
keeping the peace, good behavior, obeying the 
law, and reporting regularly to a probation officer 
and may include a range of other, optional condi-
tions. 
 
An alternative to incarceration in the United 
States similar to probation but which involves 
more frequent surveillance and greater controls. 
 
Offenders are fitted with an anklet or bracelet 
that transmits signals of their whereabouts to the 
correctional officer, allowing offenders to con-
tinue with employment or education commit-
ments in the community. 
 
A period of conditional community supervision 
after a prison term. If the conditions of supervi-
sion are violated, the parolee can be returned to 
prison to serve any of the remaining portion of 
the sentence. 
● Discretionary parole exists when a parole 

board has authority to conditionally release 
prisoners based on a statutory or administra-
tive determination of eligibility. 

● Mandatory parole generally occurs in juris-
dictions using determinate sentencing statutes 
in which inmates are conditionally released 
from prison after serving a specified portion 
of their original sentence minus any good 
time earned. 

SOURCE: Adapted from the John Howard Society of Alberta. 1998. Community Correc-
tions. [Online]. Available: http://www.johnhoward.ab.ca/PUB/C29.htm [accessed June 
27, 2005]. 
 

Copyright © National Academy of Sciences. All rights reserved.

Ethical Considerations for Research Involving Prisoners 
http://www.nap.edu/catalog/11692.html

http://www.nap.edu/catalog/11692.html


124 ETHICAL CONSIDERATIONS FOR RESEARCH INVOLVING PRISONERS 
 
TABLE 4-2 Descriptions of Various Criminal Justice Agencies and Fa-
cilities in California 

Facility Description Reference 
 

Facilities supervised by department of corrections or camps division 
State facilities   
State prisons 
 
 
 

Provides housing for 
persons committed to 
DOC 

California penal code § 
2000 �2048.7, 4504, 
welfare and institutions 
code § 1753�1760 

City or county facilities   
City facilities 
 
 
 
County jails, farms, 
camps 
 
 
 
Regional jail camps 
 
 
 
Youth correctional 
centersa 

 
 
 
 
Community correctional 
centersa 

 
 
 
Temporary emergency 
detention facilities a 

 
 
Conservation centers, 
forestry camps 
 
 
 

Facilities used to hold 
prisoners for examina-
tion or trial 
 
Persons committed on 
criminal process and 
detained for sentencing 
or already convicted. 
 
Provides housing for 
persons sentenced to 
long jail terms 
 
Provides treatment for 
young offenders as-
signed to CYA or DOC 
administration by the 
county 
 
Contact facilities provid-
ing housing for persons 
committed to DOC 
 
 
CYA facilities for 
county commitments 
< 18 years of age 
 
Provides housing and 
work assignments for 
persons committed to 
DOC and CYA 
 

California penal code § 
4004.5 
 
 
California penal code § 
4000, 4050, 4100, 
6031.4 
 
 
Californa penal code § 
6300�6304 
 
 
Penal code § 6250�
6253, welfare and insti-
tutions code § 1850�
1852 
 
 
Penal code § 6250�
6253, welfare and insti-
tutions code § 3307�
3310 
 
Welfare and institutions 
code § 1752.15 
 
 
Penal code § 6200�
6203, welfare and insti-
tutions code § 1760.4 
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Facility Description Reference 
 
Restitution centersa 

 
 
 
 
Community treatment 
programsa  
 
 

 
Provides housing for a 
select group of persons 
committed to DOC with 
restitution orders 
 
Prisoners mother pro-
gram houses women 
who have 1 or more 
children < 6 years of age 
 

 
Penal code § 6220�6228 
 
 
 
 
Penal code § 3410�3416 

Facilities supervised by DOCs 
Community correctional 
reentry centers 
 
 
 
Work furlough programs
 
 
 
 
Halfway houses 
 
 
 
 
Substance abuse 
correctional detention 
centers 
 
 
 
 
 
Substance abuse 
treatment control unit 
 
 
 
 
 
 

Contract facilities for 
persons committed to 
DOC who have < 120 
days left to serve  
 
Contract facilities for 
persons committed to 
DOC who are within 
120 days of release 
 
Contract facilities in 
metropolitan areas used 
for persons committed to 
DOC who are addicted 
 
Facilities operated 
jointly by the state and 
county with primary 
funding for construction 
from the state, persons 
committed to DOC will 
use ≥ 50% of total beds  
 
Provides housing for 
persons committed to 
DOC or CYA who are 
on parole and are ad-
dicted or in imminent 
danger of addition; DOC 
and CYA facilities are 
separate; 90-day maxi-

Penal code § 6258, 6259 
 
 
 
 
Penal code § 6260�6263 
 
 
 
 
Welfare and institutions 
code § 3153  
 
 
 
Penal code § 6240�6242 
 
 
 
 
 
 
 
Health and safety code § 
11560�11563 
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Facility Description Reference 
 
 
Parole DOC 
 

mum stay; �dry-out 
beds�  
Authority and 
requirements related to 
DOC power to parole 

 
 
Penal code § 3040�3071 

NOTE: DOC, Department of Corrections; CYA, California Youth Authority. 
aFacilities authorized by the California Penal Code for the placement of adult offenders, 
which provide additional community corrections alternatives. 

 
 
According to the Bureau of Justice Statistics (BJS, 2001), among 

state parole discharges in 1999, 43 percent were returned to prison, a sta-
tistic relatively unchanged since 1990. This high rate of return to incar-
ceration demonstrates that significant power dynamics continue for 
persons who are outside the prison walls but still under some form of 
community correction. Thus, the element of voluntariness in the in-
formed consent process is conceptually very similar for persons incarcer-
ated and those under some form of disposition alternative to 
incarceration.  

A logical system of oversight would expand the definition of pris-
oner to include parole and probation. There is little logic in providing 
protections, as do the current regulations, to a person detained before 
trial and not yet convicted of a crime, but not to a person who has been 
convicted of a crime and is subject to incarceration because of violations 
of parole or probation conditions. The expanded definition is also sup-
ported by the findings of one researcher that policing whether conditions 
are violated (with more drug tests, more tracking of movement, etc.) is 
becoming more of a priority for parole officers than promoting re-
integration (Petersilia, 2000). 

 
 

PROPOSED DEFINITION OF PRISONER 
 
This section articulates the committee�s revised definition of pris-

oner, which places an emphasis on liberty restrictions resulting from the 
interactions with the criminal justice system. These restriction includes, 
but are not limited to, custodial confinement. The aim is to expand the 
reach of regulations to protect prisoners and others with restricted liberty.  

Such an individual may be ordered to reside in settings in which 
freedom of movement is restricted (e.g., precinct holding pen, jail, 
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prison, halfway house or prerelease center) or in the community under 
constraints ordered by the criminal justice system (e.g., probation, parole 
or house arrest, drug court sentence).  

 
Recommendation 4-1 Redefine �Prisoners� to Expand the 
Reach of Human Subjects Protections 
The Department of Health and Human Services and other 
relevant agencies that write, implement, or enforce regulations 
pertaining to research with prisoners should expand the defi-
nition of �prisoner� to include all settings, whether a correc-
tional institution or a community setting, in which a person�s 
liberty is restricted by the criminal justice system.  
It is not custodial confinement alone that creates the potential for 
coercion and threatens an individual�s right to autonomous deci-
sion making (consent or refusal to participate in research). Rather, 
it is restrictions of freedom or the imposition of other sanctions by 
an agent of the criminal justice system who observes, scrutinizes, 
supervises or monitors, and ultimately determines the imposition 
of punishments for an individual�s behavior. Persons on parole 
and others subject to limits on liberty or privacy are particularly 
vulnerable to the risk of reinstitutionalization based on decisions 
made by parole officers and other personnel of the criminal justice 
system. This threat to independence creates the potential for coer-
cion and requires that prisoners be afforded additional levels of re-
search protection as well. Note that persons who become prisoners 
while in a nonprisoner study must also be afforded special protec-
tions on entering a correctional setting. 
 
A prisoner, for the purposes of this report, is any person whose lib-

erty is restricted as a result of the interaction with the criminal justice 
system. Although the limitations on personal choice and control are per-
haps most evident and oppressive in locked detention facilities (e.g., 
jails, prisons), the power differential between criminal justice agents and 
prisoners exists in many other contexts as well; the differences are a mat-
ter of degree. Individuals involved in a wide variety of community-based 
criminal justice programs, ranging from probation and parole to pre- or 
post-adjudication diversions such as drug courts or mental health courts, 
are subject to coercion by the array of agents (e.g., parole or probation 
officers, diversion program counselors) who monitor their compliance 
with program requirements and who may invoke further sanctions for 
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program failure or noncompliance. Thus, one can fall within the protec-
tions recommended by this committee by virtue of being ordered by the 
criminal justice system to reside in a confined setting or, if living in the 
community, by virtue of the restrictions on individual decision making 
imposed by some part of the criminal justice system. In order to be a 
prisoner, there must be some nexus or connection between the setting or 
restricted liberty of the person and the action of the criminal justice sys-
tem. For all individuals who meet this definition, regulations that govern 
research with prisoners should be applied. The current statutory or con-
stitutional distinctions between the civil and criminal processes, which 
are evolving, are not sufficiently clear to allow an easy determination of 
whether the proposed systems of protection should apply. For instance, 
juveniles confined under orders of family court (or the equivalent, such 
as a juvenile court) likely require additional protections, but an analysis 
of their needs is beyond the scope of this report. If, however, they are 
transferred from the original jurisdiction of the family court (or the 
equivalent, such as a juvenile court) to the jurisdiction of a state or fed-
eral criminal court, then they would fall under this definition. Other types 
of confinement on the civil/criminal frontier that our definition encom-
passes include commitment by reason of an acquittal on the grounds of 
insanity and commitment as sexual offender (e.g., so-called criminal 
sexual psychopaths or violent sexual predators) under various state laws. 
However, those persons whose confinement is the result of other civil 
proceedings, such as those designed to protect a mentally ill person from 
harming self or others, would not be covered by our system of protec-
tions. There are substantial ethical issues involved in conducting research 
with these populations that go beyond the scope of this report. Parallel 
studies, such as the ones undertaken by this committee, may be needed to 
explore ethical issues of research involving these groups. 

 
 

DELINEATION OF SETTINGS 
 
In the interest of clarity, the committee specifies an array of settings 

in which regulations governing research with prisoners should apply, as 
well as a brief listing of settings for which the recommended regulations 
are not considered necessary. Some cases may arise that are not specifi-
cally addressed, and these must be decided on a case-by-case basis. Fur-
ther discussion of research gradation and level of risk, which determine 
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the study design and monitoring safeguards required, is provided in 
Chapter 6.  

 
When Proposed Regulations Should Apply 

 
Settings/situations in which proposed regulations governing research 

with prisoners should apply are as follows: 
 
● state or federal prisons (including, e.g., camps, farms, boot 

camps); 
● any jail or detention facility (e.g., municipal, city, county, fed-

eral); 
● any community-based criminal justice supervision program such 

as bail or bond supervision, parole, or probation; community cor-
rectional re-entry centers; work furlough programs; halfway 
houses; or similar programs; 

● any community-based alternative disposition program, including 
(but not limited to) restitution programs, community service pro-
grams, or participation in other activities deemed to constitute 
punishment or other mandatory activities resulting from being 
sentenced; 

● inpatient or outpatient psychiatric treatment settings if an indi-
vidual is involuntarily committed as a result of a finding of not 
guilty by reason of insanity; 

● treatment settings for any person who, having served a sentence 
for a sex offense, is subsequently deemed to meet criteria for in-
voluntary commitment under various criminal sexual psychopath 
or violent sexual predator (or equivalent) statutes in a civil pro-
ceeding; 

● placement or participation in a community residential drug, al-
cohol, or mental health treatment program, day program, or par-
tial-day program if mandated by a criminal court as part of an 
order for conditional release or sentencing; and 

● participation in a drug court, mental health court, or other crimi-
nal justice specialty court that functions to divert arrested or 
convicted individuals into substance abuse or mental health ser-
vice programs. 

 
 

Copyright © National Academy of Sciences. All rights reserved.

Ethical Considerations for Research Involving Prisoners 
http://www.nap.edu/catalog/11692.html

http://www.nap.edu/catalog/11692.html


130 ETHICAL CONSIDERATIONS FOR RESEARCH INVOLVING PRISONERS 
 

When Proposed Regulations Should Not Apply 
 
Settings/situation in which proposed regulations governing research 

with prisoners would not apply are as follows: 
 
● individuals committed to involuntary inpatient psychiatric or 

substance abuse treatment, or to any form of mandated commu-
nity treatment, by the order of a juvenile, civil, or probate court 
(as stated earlier in this chapter, juveniles likely need additional 
protections, but this committee was not equipped to address their 
specific needs); 

● individuals living in a noncustodial community setting who meet 
the above definition of prisoner but whose status as a prisoner is 
not relevant or related to their enrollment in a particular commu-
nity-based research project. This means that the criminal justice 
agent or agency having supervisory jurisdiction over the individ-
ual was not involved in the plans for study enrollment, and the 
study itself does not include prisoner status as a criterion for par-
ticipation. This exclusion permits prisoners living in the commu-
nity to enroll in research that is open to any citizen in the 
community (e.g., hospital or medical school-based clinical trials, 
survey studies) without imposing the restrictions of the proposed 
regulations on those research entities. 

 
 

WHEN LIBERTY STATUS CHANGES 
 
If the subject�s liberty status changes through arrest or revocation of 

probation or parole, and the person is then confined in a custodial setting, 
do the provisions of Subpart C become applicable to the subject? The 
committee�s answer was yes, regardless of the nature of the research. 
Upon entering a custodial setting, that person becomes formally and in 
every way a prisoner, subject to the same constraints and concerns that 
the committee has expressed in this report, and therefore needs the same 
safeguards. There is no ethical justification for providing fewer safe-
guards for a new entrant into prison than those already in prison. 

This does not mean, however, that study participation would be 
automatically terminated. It means that continued participation requires a 
new review of that prisoner�s participation in the study. The original in-
stitutional review board (IRB) should review the impact of the correc-
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tional setting on the procedures, with input from the IRB affiliated with 
the correctional setting. It should be done in an expedient manner (e.g. 
within 30 to 45 days) to allow for continuation of study participation.  

Continuity of care is an important issue, especially for treatment 
studies. If terminating prisoner participation would adversely affect the 
health of the subject, participation may continue until the IRB review 
takes place. The custodial official receiving the prisoner should be in-
formed that the prisoner is enrolled in a research protocol, provided in-
formation on the protocol, and explained the potential risks of not 
allowing continued participation. The researcher would have an obliga-
tion to advocate for providing the appropriate care while seeking to com-
ply with regulations applicable to that setting.  

Certain social/behavioral studies that, for example, examine health 
and risk behaviors over several years, may see some participants move 
into correctional settings. If the researchers wish to continue study in-
volvement for those individuals, review would be necessary to weigh the 
risks and benefits within the new setting. If the risks remain low, con-
tinuation may be approvable. However, if new risks are foreseen, but 
they are still low, the consent may need to be updated for the partici-
pant�s continued involvement. 

This need for review may not be an issue for many jailed detainees 
who are often incarcerated for just a few days if that short period does 
not affect participation in the protocol. In a related, but different situa-
tion, if a prisoner is participating in a study within a correctional setting 
and is transitorily confined to disciplinary segregation, the researcher 
will have to evaluate whether or not the potential interruption in access 
during the period of segregation would preclude continued participation. 

Research studies lose participants for many reasons. There may be 
occasions in which participation in the study may not continue for the 
research participant who becomes incarcerated. For example: 

 
1. The IRB may determine that the risks outweigh potential bene-

fits to remaining in the study.  
2. By statute, some states do not permit biomedical/clinical trials 

research in prisons. 
3. By Department of Corrections policy, some states do not permit 

biomedical/clinical trials research in prisons. 
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5 
 

The Ethical Framework 
for Research Involving Prisoners 

 
 
 
 
 
 
 
 
In 1976, the National Commission for the Protection of Human Sub-

jects of Biomedical and Behavioral Research (NCPHSBBR) addressed 
the ethics of research with prisoners in a document entitled Report and 
Recommendations: Research Involving Prisoners. The commission fo-
cused on respect for persons and justice as the two key ethical considera-
tions that would guide their recommendations. 

The intervening decades have offered few reasons to quarrel with the 
commission�s identification of these two factors as fundamental ethical 
principles guiding the conduct and regulation of research with prisoners. 
The goal of this chapter is to demonstrate that the principles of justice 
and respect for persons, although having evolved in meaning over the 
past three decades, should still be the basis for determining whether to 
conduct research with prisoners. 

As part of this ethical evolution, the committee suggests that collabo-
rative responsibility should be added to an updated ethical framework as 
a derivative of the principle of justice. The national commission thought 
of justice as primarily a matter of the distribution of the benefits and bur-
dens of research, and that is certainly a legitimate understanding. Recent 
scholarship has offered reason to elevate some other concerns under the 
heading of justice. In particular, attention to distributive justice should be 
complemented by attention to the needs and responsibilities of all parties 
who will be involved with or affected by a research endeavor.  

This focus on collaboration will more effectively facilitate the im-
plementation of ethical research. In order for research to be truly ethical, 
it must be tailored to the individual setting; a one-size-fits-all approach is 
inadequate. Every research setting and population presents unique chal-
lenges and concerns. Ethically appropriate subject protections in one in-
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stitution may be grossly inadequate in another. Only through close coop-
eration and communication with all relevant parties, in every implicated 
setting, can researchers ensure that they are creating ethical conditions 
that are favorable for respect and unfavorable for exploitation in any re-
search context. 

 
 

THE 1976 COMMISSION�S ETHICAL FRAMEWORK 
 

Historical Context 
 
The commission�s deliberations took place against a background that 

included the Nazi experiments with concentration camp prisoners fol-
lowed by the adoption of a stringent standard of voluntary consent in the 
Nuremburg Code. Many interpreted the code�s statement that potential 
subjects �be so situated as to be able to exercise free power of choice, 
without the intervention of any element of force, fraud, deceit, duress, 
overreaching, or other ulterior form of constraint or coercion� (U.S. 
GPO, 1953, p. 181) as precluding participation by prisoners.  

This thinking was reinforced by publicity about the realities of re-
search in prisons. The late 1960s and early 1970s saw a series of exposés 
documenting abuses in connection with nontherapeutic research in U.S. 
prisons (Mitford, 1973a,b; Rugaber, 1969). Many of those who were 
most vocal about the plight of prisoners (i.e., journalists and prisoner 
advocacy and civil liberties groups) saw research with prisoners largely 
under the twin headings of coercion and exploitation (Mitford, 1973a,b; 
Rugaber, 1969). For the most part, these groups pushed for restriction 
rather than reform of the prison research enterprise. 

Although the commission did not recommend a ban on all research 
with prisoners, their work and the subsequent scholarship and regulation 
have been described as tending toward that result: �The result of these 
regulations has been, as was their goal, the virtual elimination of bio-
medical research activity in prisons and jails� (Dubler & Sidel, 1989, 
p.185) According to one informed estimate, in the late 1990s only about 
15 percent of institutions that engaged in clinical research in the United 
States included prisoners in their research protocols (Hoffman, 2000). In 
1997, New York State had the largest estimated number of HIV-infected 
prisoners of any prison system (9,456), but only 8 (less than .001 per-
cent) were enrolled in clinical trials (Lazzarini and Altice, 2000). 
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Justice and Respect for Persons 
 
The commission�s emphasis on limiting research involving prisoners 

was guided by its choice of ethical framework. Congress�s charge to the 
commission concerning research with prisoners identified informed con-
sent as the primary locus of ethical concern. In particular, Congress di-
rected the commission to attend to three components of informed 
consent: (1) nature of the consent; (2) adequacy of the information given; 
and (3) competence and freedom of the prisoners or their legal represen-
tatives to make a choice.1 

In carrying out this charge, the commission used elements of a prin-
ciple-based ethical framework that would be more fully fleshed out in the 
Belmont Report. The commission identified two basic ethical dilemmas 
arising in connection with the use of prisoners as research subjects and 
linked these dilemmas to two basic ethical principles (NCPHSBBR, 
1976, p. 5). The first issue was whether prisoners bear a fair share of the 
burdens of research and receive a fair share of the benefits. The commis-
sion linked this dilemma to the principle of justice, specified as the fair 
treatment of persons and groups. The second issue was whether prisoners 
could give truly voluntary consent. The commission linked this dilemma 
to the principle of respect for persons, specified as involving the protec-
tion and promotion of personal autonomy. The principles of beneficence 
and non-maleficence (providing benefit and doing no harm) were not 
discussed by the commission in its report on prison research; however, 
they were prominently featured in the Belmont Report, and both main-
tain an underlying importance in the ethics of human subjects research. 
These concepts have been well developed in other works (Beauchamp 
and Childress, 2001).  

The commission then reviewed two possible perspectives on prisoner 
participation in research involving two very different interpretations of 
respect for persons and justice. According to the first perspective, the 
principles of respect for persons and justice require that prisoners not be 
deprived of the opportunity to volunteer for research. Here the emphasis 
is on the freedom of prisoners to decide questions of research participa-
tion for themselves and on the possible benefits of research participation. 

According to the second perspective, the principles of respect for 
persons and justice require (1) that prisoners be protected from exploita-
tion, safeguards be introduced to reduce elements of constraint, and, 

                                                 
1National Research Act (Public Law 93-348 (1974); 88 Stat. 348), section 202(a)(2). 
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when that proves impossible, participation be prohibited; and (2) that 
prisoners as a group not bear a disproportionate share of research bur-
dens without a commensurate share of benefits. Here the emphasis is on 
structural conditions that create special vulnerabilities in prison popula-
tions and the possible burdens of research participation. The commission 
adopted the second perspective.  

The commission explicitly stated that its stance was influenced by its 
understanding of the realities of prison life, including conditions of social 
and economic deprivation and the possibility or even likelihood of ma-
nipulation or corruption on the part of prison authorities and prisoners in 
positions of privilege. Recognizing that they were inclining toward pro-
tectionism, the commissioners commented that �should coercion be less-
ened and more equitable systems for the sharing of burdens and benefits 
be devised, respect for persons and concern for justice would suggest that 
prisoners not be deprived of the opportunity to participate in research� 
(NCPHSBBR, 1976, p. 8). 

Flowing from this protectionist perspective, the commission�s ethical 
framework and current federal regulations permit therapeutic research2 
with prisoners as long as multiple safeguards are in place, but they do not 
encourage or provide incentives for therapeutic research with prisoners. 
The perception that all forms of research involving prisoners are equally 
ethically problematic, or subject to blanket prohibition or to conditions 
so onerous that the research is not worth doing, may be responsible for 
the dwindling of prisoner research participation to the point that justice 
concerns have been expressed about the exclusion of prisoners from 
clinical trials. 

 
 

AN UPDATED ETHICAL FRAMEWORK  
 

The committee developed a new ethical framework that utilizes the 
ethical principles applied by the national commission in the 1976, with 
several new, important components. The framework builds on the princi-
ples of respect for persons and justice by shifting from a categorical ap-
proach to review to a risk-benefit analysis approach, and by adding a 

                                                 
2The commission thought use of the term �therapeutic research� aided and abetted the 

therapeutic misconception and substituted the more precise but more unwieldy expression 
�research on practices which have the intent and reasonable probability of improving the 
health or well-being of the subject.� 
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derivative of justice, called collaborative responsibility to research pro-
posal development.  

Ideas about justice and respect for persons have evolved over the 
past three decades. To construct a comprehensive ethical framework for 
thinking about research in prisons, this chapter explores recent research 
ethics scholarship.3 Changes in the way these principles have been con-
ceptualized have influenced the shape of our recommendations. How-
ever, before beginning to address how this new ethical framework is 
different than that of the original commission, it is important to stress 
that it does not deviate from their core ethical principles. 

Respect for persons requires that research subjects be treated as 
autonomous individuals. As discussed in Chapter 1, it is clear that pris-
oners are still an extremely vulnerable population, with severely re-
stricted autonomy; thus, this issue requires special attention. Prisoners 
still need to be protected from the risk of coercion, undue inducement, 
and exploitation. The historical pattern of research abuses in prisons un-
derscores the need to have an ethical framework that, first and foremost, 
is concerned with the welfare of prisoners. Similarly, justice still requires 
a careful consideration of the fair distribution of burdens and benefits. 
Prisoners, as a vulnerable population, are in jeopardy of receiving a dis-
proportionate share of the risk associated with human subjects research. 
As stated by the National Bioethics Advisory Commission, �In research 
involving human subjects, risk is a central organizing principle, a filter 
through which protocols must pass  (NBAC, 1998, p. 89). Like the origi-
nal commission, our recommendations start with a baseline ethical con-
cern for the protection of prisoners. 

 
 

Respect for Persons 
 
In this section, the committee expresses its support for a broad-

ened view of the principle of respect for persons, to consider more 
than a narrow focus on informed consent issues, which are still vi-
tal but not the whole picture. It also suggests a shift from a cate-
gorical approach to research review to a risk-benefit approach. 

 

                                                 
3Other concepts, such as coercion, undue inducement, exploitation, and choice, remain 

important ethical considerations but will not be discussed in this chapter. 
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An Expanded View of Respect for Persons 

 
In accord with its emphasis on the principle of respect for persons, 

the original commission�s report focused on informed consent. Although 
informed consent is still an ethically important means of ensuring respect 
for the right of persons to engage in autonomous decision making, recent 
scholarship has questioned the myopia caused by such a narrow focus. 

Kahn, Mastroianni, and Sugarman (1998) are the editors of a volume 
that captures a major research ethics reform agenda in its title: Beyond 
Consent: Seeking Justice in Research. One question the editors raise is 
whether research ethics has been too concerned with informed consent to 
the neglect of other matters. There seems to be agreement from a variety 
of perspectives that informed consent forms have consumed too much 
time and energy. Critics of the preoccupation with forms are not neces-
sarily interested in shifting attention away from informed consent. 
Rather, they may emphasize that documentation should be but a part of 
an informed consent process that involves opportunities for questions 
and answers and allows time for reflection before a decision is made, and 
that more attention should be paid to ameliorating basic power and 
knowledge differentials, which may undermine information sharing, un-
derstanding, and voluntariness. One proposal for reform advises simply 
raising the consciousness of investigators and ancillary personnel. An-
other suggests the use of external measures such as third-party monitor-
ing to guard against deficiencies. This could be accomplished by the 
integration of third-party research subject advocates in the informed con-
sent process, especially for studies that are considered unusually sensi-
tive or risky or that involve subjects with impaired autonomy (see PRSA 
discussion in Chapter 6). 

A more fundamental question is whether too much weight has been 
placed on informed consent in the framework of research ethics and re-
search regulation. As noted previously, the National Research Act charge 
to the commission focused on informed consent issues, so the centrality 
of consent issues in the report is neither surprising nor necessarily indica-
tive of a judgment on the part of the commissioners that the most com-
pelling issues in research with prisoners are those of consent.  

An alternate perspective, discussed by Emanuel et al. (2000), focuses 
on directing attention to risks and to risk-benefit analysis. According to 
this view, only health-related benefits derived from the research can be 
counted as benefits to individual subjects, meaning that extraneous bene-
fits, such as payments or medical services unrelated to the research, are 
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excluded in this analysis. Further, although the process of weighing risks 
against benefits is inherently subjective, the analysis should be based on 
data permitting identification of the types of potential harms and bene-
fits, their probability of occurrence, and their long-term consequences. 
For example, a placebo-controlled trial of new antiemitic therapy for pa-
tients undergoing chemotherapy could be rejected because the investiga-
tors failed to give adequate weight to the discomfort associated with 
nausea and vomiting and failed to take steps to minimize this potential 
harm by using available antiemitic agents in the control group (Emanuel 
et al., 2000). 

These questions about an undue focus on informed consent influence 
our recommendations. More attention needs to be paid to risks and risk-
benefit analysis rather than the formalities of an informed consent docu-
ment. The ethical risks associated with research involving prisoners can-
not be solved by focusing only on the informed consent document. 

 
The Role of Protectionism 

 
A risk-benefit paradigm is necessarily more flexible than the current 

categorical approach. Although some might view this flexibility as open-
ing the door for potential abuses, this new approach should actually in-
crease the protection of prisoners involved in research. 

This committee, like the original commission, is focused on the pro-
tection of prisoners as our core ethical concern. However, there are many 
approaches one can take to accomplish this goal, involving different lev-
els of protective oversight mechanisms. One scholar outlines three types 
of protectionism:  

 
Weak protectionism is the view that this problem is best resolved 
through the judgment of virtuous scientists. Moderate protection-
ism accepts the importance of personal virtue but does not find it 
sufficient. Strong protectionism is disinclined to rely, to any sub-
stantial degree, on the virtue of scientific investigators for pur-
poses of subject protection (Moreno, 2001)  
 
The movement over time has been from weaker to stronger forms of 

protectionism as a means of addressing a fundamental problem, specifi-
cally, the tension between protecting the interests of subjects and pro-
moting scientific progress. Strong protectionism sharply limits 
investigator discretion and demands external assurances through meas-
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ures such as third-party monitors of consent, conflict-of-interest commit-
tees, and other procedures. These external assurances can be associated 
with costs, thus leading to an ethical critique of strong protectionism. For 
example, an emphasis on external assurances may weaken the sense of 
personal moral responsibility on the part of investigators. Similarly, rigid 
external assurances, like those seen in the current regulations, can direct 
attention away from an analysis of risks and benefits, where the key ethi-
cal issues can be found. 

Simultaneously, there has been a countervailing force in the march 
toward strong protectionism, exemplified in the push by AIDS activists 
for greater access to clinical trials and by progressives for the inclusion 
of women and children in research studies. More recently, there has been 
a similar movement to ensure that racial/ethnic minority groups are in-
cluded in research. These tendencies form one basis for a somewhat dif-
ferent reading of the history. This reading indicates a trend away from 
viewing certain types of research participation (especially clinical trials) 
as mostly risky or burdensome toward viewing them as mostly benefi-
cial.  

This represents a change in thinking about distributive justice. The 
commission focused on the equitable distribution of risks and worried 
that prisoners would bear more than their fair share. However, an equally 
valid case can be made for attention to the distribution of benefits. For 
example, Mastroianni and Kahn (2001) wrote that, in the 1970s, federal 
�policies emphasized the protection of human subjects from the risks of 
harm in research, and justice was seen as part of this protection,� but 
since the early 1990s �justice as applied in research ethics has empha-
sized the need to ensure access to the potential benefits that research has 
to offer� (Mastroianni and Kahn, 2001).  
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Some fundamental changes in the nature of the research conducted 
with human subjects provide 
support for this account of 
the recent history of research 
practices. For example, al-
though the paradigmatic 
studies with prisoners in the 
period leading up to the re-
port were studies in which 
investigators induced disease 
to learn more about it, bio-
medical research is more 
likely now to be discussed in 
terms of clinical trials com-
paring alternative beneficial 
treatments. The last several years have also seen the publication of stud-
ies comparing the outcome between patients who participate in clinical 
trials and those who receive standard care outside such trials; the results 
have tended to favor the former (Agrawal and Emanuel, 2003). 

The two accounts can be reconciled in several ways. Increased pro-
tectionism is quite visible over the past century, whereas movements 
demanding greater access to clinical trials are far more recent. Further, 
protectionism as distrust of individual investigators can coexist with a 
view that participation in research subject to external oversight can often 
offer benefits to individuals and groups. One can simultaneously believe 
that the piling on of more rules and oversight bodies at some point be-
comes counterproductive and that human subjects are presently inade-
quately protected. Indeed, many modern ethicists seem to hope for a 
reawakening of scientific conscience rather than additional fortifications 
to the citadel of regulations.  

During the committee�s October 2005 meeting, 
the prisoner liaison panel spent a great deal of 
time debating the appropriateness of including 
prisoners in research, with special concerns for 
biomedical research.  
�We have 275 million people in this country. 

We have 2 million in prisons. What is the allure 
to this population, if it is not the fact that it is a 
controlled population?� asked Daniel Murphy, 
Ph.D., a former prisoner in the Federal Bureau 
of Prisons and now professor in the Department 
of Political Science and Justice Studies at Appa-
lachian State University. In other words, why 
conduct studies with prisoners when there are 
many more people outside of prison who are 
potential participants?  
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This committee concurs. 
The critique of strong protec-
tionism, combined with a 
new understanding of re-
search as a potential benefit, 
requires a reexamination of 
the current regulations. Ad-
vances in ethical thinking 
about protectionism suggest 
a new regulatory model. In 
particular, the committee 
rejects strong protectionism 
because it discounts the no-
tion that researchers can be 
trusted to act virtuously in the protection of subjects. Researchers have 
responsibility for protecting subjects in their studies, especially those 
who are most vulnerable. However, given the troubling history of re-
search abuses in prisons, weak protectionism is not an option. The rec-
ommendations in this chapter, and throughout this report, reflect a 
moderate protectionist stance, acknowledging that robust protections are 
needed but that they need not be rigid or absolute. 

This position should not be perceived as a call for the relaxation of 
prison research ethics. Justice and respect for persons are as vital today 
as they were three decades ago; research still must be constrained by 
these ethical principles. The prison continues to be a setting in which it 
may be difficult to avoid contamination through contact with what will 
often be a culture of, at best, deprivation and dysfunction and, at worst, 
corruption, brutality, and degradation (Hornblum, 1997, 1998; Murphy, 
2005; Rhodes, 2005).  

Perhaps some unease is appropriate about removing what prisoners 
themselves, given full information and understanding, might regard as 
acceptable or even desirable options in light of their circumstances, cir-
cumstances that are unlikely to be changed for the better by research 
bans. A prisoner�s ability to participate in research need not be com-
pletely precluded. 

The original commissioners talked to actual prisoner-subjects during 
a fact-finding visit to Jackson State Prison on November 14, 1975. The 
prison, in southern Michigan, was at the time home to one of the largest 
nontherapeutic biomedical research programs in the country. The report 
notes that commission members spoke with a representative sample of 

During the committee�s October 2005 meeting, 
the prisoner liaison panel spent a great deal of 
time debating the appropriateness of including 
prisoners in research, with special concerns for 
biomedical research. 
�It is so much easier for indiscretions or bad 

intentions to take place behind those prison walls 
and razor wire. I have seen it in so many cases, 
where doctors who were sworn to save lives and 
do good have become so consumed by that intel-
lectual scientific quest that they forget about the 
test subject. It is just so easy to abuse the situa-
tion,� stated Allen Hornblum, author of Acres of 
Skin (Hornblum, 1998) and former member of 
the Philadelphia Prison System Board of Trus-
tees.  
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research participants and nonparticipants selected by commission staff 
from a master list of all prisoners and found that, overall, participants 
valued the opportunity to participate in research and felt they were suffi-
ciently informed and free to enroll or withdraw at will, and nonpartici-
pants did not object to this opportunity being available to others 
(NCPHSBBR, 1976). 

This message continues to be 
articulated today. This committee 
visited one prison and one prison 
medical facility to discuss ex-
perimentation with current pris-
oners and peer educators (see 
Appendix A). The prisoners ac-
tively expressed the desire to 
have access to research. They 
stated they would feel they had a 
choice as to whether to partici-
pate and that they know their 
rights when it comes to study 
participation. The prisoners and 
peer educators at those site visits 
also echoed the sentiment that prisoners possess sufficient autonomy to 
make informed decisions about whether to participate in a given study.4  

This, combined with the myopic emphasis on informed consent, is 
why the current categorical regu-
latory approach should be aban-
doned in favor of a risk-benefit 
paradigm. The following rec-
ommendations strive to acknowl-
edge that, in limited 
circumstances, the potential benefit of a research protocol can justify re-
search involving prisoners. These limited circumstances cannot be cap-
tured by a rigid categorical approach but need to be rooted in a risk-
benefit analysis that grapples with the balance between a need for protec-
tion and access to potentially beneficial research protocols. 

 

                                                 
4Of course, this survey only represents the views of a limited sample of prisoners. Al-

though many inmates might share these opinions, others might feel that their circum-
stances do not permit the exercise of autonomy. This emphasizes the need for setting 
specific collaboration, discussed in detail later. 

�My experience has really been that pris-
oners want access to innovative intervention 
programs. They want to change. They want 
to have access to the things that are going 
to help them, and that is one reason why 
people become involved, at least in working 
with us,� said Olga Grinstead, Ph.D., ad-
junct associate professor at the University 
of California, San Francisco�s Center for 
AIDS Prevention Studies, when she spoke to 
the committee in July 2005. She contined, 
�From the issue of equity or the issue of 
justice, there are advantages to being in-
volved in research. We need to be aware 
that prisoners are motivated to be in volved 
in research. They are motivated to give 
back, and that should be taken into account 
too.�  

Doris James, of the Bureau of Justice Sta-
tistics, added that some studies are very 
specific to the experiences and actions of 
prisoners. �Offenders are the only source of 
some of this data, data that are needed to 
provide programs, to produce policies to 
help meet their needs.�  

Copyright © National Academy of Sciences. All rights reserved.

Ethical Considerations for Research Involving Prisoners 
http://www.nap.edu/catalog/11692.html

http://www.nap.edu/catalog/11692.html


144 ETHICAL CONSIDERATIONS FOR RESEARCH INVOLVING PRISONERS 
 

Recommendation 5.1 Apply Risk-Benefit Framework to 
Research Review 
The U.S. Department of Health and Human Services should 
revise regulations regarding research with prisoners from a 
model based on categories to a system based on weighing of 
risks and benefits for the individual human subject, similar 
to the approach currently used in Subpart D5.  
The risks and benefits of human subjects research are the ethi-
cally relevant issues, not the category of the research. The cur-
rent categorical approach is dependent on stipulated research 
categories that are subject to various interpretations. This ap-
proach does not provide sufficient or reliable protection for the 
human subject. In addition, the present structure does not address 
the actual conditions of confinement or the restrictions on liberty 
that attach to any prisoner (whether incarcerated or subject to re-
straints on liberty in connection with community-based alterna-
tives to incarceration) who may consider becoming a research 
subject and for whom the regulations are intended to provide 
protection. A risk-based approach is preferable because it re-
quires IRBs and the Office for Human Research Protections to 
(1) focus on the potential benefits and harms of each suggested 
research protocol and (2) identify the particular ethical issues 
that each protocol raises in the specific context of the correc-
tional setting. 
 
The general principle holds for all research: Ethically permissible re-

search must offer benefits to prisoners that outweigh the risks. On the 
risk side of the equation, it will be important to analyze all potential 
risks, even something as seemingly innocuous as an interview. Certain 
questions can trigger harmful emotional or psychological responses; 
these questions cannot be allowed among prisoners unless there is an 
associated benefit.  

On the benefit side, there may be research protocols, most likely epi-
demiological or social/behavioral, that carry very low risks for the pris-
oner subjects but no personal benefit for the subjects. Instead, the 
potential benefits may be for prisoners as a class (e.g., studies to identify 
factors that predict recidivism). Application of a risk-benefit analysis 
may determine that, because the risks are very low and important knowl-

                                                 
5Details of Subpart D in IOM 2004, pp. 100-103. 

Copyright © National Academy of Sciences. All rights reserved.

Ethical Considerations for Research Involving Prisoners 
http://www.nap.edu/catalog/11692.html

http://www.nap.edu/catalog/11692.html


THE ETHICAL FRAMEWORK FOR RESEARCH INVOLVING PRISONERS 145 
 
edge or benefits may accrue for prisoners as a class, the research may be 
considered ethically acceptable. The same may hold true for epidemiol-
ogical studies (as distinct from biomedical research) that require analysis 
of biomedical samples, such as tissue, blood, or urine, but are not de-
signed to assess outcomes of an intervention. 

The idea of benefit can be flexible enough to include minimal risk 
protocols where the benefit to prisoners is indirect and/or temporally dis-
tant. It will be up to IRB�s to determine whether there is a convincing 
affirmative reason for conducting research in a prison setting. When re-
viewing minimal risk research that does not present a direct benefit to 
subjects or prisoners as a class, IRB�s should consider whether the re-
search has the potential to yield important scientific information and the 
extent to which that information can only be obtained in a prison setting. 
For example, it would be appropriate to allow a prisoners� continued par-
ticipation in a minimal risk longitudinal study (i.e. epidemiological 
study) that they began before being incarcerated. Such studies may not 
benefit either the individual prisoner or prisoners as a class, but may 
generate important information about the community to which the par-
ticipant belonged before incarceration. This would be permissible be-
cause the subject was selected for reasons other than incarceration, and 
the subject�s decision to participate is unlikely to have been influenced 
by the pressures of prison life. However, it should be noted that the 
flexible notion of benefit has distinct limits. In the absence of benefit, 
either to the prisoner subject or to prisoners as a class, the research 
should be conducted in other settings 

This balancing framework represents a departure from the way that 
decisions are currently made for approving research protocols. The pre-
sent system utilizes the idea of �minimal risk� to evaluate the dangers 
associated with a protocol; studies are often characterized as presenting 
either minimal risk, or more than minimal risk. The committee believes 
that this categorical approach is problematic and needs to be balanced 
with a consideration of benefit . Under a new risk-benefit framework, 
studies should be evaluated through a dynamic process of balancing risks 
and benefits, thus removing the need to rely on static definitions and 
categories. Nonetheless, as discussed in Chapter 6, the idea of minimal 
risk can be a useful tool for evaluating the risk side of a risk-benefit 
analysis. IRBs are accustomed to this starting point in their analyses, but 
should also move beyond strict reliance on this specific term in favor of a 
consideration of the balance between risks and benefits. Moreover, given 
the particularities of being a prisoner, the committee believes that the 
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definition of �minimal risk� presently in Subpart C should be replaced by 
a slightly modified version of the definition, as follows:   
 
��the probability and magnitude of physical or psychological harm that 
is normally encountered in the daily lives, or in the routine medical, den-
tal, or psychological examination of healthy persons living outside the 
correctional setting.�    

 
This definition reflects the fact that prisoners are faced with a high base-
line level of daily risk, thus making prison life an inappropriate reference 
point for determining whether a research protocol presents more than 
minimal risk. 

 
 

Guidance on biomedical research The following guidance suggests 
how the risk-benefit framework should be applied to biomedical re-
search. Specific direction is being supplied for this area because of the 
history and controversy surrounding medical and pharmacological stud-
ies in prisons. For other types of research (i.e. epidemiological, behav-
ioral, etc.), these very specific limitations are not relevant.  

There are two narrow circumstances in which biomedical research 
might be ethically acceptable:  

 
1. In normal circumstances, a biomedical research study may be 

ethically acceptable if: 
 

● for research on new therapies or preventive measures, there 
is already some evidence of safety and efficacy, as in Phase 
3 testing for new drugs, as defined by the Food and Drug 
Administration (FDA); and  

● the ratio of prisoner to non-prisoner subjects does not exceed 
50 percent.  

 
2. In exceptional circumstances, a biomedical research study may 

be ethically acceptable even if the benefit of an intervention has not been 
completely established, or if the research population is disproportionately 
comprised of prisoners. This requires a federal-level review, for example, 
if the research addresses a condition that is solely or almost solely found 
in incarcerated populations. For studies of this nature to proceed, the pro-
tocol must be submitted to a national, specially convened panel of ex-
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perts, who, in a public process, consider the ethical acceptability of the 
protocol (as is the process for Subpart D [45 C.F.R. § 46.407]), and make 
recommendations to the responsible government authority (Office for 
Human Research Protections) regarding the special circumstances that do 
or do not provide a basis for research and the safeguards that must apply. 
 

Rationale This approach starts with the presumption that biomedi-
cal research should be severely restricted and is allowable only in limited 
circumstances. Biomedical research involving prisoners as subjects is 
only permitted when the potential benefit to the prisoner-participants 
outweighs the risk to which the subjects are exposed. Under this frame-
work, studies that offer no benefit to potential subjects would be pre-
cluded (eg., testing of cosmetic products).The goal of the risk-benefit 
analysis is to prevent prisoners from being burdened by more than their 
fair share of risk, while allowing access to research that has potential 
benefits. This is especially relevant in circumstances in which effective 
treatments have not been developed to address a life-threatening or life-
altering condition.  

The guidelines articulated above illustrate how these principles 
would be applied in practice. The first allowable situation involves a 
treatment that appears to be safe and effective based on small-scale trials. 
The potential benefit of an experimental intervention must be established 
before engaging in a risk-benefit analysis. As such, Phase 1 and Phase 2 
studies, as defined by the FDA to determine safety and toxicity levels, 
would not be allowable. Since these trials are principally designed to 
study a drug�s safety and efficacy, potential benefits are not yet clear. In 
these cases, risks to the prisoner might well overshadow the uncertainty 
of unproven benefits. Only Phase 3 studies would be allowed, since basic 
efficacy would already have been demonstrated. 

This approach reflects the growing view that research presents not 
only burdens but can also present benefits that should be fairly distrib-
uted to prisoners. However, the distribution of burdens must still be con-
sidered � thus the requirement that the ratio of prisoner to non-prisoner 
subjects does not exceed 50 percent. Biomedical research should involve 
prisoners only to provide a benefit to individual prisoner participants, 
not because they are a convenient source of subjects. This 50 percent 
limit represents the committee�s strongly held view that prisoners should 
not comprise the majority of a biomedical study�s enrollment when non-
incarcerated subjects are available. The just distribution of risks and the 

Copyright © National Academy of Sciences. All rights reserved.

Ethical Considerations for Research Involving Prisoners 
http://www.nap.edu/catalog/11692.html

http://www.nap.edu/catalog/11692.html


148 ETHICAL CONSIDERATIONS FOR RESEARCH INVOLVING PRISONERS 
 
potential for abuse require that researchers not be permitted to unneces-
sarily rely on prisoners as subjects. 

It should be noted that the 50 percent limit is a ceiling that should 
only be approached when extensive use of prisoners as subjects can be 
justified by potential benefit. If a disease is less common in prisons, ethi-
cal guidelines would suggest a lower proportion of prisoner subjects. In-
mates should only be part of the subject pool to the extent that the 
disease affects the prisoner population. A study that extensively enrolls 
prisoners when non-prisoner subjects are available should be examined 
closely to ensure that benefit to the prisoner population, and not conven-
ience, is the true justification.  

Under guideline 2, the 50 percent ceiling can be exceeded in excep-
tional circumstances, such as for conditions that solely or almost exclu-
sively affect prisoners (Example repetitive sexual assault, see Example 7, 
Chapter 6, page 194). Due to the inherent risks associated with research 
involving prisoners, increased oversight is needed when a biomedical 
study enrolls a high proportion of prisoners, or when the potential bene-
fits are expected but not yet established. Thus, the second exception re-
quires more stringent safeguards. In this instance, the protocol would 
need to be submitted to an expert panel of medical and ethical scholars, 
whose opinions would be collected by the supervising agency and pub-
lished on the agency�s Web site. The agency would then need to publicly 
post an opinion regarding its acceptance or rejection of the expert testi-
mony and the reasons for either. This process is analogous to the process 
used under Subpart D § 407 (IOM, 204). 

The preceding discussion should not be construed as an abandon-
ment of the commission�s �primarily protective framework.� The goal of 
a risk-benefit framework is to maximize the safety and well-being of 
prisoners. As the commission emphasized, respect for persons requires 
that the risk of coercive practices and research abuses be negated (or at 
least minimized) by the use of protective measures. The commission�s 
approach stressed the prevention of deleterious research protocols, but it 
did not properly account for potential that research can offer positive 
benefits to prisoner-subjects. A risk-benefit framework is still primarily 
concerned with preventing harm, but does so in a manner that allows for 
participation in research when the potential for benefit to prisoners 
greatly outweighs potential risks.  

Risk-benefit analyses of the type illustrated here provide the bases 
for the kinds of specific safeguards discussed and described in greater 
detail in Chapter 6.  
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Justice 
 
In this section, the committee lays out its expansion of the principle 

of justice in two ways: To include: 1) collaborative responsibility for re-
search proposals and setting a research agenda and 2) enhancing the wel-
fare of prisoner population. 
 
Collaborative Responsibility 

 
The conceptualization of justice has expanded since the original 

commission�s work. They primarily thought of justice in terms of the 
distribution of risks and benefits. Although this is still a legitimate con-
cern, some recent scholarship suggests elevating collaborative responsi-
bility under the rubric of justice. 

Specifically, Eckenwiler (2001) develops a proposal for incorporat-
ing particularity into the re-
search review process that re-
flects the interest in 
subjectivities and participatory 
justice in contemporary feminist 
scholarship. She notes that 
analyses of potential harms and 
benefits, and trade-offs between 
them, can vary considerably 
depending on personal charac-
teristics and on the social, eco-
nomic, and institutional contexts. A determination to be impartial or to 
put oneself in the shoes of a particular kind of research subject will be 
inadequate in many circumstances: �When differences between the social 
positions of the deliberators and the targeted beneficiaries involve rela-
tions of privilege and oppression attempts to ignore one�s own situation 
or imagine the perspectives of others are especially unlikely to be suc-
cessful. Furthermore, as most IRB [institutional review board] members 
are health care providers and scientists, they are less disposed to question 
features of research that collude in perpetuating inequalities�[and may 
also be] acutely aware of the financial environment in which they operate 
and of the importance of clinical research in their institutions� economic 
viability� (Eckenwiler , 2001). Eckenwiler recommends that, among 
other things, efforts be undertaken to enhance the participation of af-
fected or interested groups. This involves acknowledging that groups are 

�We need to emphasize and re-emphasize 
the voluntary nature of research in our col-
laborations with community based agencies, 
with the Department of Corrections, with the 
prisoners themselves. We need to be sure we 
are getting input from the incarcerated com-
munity,� said Olga Grinstead, Ph.D., Uni-
versity of California, San Francisco Center 
for AIDS Prevention Studies, at its July 2005 
meeting that. Dr. Grinstead has been devel-
oping and evaluating HIV, STD, and hepati-
tis prevention programs for incarcerated 
men and their female partners since 1993.  
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not monolithic and are themselves subject to a range of problems that 
should be addressed in the consultation process. This recommendation 
has two aspects: (1) including more laypeople who match the local popu-
lation and common subject groups in key respects; and 2) shaping IRBs 
so they are hospitable places for lay members. 

This committee agrees with this perspective. Thus, a new risk-benefit 
approach needs to be accompa-
nied by an emphasis on collabo-
ration. The ethical problems 
associated with research involv-
ing prisoners will manifest 
themselves differently in each 
correctional setting. The one-
size-fits-all approach character-
ized by a focus on informed 
consent cannot adequately ad-
dress the unique concerns presented by each setting. Thus, all relevant 
parties should be involved (prisoners, correctional officers, medical staff, 
administrators) when creating and implementing a research protocol. 
This effort, combined with a more specific focus on risks and benefits, 
can lead to research practices that better incorporate justice and respect 
for persons. 

 
Recommendation 5.2 Use a Collaborative Research 
Approach 
Under an ethic of collaborative responsibility, investigators 
should find ways to obtain input from prisoners and other 
stakeholders on the design and conduct of any research pro-
tocol involving prisoners.  

To satisfy the spirit of the Belmont Report principles in 
modern correctional settings requires recognition of an addi-
tional ethical imperative. Collaborative responsibility is a neces-
sary ethical underpinning for research in correctional settings. 
Collaborative responsibility is a phrase intended to convey the 
idea that, to the extent feasible, all aspects of research (design, 
planning, and implementation) should include the active partici-
pation of relevant institutional stakeholders (prisoners, correc-
tional officers, medical staff, administrators). Efforts should be 
made to consult with major stakeholders within the local institu-
tion, particularly prisoners as well as former prisoners and prison 

�I would like to know more about how we 
could have a liaison between the inmates and 
the researchers. I really think that that is an 
important issue,� stated Debra Breuklander 
at the committee�s October 2005 meeting. 
Ms. Breuklander is a former prisoner who is 
now a nurse consultant at MECCA, a resi-
dential inpatient substance abuse treatment 
program in Des Moines, Iowa, and a member 
of the committee�s prisoner liaison panel.  
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staff, to particularize the protocol to local conditions. A focus on 
collaboration would help cope with the reality that each institu-
tion has its own unique conditions and also may facilitate open-
ness of the research environment. With collaborative input, 
research design and implementation could be tailored to the is-
sues, needs, and capacities of a given setting. Prisoners have an 
interest in being consulted as part of the collaborative process. 
The responsibility for collaboration lies with investigators, who 
need to make the effort to engage prison administration and pris-
oners themselves for their input, and with the human research 
participant protection program, which must determine that the 
effort was made. 

 
A valuable model can be found in Responsible Research: A Systems 

Approach to Protecting Research Participants (IOM, 2003), which sets 
forth the phases of human research (see Figure 5-1). Most of these 
phases provide an opportunity for collaboration that can facilitate the 
conduct of research in accordance with the principles of justice and re-
spect for persons. 

At the outset, a researcher must construct a research question. Col-
laboration with prisoners and prison staff at this stage can be a produc-
tive means of addressing topics that will have the most benefit for the 
prison population. Representatives from within the prison system can 
encourage study of the most pressing problems or discourage protocols 
that address insignificant issues. It is at this first stage that prisoners in 
particular can voice their thoughts on whether a given research question 
provides benefits that outweigh the risks. 

Collaboration during protocol development is important because 
each correctional setting presents unique strengths and weaknesses. This 
is an opportunity to assess a specific prison�s infrastructure (e.g., to de-
termine what is feasible). In particular, collaboration during protocol de-
velopment can reveal setting-specific characteristics that will make it 
significantly more difficult to conduct ethical research (i.e., presence of 
gangs, mistrust of outsiders, inadequate medical infrastructure). When 
such barriers exist, the researcher, in collaboration with prisoners, correc-
tional officers, medical staff, and administrators, must consider whether 
it is even appropriate to perform human subject research in that setting, 
and if so, to design safeguards that protect subjects and overcome im-
pediments. 
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FIGURE 5-1 The phases of human research. 
SOURCE: IOM, 2003,  Figure 1.1, p. 41. 

 
 
Recruitment and enrollment make up a third area of potential col-

laboration. Involving prisoners in the recruitment process can go a long 
way toward minimizing potential coercion or undue inducement. If pris-
oners have a voice in how subjects are enrolled, they can help protect 
themselves from inappropriate recruitment practices that infringe on their 
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autonomy (respect for persons) or unfairly distribute risks and benefits 
within the prison population (justice). 

This model and discussion are not meant to provide a comprehensive 
list but merely to illustrate that collaboration can and should occur at 
every level of the research process. There is no objective way to say col-
laboration occurred. However, the HRPPP can ask if all relevant people 
were consulted and determine that the process was transparent and fair. 
As long as all parties are consulted fully and fairly, given an opportunity 
to be heard, the goal is met. 

The committee acknowledges that this will generally be a new model 
to many researchers and within most correctional settings, and, thus will 
require a significant commitment to implement.  

 
 

Welfare of the Prisoner Population  
 
Recent decades have seen an explosion in writing on justice, specifi-

cally in the context of research. As discussed previously, this has in-
volved a change in the way we view distributive justice. The commission 
thought of distributive justice as requiring the fair distribution of research 
risks and burdens. However, much of the recent philosophical work ar-
gues that, although justice requires the protection of vulnerable subjects 
from exploitative research, sometimes it also mandates that research be 
done to improve the welfare of these populations. This perspective fo-
cuses on the idea that justice requires the fair distribution not only of 
risks but also of benefits. 

In this area, the volume Beyond Consent: Seeking Justice in Re-
search has synthesized and extended prior work on justice. In the chapter 
�Race, Justice, and Research,� King (1998, p. 102) argues that justice 
should take us beyond purely distributive concerns to the evaluation and 
modification of �institutional arrangements� and structures of �decision 
making and other procedural aspects of research.� Another chapter, 
�Convenient and Captive Populations,� provides a history of the regula-
tion of research with prisoners, institutionalized persons, military per-
sonnel, and students in the United States. It concludes by endorsing a 
protectionist stance toward these populations, based on histories of 
abuse, while noting that �there are circumstances in which justice may 
permit, or even require, access to research� for these populations, such as 
�the prevalence of a disease that poses a particular threat� to its members 
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and �cannot be studied as effectively with other subjects�(Moreno, 1998, 
p. 127).  

Similarly, two other philosophers have also thought about the idea 
that justice requires more than the protection of subjects from exploita-
tion; in order to be truly ethical, research must actively consider what is 
best for a population. London, in his work on international research, ar-
gues that the permissibility of clinical research should rest in part on its 
contribution to �filling the gaps between the most important health needs 
in a community and the capacity of its social structures to meet 
them�(London, 2005, p. 33). Even if a particular research project is not, 
strictly speaking, exploitative, it may still be ethically problematic if it is 
not the project that has the greatest potential to address the health prob-
lems and concerns of the community. Powers (1998, p. 150) argues that 
�freedom of choice is important, but the availability of choice-worthy 
options also is important.� He calls for a complex, comprehensive con-
cept of justice in research that not only synthesizes elements of the vari-
ous norms (e.g., adopting a dual focus on individuals and groups, 
benefits and burdens, and upstream and downstream) but also considers 
the connections between research and other realms of health (or, for that 
matter, social) policy.  

The committee believes that this expanded concept of justice is an 
important ethical development. Justice requires more than the protection 
of prisoners from harm caused by the research itself. Ethical research 
carries with it a responsibility to grapple with the fact that potential harm 
is ubiquitous in everyday prison life, creating an environment for re-
search in which the choice to participate in a study can be inherently co-
ercive and potentially dangerous. Thus, in order for research to be 
ethical, justice requires that it must be done in a setting in which there is 
an adequate standard of health care in place.  

How to assess the adequacy of a correctional health care system? 
The committee acknowledges that the vast majority of researchers and 
IRBs do not have the expertise to directly measure health care quality in 
correctional settings. Certain indirect measures, however, may help with 
this determination. For example, has the specific correctional system�s 
health care services been found to be unconstitutional by a court? Is it 
under a consent decree, settlement agreement, or a similar process rele-
vant to the adequacy of the healthcare services? Such situations create a 
presumption that the system was inadequate at that time. Research in a 
correctional facility that involves subject matter addressed under a court 
order/settlement/consent decree should be presumptively disapproved. 
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(The concern is primarily biomedical research, but behavioral research 
could be implicated under the standards proposed here if the underlying 
mental health support is seriously lacking in the institution and if the pro-
posed research project has mental health as an integral component of the 
behavioral research.)  

To allow biomedical research under such circumstances, the IRB 
must apply the risk/benefit analysis the committee proposes in a height-
ened form and find that the research proposed is permissible only after 
reviewing the specific components of the research and its interaction 
with the specific components of the system presumed to be deficient. 
This risk/benefit application should address the theoretical aspects of the 
proposed research, as well as its administration and monitoring, includ-
ing the informed consent. The IRB must assure itself that no prisoner is 
choosing to be a research subject in order to bypass the presumptively 
deficient system. 

Other factors, which would be useful though not definitive, include:  
 
1. Is the system accredited by a third party, such as NCCHC, ACA, 

or JCAHO? 
2. Have any recent internal or external assessments been made of 

the health care system? 
3. Do relevant QI studies exist? 
4. Do other relevant assessments exist? 
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Recommendation 5.3 Ensure Adequate Standards of Care 
Human research participant protection programs,6 together 
with the prison administration and prison health care profes-
sionals, are responsible for ensuring that research with pris-
oners occurs in an environment that is appropriate to the 
health and well-being of prisoners, including access to exist-
ing medical and mental health care that is adequate, protec-
tion from inmate attempts to coerce or manipulate 
participation or nonparticipation in research, and prompt 
access to decent health care services in case the research 
causes physical or mental harm. 
Ethical research requires an environment that is humane and 
provides reasonable access to supportive care, particularly when 
human subjects are exposed to physical or psychological risks. 
Without adequate medical or psychological care, subjects may 
be vulnerable to undue inducements to participate in research 
such that they would consent in order to gain access to medical 
care or other benefits they would not normally have. Finally, re-
searchers have an ethical obligation, if they expose subjects to 
risk, to rapidly and professionally remedy any harms caused by 
the research. 
 
HRPPPs can meet their obligations under Recommendation 5.3 by 

engaging in due diligence and going through a careful process to dis-
cover whether adequate heath care exists within the correctional setting, 
including analysis of the factors described above and any others that 
might reflect on the quality of the correctional setting. Obtaining answers 
to these questions would likely require visitng the setting, speaking to 
health care staff, and reviewing relevant court cases. 

Lastly, if research is to be done in prisons, there is an ethical respon-
sibility to devote much of this research effort to determine how best to 
achieve all of the legitimate purposes of the criminal justice system. 

 

                                                 
6The term human research participant protection program is used throughout this re-

port to mean the network of entities with direct responsibility for the safety of those en-
rolled in the studies carried out under its purview. The HRPPP most often includes the 
research organization, the study sponsor, investigator, IRB, and, when relevant, the data 
safety monitoring board (IOM, 2003). In the contexts described in this report, prison 
research subject advocates would be an important part of this network as well. 
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Recommendation 5.4 Support Critical Areas of Correc-
tional Research 
Government agencies should fund and researchers should 
conduct research to identify needed supports to facilitate 
prisoners� successful reentry into society, reduce recidivism, 
and inform policy makers about the most humane and effec-
tive strategies for the operation of correctional systems. 
Society creates a correctional system for clear purposes, such as 
deterrence to future crime and rehabilitation of those who are 
convicted of committing offenses. It is of utmost social impor-
tance to better understand how best to achieve the purposes of 
incarceration, including reduction of recidivism and successful 
introduction back into the community. Perhaps unavoidably, the 
criminal justice system inflicts some harm on those it punishes. 
As ethical people, we constantly strive to develop and use cor-
rective measures that are effective and humane, without causing 
unnecessary physical or mental harm to prisoners. However, 
prisoners are a vulnerable population subject to abuse and ex-
ploitation. Indeed, several subclasses of prisoners make up some 
of society�s most vulnerable populations, such as young people, 
persons with mental disabilities, racial minorities, women, and 
people with diseases (addiction, hepatitis, HIV, hypertension, 
diabetes) that may or may not be treated during imprisonment. It 
is, therefore, especially important to better understand how to 
protect and promote the welfare and well-being of this large and 
growing segment of our society. Scientific knowledge and in-
formation about �best practices� gained from high-quality re-
search is critically important to understanding how best to 
achieve all of the legitimate purposes of the criminal justice sys-
tem. 
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6 
 

Systems of Oversight, Safeguards, 
and Protections 

 
 
 
 
 
 
 
 

Participation in human subjects research has often been thought of as 
a burden, which suggests that the barriers to participation were signifi-
cant. Although it is important to be vigilant to avoid unwarranted bur-
dens, there is also an increasing awareness that research participation can 
sometimes afford benefits. Thus, when thinking about research involving 
prisoners, potential benefits and risks must be carefully considered. This 
chapter focuses on the systems of oversight, safeguards, and protections 
that would enable human research participant protections programs to 
weigh the potential benefits and risks and then apply important safe-
guards and monitoring processes, based on level of risk, to approved re-
search. It includes a discussion of how prisoner research should be 
defined and how it should be reviewed (when, what, and by whom). 
Recommendations regarding the use of a prison research subject advo-
cate (PRSA) and stronger national oversight of prisoner research are also 
discussed. The chapter ends with the committee�s suggestions to modify 
the risk-benefit approach used in Subpart D of 45 C.F.R. § 46 for appli-
cation to apply it to research involving prisoners.Relevant examples are 
provided.  

 
 

OVERARCHING PRINCIPLE 
 
In considering a system of oversight, safeguards, and protections un-

der the broader proposed definition of �prisoner,� the committee weighed 
the current system in view of the locus of specific threats to ethical re-
search with prisoners and perceived need for concrete responses to those 
specific threats. In doing so, the committee considered (1) alternative 

Copyright © National Academy of Sciences. All rights reserved.

Ethical Considerations for Research Involving Prisoners 
http://www.nap.edu/catalog/11692.html

http://www.nap.edu/catalog/11692.html


162 ETHICAL CONSIDERATIONS FOR RESEARCH INVOLVING PRISONERS 
 
conceptual frameworks for defining and reviewing permissible research 
with prisoners, (2) the substantial variability in threats to ethical research 
(e.g., the potential and likelihood for coerced participation; the degree of 
openness to outside review, and remediation of emergent research-
related problems) across the expanded array of research settings (i.e., 
community settings as well as traditional institutions), (3) differing types 
and magnitudes of potential risks posed by specific types of research 
(i.e., biomedical as distinct from social/behavioral), and (4) specific 
safeguards related to research design and implementation monitoring that 
might facilitate safe and ethical research across these diverse settings. 

To correct the inadequacies and lack of complete coverage of current 
regulations, as described in Chapter 3, the systems recommended by the 
committee are meant to apply to all research with prisoners to ensure that 
the same protections are afforded to every prisoner-subject. Prisoner-
subjects are currently being enrolled in a broad spectrum of research on 
various topics at many different institutions and by many different re-
searchers. To achieve the objective of adequately protecting prisoner-
subjects, the system of oversight must cover all research involving this 
vulnerable population regardless of the funding source, the federalwide 
assurance (FWA) status of the institution conducting the research, the 
correctional setting in which the research will take place, or the type of 
research being conducted. Additionally, the oversight system should 
cover research involving individuals meeting the definition of prisoner 
set forth in Chapter 4, which includes persons at all custody levels, from 
those who reside in prisons or jails to those who are under supervision in 
detention centers or other types of community placements. 

 
 

DEFINING AND REVIEWING PRISONER RESEARCH 
 
For the tasks of defining and reviewing permissible research with 

prisoners, the committee considered the current framework of the U.S. 
Department of Health and Human Services (DHHS) regulations at 45 
C.F.R. § 46 Subpart C (Additional DHHS Protections Pertaining to Bio-
medical and Behavioral Research Involving Prisoners as Subjects)1. This 
regulation requires that a duly constituted institutional review board 
(IRB), with at least one prisoner representative as a voting member, re-

                                                 
1Revised November 13, 2001. 
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view and approve the study, with consideration of the special circum-
stances inherent in conducting the research with prisoner-subjects. Sub-
part C defines permitted research using a combination of substantive 
research categories and risk levels and for certain types of research. All 
studies involving prisoners within this framework are subject to certifica-
tion by the DHHS Office for Human Research Protections (OHRP), 
which verifies that (1) the IRB has appropriately reviewed the study and 
(2) the study falls into one of the categories of permissible research (see 
Chapter 3 for details). This subpart also requires federal-level review (in 
consultation with a panel of experts) and published notice in the Federal 
Register for certain categories of research. 

On close inspection and in light of the experiences of committee 
members who have served on IRBs, the Subpart C provisions appear 
problematic. The substantive categories are not mutually exclusive, and a 
study that might be permitted without secretarial review in one category 
(e.g., a study of drug addiction as a cause of criminal behavior) might 
require secretarial review in another (e.g., drug addiction as a condition 
particularly affecting prisoners). The classification and OHRP certifica-
tion process for such studies can be lengthy and contentious, often result-
ing in (sometimes prolonged) delays, which may discourage 
investigators from conducting valuable research. The value added by the 
certification and review process, as it currently operates, is not clear. Fur-
ther, OHRP has reported receiving for review and certification studies 
that were designed to yield potentially important and useful information 
but could not be approved because they did not fall into one of the ap-
provable substantive categories.  

The committee considered whether a modified version of the frame-
work provided under 45 C.F.R. § 46 Subpart D might be preferable for 
the review of research involving prisoners. The Subpart D framework is 
structured primarily in terms of level of risk posed to the subject (mini-
mal or greater than minimal) and whether the research presents the pros-
pect of direct benefit to individual subjects (for a more detailed 
description, see IOM, 2004, pp. 100-103). With modifications that either 
(1) specify particular research categories that would be impermissible 
with prisoners or (2) delineate specific kinds of design and monitoring 
safeguards necessary for IRB approval of permissible research, the 
committee judged that greater protections could be afforded prisoner-
subjects by the use of a modified Subpart D framework (see page 186, 
�Applying Safeguards for Particular Kinds of Research�). 
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What Is Reviewed 
 
All research that involves prisoners must be reviewed by an inde-

pendent body before it begins. Under 45 C.F.R. § 46, research is defined 
as �a systematic investigation, including research, development, testing 
and evaluation, designed to develop or contribute to generalizable knowl-
edge.� This definition is subject to varying interpretations both inside 
and outside the prisoner research context. The main distinction between a 
research activity and a nonresearch activity is the primary intent of the 
activity: Research aims to test hypotheses and/or generate new knowl-
edge, whereas nonresearch aims to control a disease or other condition or 
to improve a program or service. Clinical or epidemiological studies that 
are intended to reveal new information about a disease, behavior, or 
treatment are clearly research. In contrast, data collection efforts that are 
intended solely to aid in evaluating an internal system or in quality im-
provement (QI) initiatives may not be research.  

There is little dispute that correctional health care systems should 
have an ongoing system in place to monitor and evaluate health care ser-
vices from quality assurance/improvement perspectives. In general, 
measurable components of care include accessibility, appropriateness, 
continuity, effectiveness, efficacy, efficiency, patient perspective issues, 
safety of the care environment, and timeliness (Joint Commission on Ac-
creditation of Healthcare Organizations, 1992). Such internal program 
assessments are central to policy makers and organization executives for 
management purposes, especially in the context of limited financial re-
sources and increasing demand for services (Council of State Govern-
ments, 2002). These evaluation systems have a variety of different labels, 
including QI, comprehensive QI, total QI, and quality assurance (QA). In 
more mature systems, QA is an element of a more comprehensive QI 
process. Outcome QI studies examine whether expected outcomes of 
patient care were achieved. Process QI studies examine the effectiveness 
of the health care delivery process.  

Under the current federal regulations, only research activities that in-
volve human subjects (or data from or about human subjects) require 
IRB review and approval. However, state-level Departments of Correc-
tions (DOCs) have different rules and are not consistent in what they 
consider to be research and nonresearch (see Chapter 2). For example, 

 
● in some states internal evaluations are not considered research, 

whereas similar activities undertaken by outside researchers are; 
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● in-house activities require fewer approvals or reviews than ex-
ternal activities; 

● unless results are to be published, IRB review may not be re-
quired. 

 
Because either type of activity (research or nonresearch, in-house or 

external) may involve the collection of private or sensitive information, 
there is a chance that prisoners who participate may be put at risk. Thus, 
to afford the greatest protection to prisoners, both activities may need 
outside scrutiny, especially in view of the heightened vulnerability of 
prisoners. If there is doubt about whether an activity requires review, it 
should be resolved in favor of providing additional protection to the hu-
man subjects through independent review and oversight. However, some 
activities (e.g., review of information from medical records to determine 
what therapies are most effective in a given correctional facility) are 
clearly designed to give clinicians and prison administrators information 
needed to provide quality care. Likewise, some activities are designed to 
improve the operations of the facility (i.e., QI processes) and are not in-
tended to be disclosed outside that facility. These activities, as well as 
external surveys for accreditation purposes, would not require review by 
an IRB because they do not constitute research. 

 
 

Who Reviews 
 
Current regulations state that research involving prisoners must be 

reviewed by an independent review committee, such as IRB, before any 
prisoner-subjects are contacted or any information about prisoner-
subjects is accessed by the researcher. This independent committee 
should include members with diverse demographic (e.g., gender and 
race/ethnicity) and technical (e.g., scientific and nonscientific) back-
grounds. In addition, the committee should include at least one prisoner 
representative who has experience with the prison setting, but is not an 
employee of the setting. This person should have particular knowledge of 
the correctional setting and should be able to represent the interests of the 
prisoners. The prisoner representative, who is a voting member on the 
committee, could be a person who works with prisoners (e.g., an attor-
ney, a service provider, or a chaplain who is not an employee of the cor-
rectional institution or agency), a family member of an inmate, or an ex-
offender. The committee should not include any individuals who have a 

Copyright © National Academy of Sciences. All rights reserved.

Ethical Considerations for Research Involving Prisoners 
http://www.nap.edu/catalog/11692.html

http://www.nap.edu/catalog/11692.html


166 ETHICAL CONSIDERATIONS FOR RESEARCH INVOLVING PRISONERS 
 
conflict of interest in reviewing the study, such as the researchers them-
selves, representatives from a sponsor, or the prison staff. In the case of 
multisite studies, it may be necessary to obtain input from more than one 
prisoner representative, because local conditions are likely to vary from 
site to site 

Two implementation issues require specific discussion. First, it is vi-
tal that the prisoner representatives on the IRB have sufficient opportu-
nity to be heard, independent from the people who work in prisons 
(correction officers, medical staff, and administrators). Prison staff can 
provide valuable input concerning the institutional needs and capacities. 
However, their institutional perspective may make it difficult for them to 
appreciate or articulate an accurate or sensitive assessment of the actual 
risk to prisoner subjects. As such, the prisoner representative must have 
the independence to freely express prisoner concerns, even when they 
may come in conflict with the institutional issues.  

Second, it will be important to diligently seek out and train prisoner 
representatives. If a representative is an ex-offender or prisoner advocate 
from outside of the institution, he or she must be familiar enough with 
the characteristics of the particular setting in question to provide relevant 
comments. Representatives from inside or outside the correctional setting 
should be given access to the prisoners so that individual concerns can be 
expressed. To ensure sufficient understanding of the risks and potential 
benefits of a protocol, the prisoner representatives should receive ade-
quate training on human subjects protections to understand the risks and 
potential benefits of protocols. 

Currently, prisoner research that falls under 45 C.F.R. § 46 Subpart 
C must be reviewed by a properly constituted IRB that is registered with 
OHRP and operates under an FWA. This IRB may be the same commit-
tee that reviews nonprisoner research, or it may be a distinct committee 
convened to review studies involving prisoner-subjects. Presently, re-
search involving prisoners that is not governed by 45 C.F.R. § 46 Sub-
part C may or may not be reviewed by an IRB. Instead, it may be 
reviewed by another, independent prison review committee, such as a 
research committee that reviews research conducted at a specific prison. 
Although a prison review committee may review a study, theirs should 
not be the only review because of their close ties to the prison. According 
to the committee�s survey of DOC representatives (Chapter 2), IRB re-
view is not consistent, and DOC IRBs do not universally include prisoner 
representatives. Other DOC IRBs may include people designated as pris-
oner representatives who may lack sufficient detachment and objectivity 
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to perform that function (e.g., health care professionals employed by the 
prison). Under the recommended oversight paradigm, review by an IRB 
(or other independent review committee) would be required for all re-
search involving prisoners regardless of whether review by a prison re-
view committee is also done. For studies conducted at more than one 
facility, reviews may be required by a local IRB or review committee for 
each facility. 

It should be noted that the IRB is only one component of an institu-
tion�s human research participants protection program (HRPPP).2  The 
HRPPP is a broader organizational structure in which the responsibility 
for protecting research participants is shared among the sponsor, the lar-
ger research organization, the investigators, and the IRB (IOM, 2003). 
Components of the HRPPP, in addition to the IRB, may entail additional 
levels of review and monitoring for prisoner studies, depending on the 
type and the risk level of the research.  

 
 

How Reviews Are Conducted 
 
The committee determined that the way in which IRB reviews of 

prisoner studies are conducted need not vary substantially from how 
these reviews are done currently, except for an increased emphasis on 
assessing risks and benefits. (Biomedical research, compared with other 
types of research, remains a critically important area of concern.) This 
accounts for the committee�s recommendation to replace the current 
Subpart C framework, which requires categorization of the research 
study, with a modified Subpart D framework, which focuses on risks and 
individual benefits, to guide the IRB in reviewing research involving 
prisoners. 

Prisoner studies should be reviewed by a fully convened (and prop-
erly constituted) IRB or other independent review committee, as is pres-
ently done and recommended by OHRP. One or more prisoner 
representatives must be in attendance at this review. The committee re-

                                                 
2The term human research participant protection program is used throughout this re-

port to mean the network of entities with direct responsibility for the safety of those en-
rolled in the studies carried out under its purview. The HRPPP most often includes the 
research organization, the study sponsor, investigator, IRB, and, when relevant, the data 
safety monitoring board (IOM, 2003). In the contexts described in this report, prison 
subject research advocates would be an important part of this network as well. 
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views the study protocol and all associated study materials (e.g., letters, 
consent forms, questionnaires, experimental protocols, drug information, 
and monitoring procedures). Committee members discuss the procedures 
in detail, with particular emphasis on potential risks to the prisoner-
subjects and whether proper protections are proposed to mitigate these 
risks. They also evaluate other issues that are unique to performing the 
research with prisoners in a correctional setting:  

 
● Is it necessary to involve prisoners in the study? This first ques-

tion addresses the concerns expressed by several prisoner liaison 
panel members (Chapter 5). There are many more nonprisoners 
than prisoners in this country. Why are prisoners an appropriate 
source of subjects for the study?  

● Will prisoners constitute a majority of the study subjects? The 
committee determined that, for most biomedical research, no 
more than 50% of the subjects may be prisoners. 

● How will the prisoners be recruited for the study, and how will 
prison staff be involved in this process? 

● How will informed consent be obtained from the prisoner-
subjects? Voluntary informed consent is difficult to ensure in 
prison settings because of the inherently coercive environment. 
Thus, this evaluation by the IRB will include a full review of the 
consent process. With regard to the consent form itself, are all 
elements of consent included and explained in lay language and 
translated into a language the prisoner can understand if he or 
she is not English speaking? For prisoners with poor reading 
skills, is the informed consent process modified to accommodate 
their needs, perhaps including a test of comprehension? Just as 
critical is the IRB�s review of the procedures that will be fol-
lowed to obtain consent: Who will obtain consent? How will the 
information be presented to the potential subject to ensure full 
comprehension? How will the prisoner�s questions be answered?  

● Will the prisoner be informed of any special implications related 
to participation in the research study in a given facility (e.g., in 
some facilities, testing positive for HIV may lead to transfer to a 
different facility, limitations on work opportunities and family 
visits, or specific medical treatments)? The consent must address 
the policies and practices of the correctional setting in which the 
study is conducted; it is the investigator�s responsibility to be-
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come informed about these issues before presenting the study 
procedures to the IRB.  

● Will the prisoner-subject be paid for participation in the study? If 
so, how will this payment be made (e.g., into a spending account, 
as a noncash item)? What assurances have been given that such 
payments are both allowed by the facility and appropriate? 

● Will the prisoner-subject feel that participation is truly voluntary 
and feel free from coercion (either to participate or not)? Is it 
possible to hold in confidence the prisoner�s decision whether or 
not to participate? The IRB must also be assured, and the pris-
oner-subject informed, that neither parole nor the confinement 
situation will be affected by the decision to participate or not in 
the research.  

● How will privacy be maximized? The interview setting is of par-
ticular concern, including the physical location of the room and 
the location of officers while the interview is underway. Officers 
need to be out of earshot, but it may also be important to make 
provisions to conduct the interview out of sight or with the pris-
oner facing away from officers and passersby. Computerized 
data collection methods (e.g., audio-assisted self-interviewing in 
which the respondent hears the questions through earphones and 
then types responses into the computer) can provide extra pri-
vacy protection for especially sensitive interview topics. Clinical 
studies under FDA�s purview require that a copy of the written 
informed consent, which contains details on the protocol, be 
placed in the participant�s medical record. However, for other 
studies, such as those of social/behavioral nature, unless the cor-
rectional setting has a policy that requires the same, a copy of the 
consent form need not be entered into the file ,and perhaps need 
not be left with the prisoner-subject. (There are circumstances 
under which possession of the consent form itself could com-
promise privacy.) The IRB could waive that requirement, while 
ensuring informed consent occurs. The IRB could also assign a 
unique study number to a research protocol (e.g., USF#12.344). 
Since IRBs (and correctional agencies) may both require evi-
dence that the prisoner gave written informed consent, it could 
be arranged that the final/signature page of the consent form in-
clude only the following language, plus signature blocks: �I have 
had an opportunity to read and discuss the consent form that ex-
plains research study Number USF12.344. I have had ample time 
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to discuss this study with a member of the research staff and 
have received satisfactory information to allow me to decide 
about taking part in the study. By my signature below, I do vol-
untarily consent to participate in this study.� The prisoner could 
keep a copy of this consent form which, if discovered by correc-
tions staff or other prisoners, would not disclose anything sub-
stantive about the nature of the research; similarly, if the 
corrections agency required evidence that the prisoner consented 
to and/or participated in the study, a copy of this in the file also 
would not violate confidentiality concerns beyond the fact of 
participation (which the agency almost inevitably and unavoid-
ably knows because of movement control).  

● Will a prisoner�s status 
as a research subject 
have social or other con-
sequences (either posi-
tive or negative) for the 
prisoner?  

● What arrangements will 
be made for prisoners to 
voice complaints about 
the study or concerns 
about their rights as sub-
jects, and how will these communications be facilitated in the 
correctional setting? (Access to telephones is commonly re-
stricted in correctional facilities, so this too must be considered.) 

● How will the confidenti-
ality of the study data be 
maintained? The IRB 
will assess whether ade-
quate plans are in place 
to prevent breaches of 
confidentiality, including 
how hard copy forms are 
handled by the study 
staff within the correc-
tional setting and how 
electronic data are pro-
tected. Unless names of 
prisoners are critical to 

�You have to know what the perception is 
going to be, not just the exact design, but 
how it is going to be perceived in the popu-
lace and by staff. Does involvement say the 
participant is a snitch? Will it reveal HIV 
status or sexual preference? That is a pre-
cursor to doing the risk-benefit analysis,� 
said Jack Beck, director of the Prison Visit-
ing Project at the Correctional Association 
of New York, and a member of the commit-
tee�s prisoner liaison panel, at the commit-
tee�s October 2005 meeting.  

�The research on women in the prison is 
very touchy for me,� explained Jean Scott, 
deputy regional director of New York City 
Correctional Treatment Programs, Phoenix 
House and a prisoner liaison panel member. 
�I see a lot of researchers going in to [get 
the women to] �tell your story.� This woman 
bears her soul, and that�s it, she goes down 
as another number. She�s left feeling bad, 
somebody else now knows her story. Now 
what do we do? They send these research 
teams in to start opening up all these 
wounds with these women, and it is not a 
good thing. [We need] to have a program 
that is going to spend the time that is needed 
for the women.�  
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the study (i.e., the study involves continuing treatment, future 
follow-up, or linkage to other records), the link between names 
and study data should be destroyed at the earliest possible time. 
Different types of confidentiality provisions will be required for 
different types of data (e.g., How are HIV results or other lab re-
sults protected? What happens when a prisoner reports an illegal 
behavior or a parole violation? Who is informed when a pris-
oner-subject requires follow-up care?). The limits of confidenti-
ality that can be ensured may also vary by location (i.e., related 
to individual state laws or facility rules), and prospective pris-
oner-subjects must be informed of these limits during the con-
sent process (e.g., some jurisdictions require reporting of child 
abuse or threats to harm oneself or others). 

● How will the research subjects access adequate health care if par-
ticipation in the research leads to the need for medical or psycho-
logical services?  

● How will follow-up care be provided to prisoners who may need 
it? Will it be possible for prison health care providers to be in-
formed of a person�s participation without informing other 
prison authorities?  

● How will study procedures be adapted to fit different settings in 
multisite studies? The researcher must present information about 
each research site to assure the committee that local conditions 
have been considered in the fashioning of responsive and appro-
priate study procedures. Gathering this facility-specific informa-
tion and customizing the study procedures are likely to require 
substantial effort by the investigator, depending on the number 
of participating study sites, as well as approval by a local IRB 
that had the benefit of participation by a prisoner advocate famil-
iar with the particular facility.  

 
The IRB needs as much insight into the correctional setting as possi-

ble. To optimize a collaborative research relationship between correc-
tional agencies, investigators, and prisoners to answer the questions 
listed above, some institutional initiative will be required. In addition to 
including a prisoner representative on the IRB and consulting with prison 
staff at each study site, it may be desirable for researchers to convene a 
prison advisory group to assist them in developing appropriate and feasi-
ble procedures for each study site. This group should be composed of 
current prisoners who can inform the researchers about unique factors to 

Copyright © National Academy of Sciences. All rights reserved.

Ethical Considerations for Research Involving Prisoners 
http://www.nap.edu/catalog/11692.html

http://www.nap.edu/catalog/11692.html


172 ETHICAL CONSIDERATIONS FOR RESEARCH INVOLVING PRISONERS 
 
consider at their particular institution. For example, they could provide 
suggestions about how to publicize the study, the best times and loca-
tions for recruitment, and how to minimize outside influences on a pris-
oner�s participation decision. This information will also be critical to the 
IRB as it decides whether adequate protections are in place to allow the 
study to go forward. It may also be advisable for an individual who is 
monitoring related or other studies within the same setting (termed a 
PRSA for prison research subject advocate by the committee (described 
on page 179) and/or prison staff to attend IRB meetings relevant to re-
search within their institutions). Investigators could consider scheduling 
periodic (e.g., annual or semiannual) meetings with correctional agen-
cies. With such exchange, investigators may be able to broaden their re-
search protocols to address issues of concern in the correctional setting 
that would �host� their study, even if the original or primary focus of the 
investigation is derived from the investigators� own research program. 
Similarly, corrections staff may get a preview of the kinds of issues and 
proposals that the investigators intend to pursue and contribute at the 
early (and later) stages of study design and implementation. 

During the deliberation phase of the review, the IRB will decide 
whether prisoners can be involved in the research study at all in view of 
the risks and benefits affecting this special population. The IRB may vote 
to approve the study, approve with modifications, defer, disapprove the 
study, or it may determine that the study requires a federal-level review. 

Two elements of research discussed previously�informed consent 
and privacy�are so integral to high-quality, ethical research that they 
require special attention. As such, the committee formulated recommen-
dations regarding both issues.  

 
Recommendation 6.1 Ensure Voluntary Informed Consent 
Human research participant protection programs should en-
sure voluntary informed consent is obtained from subjects in 
all research involving prisoners 
Informed consent is vital to autonomous decision making and re-
spect for persons and is considered a bedrock of ethical re-
search�whether it involves prisoners or non-prisoners. 
Informed consent is an interactive and ongoing process to ensure 
that participants are voluntarily participating in research and that 
they understand the level and nature of the risks and the uncer-
tainty of potential benefits. The written consent form�one part 
of the process�is the mechanism for documenting that commu-
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nication with the participant regarding relevant considerations to 
enrollment in a protocol has taken place. The informed consent 
process must help the prisoner to exercise autonomous decision 
making. The process poses special challenges in the correctional 
setting, where autonomy may be inconsistent with institutional 
order and judicially imposed limitations on liberty. In a correc-
tional setting, a prisoner�s capacity to exercise independent 
judgment may have atrophied. The consent process and discus-
sion must include a focus on the risks and benefits of the re-
search in the context of confinement or the manner in which 
liberty has been restricted.This would include the impact of any 
research data on a prisoner (e.g., how would testing positive for a 
communicable disease impact housing, work opportunities, 
medical treatment, family visiting). There is no question that, 
within correctional settings, it is more difficult to provide integ-
rity to the process of informed consent, but this does not remove 
the obligation. If it is determined that voluntary informed con-
sent is not obtainable, then a research proposal should not go for-
ward. 
 
Some researchers would argue that obtaining informed consent may 

impede some types of research, for example, studies of social phenomena 
via participant observation. Informing the subjects that they are being 
watched would undermine the research. For non-prisoner research, stud-
ies may not require informed consent under two sections of the Common 
Rule:  

(1) Some research can be deemed exempt from IRB review, includ-
ing: �Research involving the use of educational tests (cognitive, diagnos-
tic, aptitude, achievement), survey procedures, interview procedures or 
observation of public behavior, unless: (i) information obtained is re-
corded in such a manner that human subjects can be identified, directly 
or through identifiers linked to the subjects; and (ii) any disclosure of the 
human subjects' responses outside the research could reasonably place 
the subjects at risk of criminal or civil liability or be damaging to the 
subjects' financial standing, employability, or reputation.� (45 CFR 
46.101(b)(2)) 

(2) An IRB could also waive the requirement for informed consent 
under 46.116: �An IRB may approve a consent procedure which does not 
include, or which alters, some or all of the elements of informed consent 
set forth in this section, or waive the requirements to obtain informed 
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consent provided the IRB finds and documents that: (1) The research 
involves no more than minimal risk to the subjects; (2) The waiver or 
alteration will not adversely affect the rights and welfare of the subjects; 
(3) The research could not practicably be carried out without the waiver 
or alteration; and (4) Whenever appropriate, the subjects will be provided 
with additional pertinent information after participation.� 

However, the committee believes that neither of these justifications 
apply to prisoner subjects. Questions of autonomy and liberty are so dif-
ferent in correctional settings that the IRB should always be required to 
examine the ethical implications and require voluntary informed consent. 
In the first case, the committee feels that no research involving prisoner-
subjects should be deemed exempt from IRB review because the second 
condition ((ii) above) cannot be met. It is conceivable that even just ob-
servation of a prisoner's behavior, if that is disclosed to prison officials, 
could put the prisoner at risk. In the second case, it is not possible to say 
with certainty that the first two conditions ((1) and (2) above) will be met 
for prisoner subjects, regardless of the stated objective of the study.  
Even a seemingly benign study could pose more than minimal risk to the 
prisoner subjects.  For example, prisoners might be observed selling 
drugs in the yard in a study whose purpose was simply to observe how 
different racial or ethnic groups interacted with each other in the yard.  If 
so, a waiver of informed consent could adversely affect their rights and 
welfare (if the prison officials learned of this observation and took action 
against the prisoner). The prisoner would need to be informed of these 
risks before the study began. 

 
Recommendation 6.2 Protect the Privacy of Prisoners En-
gaged in Research 
Human research participant protections programs should 
collaborate with prison officials, probation officers, and 
other staff relevant to the correctional setting to protect the 
privacy of subjects in prisoner research.  
Privacy is considered one of the necessary prerequisites for ethi-
cal research. In most circumstances, this means nondisclosure of 
the identity of the research subject and ensuring confidentiality 
of the specific data collected. Privacy is exceedingly difficult to 
attain in prison settings, however, because of the inherently co-
ercive and institutionalized contexts and the controlled and pub-
lic nature of physical movement. Maximizing privacy within a 
correctional setting will require collaborative planning efforts 
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that involve potential subjects and staff from the correctional set-
ting  to consider the impact of participation on privacy issues. 

Given that it may not be possible to guarantee absolute pri-
vacy in some situations, researchers, IRBs, and other human re-
search participant protection programs should consider the extent 
to which core privacy issues can be protected from disclosure 
through realistic and practical approaches. For instance, it may 
be clear to prisoners and staff that research is being conducted, 
but the specific nature of the study or the characteristics common 
to human subjects need not be generally known or discernible. 
These measures, and their limits, should be discussed in detail 
with prospective participants in the context of the consent proc-
ess. 

In determining whether to approve or to continue research, 
HRPPPs should balance the effectiveness of measures designed 
to protect participant privacy, the extent of confidence that hu-
man subjects understand and willingly accept the risks in view of 
possible benefits, and the anticipated value of the research. 

 
The committee investi-

gated whether the Health In-
surance Portability and 
Accountability Act (HIPAA) 
of 1996 (Pub. L. No. 104-191) 
afforded any special privacy 
protections to prisoners in-
volved in research and found 
that it does not. This law pro-
tects medical information for 
all research participants, not 
just prisoner participants. In addition, not all medical information is cov-
ered; only protected health information (PHI) falls under HIPAA. PHI 
includes any medical data that contain uniquely identifiable information, 
such as a Social Security number, address, or fingerprint [45 C.F.R. § 
160.103, 2003] and that is held by a health care provider (or other �cov-
ered entity�). Thus, HIPAA would apply only to information collected in 
the course of medical service provision. Researchers could not obtain 
and analyze this PHI unless they comply with specific privacy protec-

Allen Hornblum, a member of the committee�s 
prisoner liaison group, recalled the lack of 
prison privacy he witnessed as a member of 
the board of trustees of an 8,000-person prison 
system. �I would go through the rolodexes of 
the inmates. There were inmates who had on 
their cards that they were HIV positive, which 
absolutely was not supposed to be known to 
anybody in the institution except the doctor 
and the inmate. But on every cell block I could 
find it. And if the guards know it, the inmates 
know it.� 
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tions that are provided under the HIPAA research provisions.3 However, 
researchers, assuming they are not themselves a covered entity, could 
collect their own data directly from prisoner research subjects without 
concern for these regulations.  

 
When Reviews Are Done 

 
As is the case for research that involves persons in the community 

(i.e., the free world), the review by an IRB or other ethics review com-
mittee for research involving prisoners should be conducted at the fol-
lowing times: 

 
● initial review: before any subjects are contacted or any informa-

tion about them is accessed. The elements of this review and the 
types of issues to be discussed during this review were detailed 
previously. 

● amendment review: any time the researcher wants to change a 
procedure, consent process, or data collection form. 

● adverse events or unexpected problems: at the time they occur. 
● continuing review: at an interval specified by the IRB at initial 

review and dependent on the risk level for the study (e.g., 
monthly or quarterly, but no less often than once per year).  

 
Depending on the nature of an amendment or adverse event, and at 

the discretion of the IRB, it may be acceptable to use an expedited IRB 
review procedure for these types of reviews. Expedited reviews can be 
done by an IRB chair or experienced IRB member (rather than by the full 
committee), but they must include consultation with the prisoner repre-
sentative. No research involving prisoner-subjects should be deemed ex-
empt from IRB review. Even a low-risk questionnaire involving 
prisoner-subjects requires an IRB review. 

There are other situations for which IRB review is required. A pre-
liminary review can be conducted before funding has been obtained for 
the study. During this review, the IRB will assess at the most fundamen-
tal level whether prisoners can be ethically involved in the proposed re-

                                                 
3Otherwise protected data may be used and disclosed for research if (1) it has been 

deidentified; (2) the individual has given written authorization; (3) without authorization, 
in limited circumstances such as for activities involved in preparing for research or for 
research on decedents; or (4) without authorization, if a waiver has been obtained. 
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search. If so, the adequacy of the protections will be assessed and sug-
gestions offered to the researcher about how to strengthen the protec-
tions. However, the preliminary review does not substitute for the initial 
review. No subjects can be contacted and no information can be accessed 
based on a preliminary IRB review. IRB review would also be needed 
when an investigator wants to use for research purposes data collected 
during an activity initially classified as treatment or QI (i.e., not re-
search). 

 
 

SYSTEMATIC OVERSIGHT OF RESEARCH 
WITH PRISONERS 

 
Although approval of research by the IRB or other independent re-

view committee is a critical first step in protecting research subjects, it is 
not sufficient. Research involving prisoners, like other types of research, 
must be monitored throughout the course of the study to verify that study 
procedures are being conducted as approved and to detect adverse events 
or unexpected problems in a timely manner. Ongoing monitoring, then, 
is another key issue that must be considered in the new oversight re-
quirements. The monitoring process may need to differ depending on the 
setting or type of study. For example, studies that take place in closed 
institutions that restrict subjects� access to investigators or advocates 
may require more proactive (inside the institution) monitoring than those 
that take place in the community, where subjects are more at liberty to 
pick up the phone and call someone. Similarly, higher risk or more intru-
sive studies (e.g., research that involves medical, pharmaceutical, or bio-
logical agents or interventions) probably require more intrusive 
monitoring, whereas social/behavioral studies (e.g., involving question-
naires) and program evaluations may require less stringent monitoring.  

Highly coercive environments, such as higher security jails and pris-
ons, pose well-documented challenges to conducting ethical research 
with prisoners. Specific threats to principles of individual autonomy 
(e.g., voluntary consent) and justice (e.g., not bearing disproportionate 
weight of research risks) are more likely to occur in such closed envi-
ronments, and it is these environments to which the national commis-
sion�s recommendations and the current Subpart C regulations were most 
responsive. 

The committee has proposed broadening the definition of prisoner to 
apply to a much larger number of individuals in a broader array of envi-
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ronments (see chapter 4). This expanded definition of prisoner was de-
veloped in view of the committee�s awareness that the types of threats 
(i.e., coercion, undue inducement, lack of access to the outside) observed 
in these traditional institutional settings exist to some degree in other, 
less traditional settings as well. However, there are also quantitative dif-
ferences in the extent to which these threats exist and in the likelihood 
that they will arise in less restrictive prisoner settings. There continues to 
be a power differential between criminal justice-involved individuals and 
agents of the justice system (e.g., parole or probation officers or staff in 
community agencies, such as residential treatment programs and half-
way/transition houses where prisoners reside or receive services). Of 
course, the level of day-to-day control and scrutiny is likely reduced in 
these community settings, and there is likely a greater degree of openness 
in such settings. As the level of restrictiveness and external control de-
creases (e.g., from closed residential facility to probation or house ar-
rest), individuals are likely to have greater opportunities for unmonitored 
communications with others, including telephone or visitation access to 
friends, family, or other third parties who may have the prisoner�s inter-
ests at heart. Depending on individual resources, increased access and 
individual choice in health care services are also likely. 

As a consequence of the broader proposed definition of prisoner and 
the expanded array of settings in which regulations governing research 
with prisoners as subjects may apply, it follows that IRBs responsible for 
reviewing and approving research with prisoners must consider the vari-
ety of settings and associated features of those settings vis-à-vis the level 
of scrutiny/control, openness, and, particularly in the case of medical 
research protocols, quality of agency health care services and prisoner-
subjects� access to alternatives. In this expanded definition of prisoner 
and the broader landscape of settings in which research with prisoners 
may be conducted, research protections must be tailored to some degree 
to particular types of research (e.g., social and behavioral as compared 
with biomedical [broadly conceived] and the features of the particular 
setting).  

In the context of this greater need for local identification and scrutiny 
of the nuances of research settings vis-à-vis the potential for control and 
coercion, openness, and access, the committee considered an array of 
specific research design controls and research monitoring practices that 
IRBs should consider imposing as a function of the research setting. 
These controls and practices were derived from the ethical analysis de-
scribed in Chapter 5. It was the committee�s view that, in most instances, 
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such judgments and determinations could not likely be made easily or 
effectively by a remote, centralized review entity that had little firsthand 
knowledge of local circumstances. Thus, the safeguards proposed in the 
following section provide for federal-level administrative oversight of 
particular research protocols in only limited circumstances. Instead, fed-
eral-level oversight would focus on making determinations about sensi-
tive research proposals that require federal-level review; enforcing 
compliance with regulations, investigating problems, intervening to cur-
tail abuses, and applying sanctions for noncompliance; serving as a na-
tional resource for HRPPPs; and maintaining a national registry of all 
research involving prisoners (see later discussion). Various options for 
monitoring, including the use of a PRSA, the IRB itself, and a national 
oversight group, are discussed next. 

 
 

Prison Research Subject Advocate 
 
A PRSA would be assigned to monitor prisoner research of certain 

risk levels. The scope and intensity of monitoring would be determined 
by the IRB with input from the investigator and correctional setting staff. 
The PRSA concept is, in part, modeled on the research subject advocate 
position now in place in clinical research centers at medical research in-
stitutions around the country. However, the PRSA is distinct from a 
clinical research associate, who is employed by a research sponsor or 
contract research organization in clinical trials strictly to monitor regula-
tory compliance at sites participating in clinical trials. Another model for 
the PRSA concept comes from the European Convention for the Preven-
tion of Torture and Inhuman or Degrading Treatment or Punishment 
(Council of Europe, 1987). The intent of the convention is to strengthen 
the protection of persons deprived of liberty. The convention establishes 
a committee that visits places where persons are deprived of their liberty, 
including prisons and hospitals where patients are subject to detention, 
and writes a report of findings to the government with recommendations. 
The report and recommendations may be made public only at the gov-
ernment�s request.  

 
Recommendation 6.3 Strengthen Monitoring of Research 
Involving Prisoners  
Institutional Review Boards that review and approve re-
search involving prisoners should establish an on-site, ongo-
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ing monitoring function through a prison research subject 
advocate.  
 
A prison research subject advocate (PRSA) helps provide assur-
ance, via ongoing onsite monitoring, such that research subjects 
within a specific facility or program are protected.The PRSA 
must be local to the correctional facility in which the research is 
being conducted to enable frequent visits to the facility, to estab-
lish trust among the prisoners, and to respond quickly to any ad-
verse events. The IRB should have free access to the PRSA and 
be able to meet with the PRSA separate from the investigator 
and correctional setting staff. The extent of monitoring should be 
calibrated to the level of restrictions imposed on prisoners in the 
particular correctional setting and the degree of risk involved in 
participation, regardless of whether this research is biomedical or 
social/behavioral in nature.  
 
The PRSA�s responsibilities would be to: 
 
1. Monitor compliance with the protocol and full implementation of 

any IRB-approved research.  
2. Monitor adverse events, including how these events are tracked, 

the submission of timely adverse event reports to the IRB and appropri-
ate federal agencies, and IRB review of these reports. 

3. Monitor compliance with all relevant regulatory requirements.  
4. Determine that research is conducted only on current, approved 

protocols and with current, valid informed consent. 
5. Monitor the consent process by investigators and study coordina-

tors to verify that the prisoners are able to make informed�and unco-
erced�decisions about participation.  

6.  Provide a mechanism for receiving and responding to any par-
ticipant or staff-generated questions regarding participation of human 
subjects in the research. The PRSA should be able to receive complaints 
and questions from individual prisoner-subjects, so there must be mecha-
nisms in place to ensure that prisoner-subjects have timely access to the 
PRSA. 

7. Assess the implementation of arrangements to protect the pri-
vacy and confidentiality of research participants, particularly in connec-
tion with personal health information.  
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The PRSA should be an individual who has formal training in the 
human research participant protections system and human research eth-
ics. Study sponsors may be required to provide all or a reasonable por-
tion of the PRSA�s salary as an overhead expense of the study. Among 
various candidates for the PRSA position discussed by the committee, 
the following were considered viable and adequate: 

 
● an ombudsman, 
● a person employed by the IRB, 
● a person affiliated with a national entity, an independent contrac-

tor hired by the study (if this is the only way to pay the PRSA 
using grant funding), and 

● a QI director if the QI program at the facility is adequate. 
 
To help ensure the PRSA�s independence and credibility with pris-

oner-subjects, the PRSA should not be an employee of the correctional 
facility.  

The QI option proposed 
above is considered secondary to 
the other options because of con-
cern that an individual who is an 
employee of the correctional set-
ting would not be able to provide 
the kind of impartial monitoring 
that would be required to keep 
prisoner-subjects as the top pri-
ority. If every effort is made to identify a PRSA from outside the correc-
tional facility and none can be found, the PRSA functions could be per-
formed by a QI director already in place at the facility, under the 
following conditions: 

 
1. The IRB approves the procedures that will be used by the QI di-

rector for monitoring the study. 
2.  The QI process has written protocols for auditing/reviewing the 

responsibilities previously listed for the PRSA. 
3.  The IRB receives and reviews the reports generated by the QI di-

rector relevant to the pertinent research activities and has the right to 
have the QI director revise/redo audits if they are not adequate for moni-
toring purposes.  

4. The QI director reports directly to the IRB. 

�I don�t think that a person who worked for 
the Department of Corrections would be the 
ideal person to go in and monitor. I think it 
would have to be somebody that has no 
vested interest,� said Jean Scott, at the 
committee�s October 2005 meeting. Ms. 
Scott is deputy regional director of New 
York City Correctional Treatment Pro-
grams, Phoenix House, and a member of the 
committee�s prisoner liaison panel.  
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The activities of the PRSA go beyond the routine annual reviews that 

IRBs currently conduct. The PRSA�s activities are study specific (al-
though a single person could be a PRSA for more than one study) and are 
�on the ground� activities, involving varying degrees (depending on the 
type & risk level of the research) of direct observation of specific re-
search activities. The requirement of PRSA monitoring does create an 
additional expense, which should be borne by the institution conducting 
the research as an inherent cost of ethical research. 

 
IRB Postapproval Monitoring 

 
Most IRB�s have some mechanism for monitoring studies after they 

are initially approved. These vary by IRB and type of study but may in-
clude audits of study records, contact with subjects, and sometimes even 
direct observation of interviews. For studies involving prisoners, the type 
of monitoring required will depend on the nature of the correctional set-
ting, the extent of restrictions imposed on prisoners in that setting, and 
the degree to which the proposed research poses risk to the health or 
well-being of the prisoner-subjects. At minimum, there should be some 
mechanism whereby prisoner-subjects can contact the IRB to report 
problems or ask questions. Guidance and support should be provided to 
IRBs to allow them to be more proactive in their approach to monitoring 
of research involving prisoners. 

 
Recommendation 6.4 Modify IRB Considerations for Inde-
pendent Ethical Review of Research Protocols 
Institutional Review Boards (IRBs) should focus on the par-
ticular ethical issues that each protocol raises in the specific 
context of the correctional setting. IRBs would no longer be 
required to forward research proposals to OHRP for certifi-
cation, except for those rare proposals that require federal-
level review.  
IRBs should: 
1. review studies at the local level, make the initial assessments 
of risk and potential benefits, and approve or reject individual 
studies based on detailed information about the protocol and cor-
rectional setting;  
2. determine if a study requires federal-level review; 
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3. evaluate investigator efforts to obtain input from prisoners 
and other stakeholders on the design and conduct of the protocol; 
4. evaluate the proposed research environment in terms of ade-
quacy of existing health services;  
5. calibrate the extent of safeguards and monitoring to the level 
of restrictions imposed upon prisoners in the particular correc-
tional setting and the degree of risk involved in study participa-
tion;  
6. receive monitoring reports directly from PRSAs and re-
searchers, at a scope and frequency determined during study re-
view.  

 
 

National Oversight 
 
Monitoring by IRBs is not sufficient to provide the level of protec-

tion needed for research involving prisoners. It may be difficult for IRBs 
to engage in the kind of self-reflection necessary to rethink how a proto-
col, which they themselves approved, might go awry. The committee 
recommends that, although IRBs should retain the bulk of the approval 
and monitoring functions to keep these at a local level, a national inde-
pendent body is also needed as an additional safeguard (see following 
discussion). Recommendation 6.5 first deals with enhancing the capaci-
ties of the oversight system under DHHS jurisdiction. A further expan-
sion to cover all research involving prisoners follows later in this chapter.  

 
Recommendation 6.5 Enhance OHRP�s Capacity to Provide 
Systematic Oversight of Research Involving Prisoners 
The Department of Health and Human Services should 
strengthen the capacity of the Office for Human Research 
Protections to provide systematic oversight of research in-
volving prisoners that is within its purview.  
 
Four necessary functions that are currently lacking in whole or in 
part in oversight of research involving prisoners: 
 

1. maintain a national registry of all prisoner research that 
is conducted; 

2. make determinations about studies that require federal-
level review; 
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3. enforce compliance with the regulations, investigate re-
ports of possible problems, intervene to curtail abuses, 
and impose sanctions for noncompliance; and 

4. serve as a national resource for HRPPPs to promote a 
uniform understanding and consistent application of the 
regulations. 

 
 
For research under DHHS jurisdiction, OHRP is currently designed 

to perform three of the four functions listed in Recommendation 6.5. 
However, OHRP does not have the funding or personnel to adequately 
carry out the tasks. The universe of research involving prisoners is larger 
than that covered by the current regulations. Furthermore, there are vast 
inconsistencies in how research is defined, who reviews it, and how it is 
monitored. OHRP needs to be revitalized and refocused to carry out the 
three functions already within its purview. As a fourth, new function, the 
national registry should be housed within OHRP as well.  

IRBs or other independent review committees would still review 
studies at the local level, making the initial assessments of risk and ap-
proving or rejecting individual studies based on detailed information 
about the study. A revitalized OHRP would be more involved in investi-
gating and intervening when problems occur and promoting consistency 
on a nationwide basis, thus filling critical voids in the current oversight 
system. To ensure that research involving prisoners is conducted in an 
ethically responsible way, OHRP needs greater resources and broader 
powers than presently exist. The enforcement division of OHRP, for ex-
ample, presently consists of fewer than four full-time positions, and its 
responsibilities encompass all research (not just prisoner research) con-
ducted under existing regulations.  

Because there is no central repository for the collection of data re-
garding research involving prisoners, it is difficult or impossible to quan-
tify the number of such studies underway at any given time, the number 
of prisoners involved, the types of studies being conducted, the subject of 
inquiry in this research, the incidence of protocol deviations, or the oc-
currence of adverse outcomes (see Chapter 2). A national registry would 
help OHRP provide technical assistance and training as well. With this 
registry, the OHRP and others would have access to valuable information 
about the kinds of research being conducted, problems and adverse 
events that have been identified, and the types of protections appropriate 
for different research projects in various correctional settings. Addition-
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ally, as the national body charged with the enforcement of the governing 
regulations, OHRP could provide authoritative interpretations of the 
regulations and their application in various circumstances. In its charge 
to enforce governing regulations, when less formal procedures prove in-
adequate, OHRP must have the authority to initiate legal action to com-
pel compliance, including discovery and subpoena power to uncover 
abuses and enforce regulations. Anyone should be able to report alleged 
violations of prisoner-subject rights to OHRP without fear of retaliation 
(the OHRP would have to be able to invoke whistle-blower protection 
for people who disclose problems), substantially improving the safe-
guards to prisoners who agree to participate in research.  

Revitalizing OHRP to take on these four oversight functions would, 
however, leave a gaping hole in the national oversight structure that must 
be acknowledged and remedied. OHRP�s jurisdiction regarding research 
involving prisoners is limited to studies funded by DHHS, Social Secu-
rity Administration, and Central Intelligence Agency. The remaining 
federal agencies and nonfederal and private entities are not required to 
submit to OHRP oversight. According to the committee�s review of cur-
rent research involving prisoners (see Chapter 2), only 11 percent of all 
of the studies reviewed were funded by DHHS, indicating that the vast 
majority of research involving prisoners does not fall within OHRP 
overview jurisdiction. Therefore, to ensure the ethical conduct of all re-
search involving prisoners, the enhanced OHRP oversight model must be 
replicated for all research involving prisoners, regardless of funding 
source, so that research supported by any federal agency, all nonfederal 
agencies, and the private sector is subjected to the same systematic over-
sight.  

 
Recommendation 6.6 Establish Systematic Oversight of All 
Research Involving Prisoners 
To expand prisoner protections beyond the narrow jurisdic-
tion of DHHS, Congress should establish a national system of 
oversight that is applied uniformly to all research involving 
prisoners, performing all of the functions listed in Recom-
mendation 6.5. The vast majority of research involving pris-
oners does not fall within OHRP overview jurisdiction. 
Strengthening the safeguards provided for all prisoners in-
volved in research, regardless of funding source, will facili-
tate safe and ethical research across the full range of 
prisoner-involved research.  
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These functions could be performed by the revitalized and properly 

funded OHRP if its jurisdiction were extended to the entire range of re-
search involving prisoners regardless of funding source: federal or non-
federal, public or private. An alternative is to compose a national entity 
to perform the necessary oversight functions. Placing the functions 
within OHRP may be more feasible and less disruptive, but it must be 
done with serious attention to the extra support needed within OHRP to 
undertake those tasks fully and much more broadly than its current limits 
to Common Rule agencies. The committee is calling for substantial im-
provements to the existing system of oversight; if a new entity is neces-
sary to make it happen, then it should be created.  

Finally, for reasons similar to those underlying the committee�s rec-
ommendation for establishing systematic oversight, the research process 
needs to be characterized by transparency and accountability. 

 
Recommendation 6.7 Ensure Transparency and Account-
ability in the Research Enterprise 
Human research participant protections programs and 
prison administrations conducting human subject research 
should be open, transparent, and accountable.  
 
A sound, ethical protection program involves an open, transpar-
ent research process. It requires that the mechanisms used to pro-
tect participants from undue harm and to respect their rights and 
welfare must be apparent to everyone involved. This transpar-
ency requires open communication and interaction with the local 
community, research participants, investigators, and other stake-
holders in the research enterprise. Accountability entails main-
taining fidelity to the methodology stipulated in the protocol as 
well as accountability to ensure the quality and performance of 
the protection program itself. 

 
 

APPLYING SAFEGUARDS FOR PARTICULAR 
KINDS OF RESEARCH 

 
As noted earlier, the committee recommends that the current Subpart 

D framework, with modifications for application with prisoner-subjects, 
be utilized to define permissible research. The modifications necessary 
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for such research to be approvable include (a) a risk-benefit analysis to 
ascertain whether participation carries potential benefits that outweigh 
risks, and (b) the utilization of special design and monitoring safe-
guards4, which would vary as a function of the type of research, the risks 
it poses, and the nature of the research setting. The greater the restric-
tions upon liberty in a particular correctional setting, the greater the need 
for safeguards and protections of prisoner-subjects. 

The guidance and examples in this section are intended to be illustra-
tive of the ethical framework presented in chapter 5. Specifically, it 
demonstrates the importance and application of the risk-benefit approach 
with appropriate safeguards and monitoring based on the level of risk 
and the restrictions of the correctional setting. The framework respects 
the principle of justice and provides adequate protection and potential 
benefit for prisoners involved in research. 

As stated in Chapter 5, a risk-benefit analysis would normally pro-
hibit certain types of biomedical research involving prisoners because 
potential risks outweigh potential benefits: 

 
1. Phase 1 and Phase 2 studies of experimental treatments, as de-
fined by the Food and Drug Administration, because of insufficient 
evidence of prospect of direct benefit at this early stage of testing 
(Example 7 provides a rare, specific circumstance in which Phase 1 
and Phase 2 studies might be permissible, and in which case, federal-
level review and high-level safeguards and monitoring would be re-
quired).  
2. Studies that involve exposing subjects to potentially noxious bio-
logical or chemical agents merely for the purpose of determining 
and/or evaluating human reactions to such agents.  
3. Biomedical studies that would enroll more prisoners than non-
prisoners, unless a federal-level review authorizes the study.  
 
Once the IRB determines that a study involving prisoners offers 

more potential benefits than risks and does not fall within one of the 
categories of impermissible research noted above, it must determine the 
appropriate safeguards and monitoring. The types and levels of safe-
guards and monitoring required will depend on the nature of the correc-
tional setting, the extent of restrictions imposed on prisoners in that 
                                                 

4Special safeguards mean those safeguards above and beyond the usual safeguards rou-
tinely considered necessary for the approval of research protocols.  
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setting, and the degree to which the proposed research poses risk to the 
health or well-being of the prisoner-subjects. 

Box 6-1 presents the kinds of special design and implementation 
safeguards and special monitoring safeguards that an IRB might mandate 
for particular research protocols. In the examples that follow, research 
involving low risk and conducted in less restrictive settings may be ap-
provable without the IRB imposing any special safeguards; however, 
additional special safeguards from Box 6-1 may be necessary for pris-
oner research that involves greater risk and is planned for more restric-
tive settings. Stronger safeguards would also be needed in those 
extremely limited circumstances when it would be ethically permissible 
to utilize a greater proportion of prisoners than non-prisoners.  

 
BOX 6-1 

Special Study Design and PRSA Monitoring Safeguards 

 
Special Study Design Safeguards (D1-D7) 
D1. Investigator should obtain a federal certificate of confidentiality to protect 
against the disclosure of prejudicial, confidential, or personal information. 
D2. The proportion of prisoner-subjects to non-prisoner-subjects may not 
exceed 50 percent. 
D3. Neither the PI nor any member of the research team or staff member of 
the institution/agency at which the study is conducted may receive financial or 
other incentives for meeting recruitment quotas. 
D4. In clinical trials of medications in which some study arms provide for the 
administration of standard-of-care treatment, those same medications must be 
available to prisoners diagnosed with the same disease who are not recruited for, 
or if recruited decline to participate in, the clinical trial. 
D5. The PI must demonstrate to the satisfaction of the IRB that the research 
setting is sufficiently open to permit regular, prompt, and proactive monitoring of 
prisoner-subjects� clinical status by research staff or PSRA staff 
required by the research protocol. 
D6.  The PI must demonstrate, to the satisfaction of the IRB, that the quality 
of physical/mental health services in the particular correctional setting is ade-
quate to respond in a timely and professionally responsible manner to com-
plaints, problems, and side effects that may emerge from prisoners� participation 
in a research study5.  
D7.  The researcher must present to the IRB how the research is proceeding 
after the first 30 days that subjects are enrolled. 
 
Special PRSA Monitoring Safeguards (M1-M6) 
 

                                                 
5 See Chapter 5, page 154 for indirect measures for assessing adequacy of health care 

services. 
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M1. Periodic observation (spot-checking) of informed consent dialogues at 
recruitment. 
M2. Soon after enrollment, test randomly selected subjects for comprehen-
sion of the consent disclosure6. 
M3. Periodic debriefing of subjects to determine whether they experienced 
any pressure or coercive actions by investigators or correctional personnel re-
garding the prisoner-subject�s participation. 
M4. Periodic observation (spot-checking) of protocol administrations to en-
sure fidelity to and compliance with the approved protocol. 
M5. Periodic debriefing of subjects regarding personal reactions to research 
stimuli (e.g., interviews, questionnaires, medications, or devices)  
M6. Periodic debriefing of subjects regarding timeliness and adequacy of 
investigator responses to any problems or complaints that the subjects associate 
by with study participation (e.g., side effects or adverse reactions to medications 
or devices; adverse psychological reactions). 
NOTE: PI, principal investigator. 
 
 

The safeguards in Box 6-1 are designed to be responsive to specific 
ethical (and in some instances, practical) considerations in research with 
prisoners. The obvious general principle is that, as the level of research 
risk increases and as greater restrictions on liberty appear in a particular 
correctional setting, additional safeguards should be used. With respect 
to design safeguards, D1 (federal certificates of confidentiality) is re-
sponsive to the concern that correctional settings may pose greater chal-
lenges to privacy and confidentiality. D2 (50 percent ceiling) is designed 
to prevent investigators from capitalizing on prisoners as a captive popu-
lation and to ensure that prisoners do not bear an undue share of the bur-
dens of research in higher risk studies. D3 (prohibiting incentives for 
recruitment quotas), D4 (availability of control-arm standard-of-care 
medications and treatments to nonresearch participants), and D6 (ade-
quate prison health services) are viewed as protections against potentially 
coercive conditions. D5 (openness of the research setting) is responsive 
to the concern that, compared with non-prisoner research subjects, pris-
oners may generally be at greater risk of experiencing harmful effects of 
research because of limited access to researchers. D7 (30-day review 
                                                 

6The PRSA needs to determine that the person understands, or has access to informa-
tion that enables them to understand, the basic study parameters. This should not be a 
�memory test� of the consent disclosure. Subjects could display comprehension of the 
basic study parameters by retrieving their copy of the consent disclosure and �explaining� 
to the PRSA the information therein. A problem would exist, however, if a subject did 
not appear to understand the study parameters even with access to and opportunity to 
review the disclosure.  
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presentation to IRB) provides an extra safeguard to evaluate high-risk 
studies once they have begun.  

Monitoring safeguards generally permit IRBs to obtain information 
about recruitment and protocol administration that is independent of the 
investigator or correctional setting. These safeguards are justified on the 
principle that research activities should be open and that investigators 
should be accountable for the proper administration of their protocols. 
M1, M2, and M3 provide independent checks on the validity of the in-
formed consent process, which may face various threats because of the 
potentially coercive nature of correctional settings. M4 provides for an 
independent check of the protocol implementation, which protects 
against protocol deviations that have not been approved by the IRB. M5 
and M6 provide for an independent assessment of subjects� reactions to 
protocol stimuli and the appropriateness and timeliness of investigators� 
intervention to remedy or ameliorate untoward adverse reactions. 
 
 

Sample Situations 
 
The following vignettes are provided as exemplars of the kinds of 

considerations that might arise in IRB deliberations about particular 
types of studies. The vignettes are clearly not exhaustive, nor are the par-
ticular hypothetical �solutions� embedded in them intended to be pre-
scriptive. IRBs encounter a wide variety of prisoner research proposals 
that vary in the intrusiveness of the experimental stimuli, the restrictive-
ness of the correctional setting, the level and extent of risks and benefits 
to prisoner participants as individuals or as a class, and in other study 
parameters. The current Subpart D framework, with modifications for 
application to research with prisoners, provides a better conceptual 
scheme for evaluating such proposals. However, IRBs should impose 
special study safeguards, such as those indicated in Box 6-1, when levels 
of restrictiveness and/or risk require them. At the highest level of risk, 
federal-level review becomes an added requirement, as in Subpart D (45 
C.F.R.§ 46.407).  

It is beyond the scope of this committee�s charge to prescribe exten-
sive and highly detailed requirements that would accommodate any fore-
seeable study design; the judgment of the IRB will be required to 
implement special safeguards in any given case. However, this discus-
sion of IRBs imposing special safeguards should not be read as a mere 
suggestion; the committee is unanimous in asserting the need for regula-
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tions that expressly require IRBs to proactively impose special safe-
guards when needed to adequately protect prisoner-subjects. Moreover, it 
is anticipated that regulations based on the committee�s deliberations will 
ensure adequate protection for prisoner-subjects in all research settings. 

 
Example 1: A psychologist administers a measure of general person-
ality traits, such as impulsivity, extraversion, and anxiety sensitivity, 
to prisoners as they prepare for discharge from prison to a commu-
nity half-way house. This is a non-interventional study that does not 
elicit any sensitive or prejudicial information7; the questions on these 
measures are of the type usually encountered in routine psychological 
evaluations and thus meet the conventional and historical definitions of 
�minimal risk.�  The investigator obtains a report of disciplinary infrac-
tions for each inmate in the study. Correlational analyses are conducted 
to determine the extent to which these general personality traits predict 
the subsequent disciplinary problems. Based on these analyses, sugges-
tions are made to the prison staff responsible for discharge planning 
about the potential utility of these kinds of measures for identifying pris-
oners more or less likely to adjust successfully in this particular type of 
placement. The study has the potential to benefit prisoners as a class by 
informing the placement decisions that DOC officials make when pris-
oners are transitioned to the community, potentially increasing the likeli-
hood of a successful return to the community. Thus the study is 
considered low enough risk that the IRB might opt not to impose any 
special safeguards. Informed consent can be obtained in the usual way 
without requiring PRSA monitoring/spot-checking, and there is no ap-
parent reason to require the investigator to seek a Certificate of Confi-
dentiality. At minimum, there should be some mechanism whereby 

                                                 
7Prejudicial information includes the personal information that, if disclosed to or dis-

covered by certain third parties, might result in formal consequences for the individual. 
Examples include self-reporting of (1) having previously abused children or the elderly 
(potentially subject to state mandatory reporting laws), (2) medical conditions or vulner-
abilities that might be stigmatizing or adversely affect ability to obtain or retain medical 
insurance, (3) prior criminal activity (only if described in sufficient detail to render the 
subject a suspect in a particular crime), or (4) conduct that violates institutional or pro-
gram rules or conditions of probation or parole, the revelation of which could result in the 
imposition of punitive or disciplinary measures (e.g., drug use). Sensitive information is 
that which might be potentially embarrassing if revealed to third parties (e.g., sexual hab-
its) even if such disclosure might not put the person at risk for formal sanctions. 
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prisoner-subjects can contact the IRB to report problems or ask ques-
tions. 
 
Example 2: An investigator is interested in the personality correlates 
of risky behavior. With the cooperation of a probation services office, 
she recruits voluntary participants from individuals living in the commu-
nity who come in for monthly probation supervision. Her protocol in-
cludes self-report questionnaires that assess general personality features; 
she also conducts a semi-structured interview that queries the individual 
about risky behaviors, such as participating in unprotected sex, illicit 
drug use, reckless or fast driving, and other kinds of risky behaviors. Al-
though the protocol may meet traditional and historical criteria for 
�minimal risk,� the dependent measure (risky behavior questionnaire) 
solicits information (e.g., contemporary drug use or law violations) that, 
if revealed to the probation officer, could result in violation of probation; 
the questionnaire also solicits information (e.g., sexual activity) that 
might be potentially embarrassing under some circumstances. The study 
does have the potential to benefit prisoners as a class by identifying per-
sonality features that may lead to a risky lifestyle, and this information 
could potentially form the basis for interventions that target the reduction 
of such behaviors in other prisoners in the future.  

When a protocol will solicit sensitive or prejudicial information, the 
IRB should consider requiring safeguards and monitoring procedures of 
the type indicated in Box 6-1. For research in a relatively lower security 
setting (e.g., a probational services office), the investigator might be re-
quired to obtain a Federal Certificate of Confidentiality; a PRSA might 
also be assigned to periodically de-brief randomly selected subjects to 
determine whether they had experienced any untoward actions by inves-
tigators or their probation officers, such as coercion. In higher-security 
settings (e.g., a jail or prison), additional and stronger safeguards and 
monitoring might be deemed necessary. For example, the PRSA might 
be assigned to spot-check protocol administration to ensure that the pro-
tocol was administered within the institution in a way that protected the 
prisoner�s privacy. And of course, in any study that elicits sensitive or 
prejudicial information, the potential prisoner-participant must be ad-
vised in clear terms of the risks associated with disclosure of such infor-
mation. The potential participant must also be advised that he may refuse 
to answer any questions, and that he may discontinue his participation in 
the study at any time without adverse consequence to his personal cir-
cumstances or the conditions of his confinement. 
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Example 3: Phase 3 study that plans to enroll more prisoners than 
non-prisoners comparing an experimental treatment for hepatitis C 
with an existing therapy. This research involves greater than minimal 
risk, but presents the prospect of direct benefit to the individual partici-
pants (Currently § 46.405 Subpart D). The study is not approvable, how-
ever, unless it reduces the percentage of prisoner-subjects to no more 
than 50 percent. If prisoner enrollment is reduced, safeguards and moni-
toring should still be extensive. They might include all of the safeguards 
listed in Box 6-1, plus M3-6 of the PRSA monitoring safeguards.  
 
Example 4: If a Phase 3 study were comparing an experimental 
treatment to placebo for a condition for which no standard therapy 
exists. Placebo-controlled studies are not allowable if there is a standard 
therapy for the condition. Current standard therapy would have to be the 
comparator to the experimental therapy in order for the study to provide 
potential benefits to the individual prisoner-subjects. If there is no stan-
dard therapy and placebo control is proposed, concerns regarding use of 
placebo are sufficient for the committee to determine that federal-level 
review would be necessary. Exceptional safeguards would need to be put 
in place as well. The PRSA should attend informed consent dialogues to 
ensure prisoners understand that they may be receiving a placebo. Also 
appropriate are M5 and M6 from Box 6-1, which provide for reactions to 
study medications and subjects� experiences with the responsiveness of 
the prison staff and investigators to adverse events that they may have 
experienced. In addition, M7, should be used, requiring researchers to 
present the study�s status to the IRB after the first 30 days that the sub-
jects were enrolled. 
 
Example 5: A study of posttraumatic stress disorder in which par-
ticipants are queried in depth about prior traumas and associated 
reactions, but which does not involve investigation of treatments for 
such conditions. In-depth explorations of traumatic events and the delib-
erate uncovering of associated feelings and emotions might result in a 
degree of psychological discomfort that increases potential risk to some 
participants. In addition, this study provides no potential benefit for the 
individual, but may benefit prisoners as a class if the investigation aims 
to understand the impact of trauma on crime or recidivism after release 
from prison, or serves as a potential basis for developing therapeutic in-
terventions.  
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The research may be approvable if benefits to prisoners as a class 
can be ascertained. However, level of risk is greater than minimal, there-
fore the IRB may deem necessary a higher frequency, extent, and type of 
PRSA monitoring (as described in Box 6-1) than would be needed for a 
study that delved only superficially into past traumatic experiences (e.g., 
some research questionnaires include only one or two cursory questions 
about whether the respondent believes that he or she has ever been 
abused or experienced trauma, without exploring any details of such ex-
periences). For example, M4 (PRSA monitoring, spot-checking admini-
stration of the protocol) might reveal the extent to which the investigator 
evaluated the immediate impact of the protocol on the subject and took 
appropriate action (e.g., crisis intervention; referral to services) when 
subjects became upset as a consequence of participation. 

 
Example 6: A study that utilizes functional magnetic resonance im-
aging to study brain activity during subjects� responses to visual or 
verbal stimuli that invoke feelings of anger and aggression. This 
study is an example of a behavioral study in that the outcomes involve 
monitoring of brain activity (behavior). It does not provide direct benefit 
to prisoner-subjects, but it might benefit prisoners as a class if methods 
to reduce anger could be developed based on the MRI results. Because 
MRI is considered an invasive monitoring procedure, the study would 
involve somewhat greater than minimal risk. Safeguards and monitoring 
must be correspondingly more stringent. In addition, safeguards and 
monitoring would need to be more stringent if the study were taking 
place in a high-security correctional setting than if it were in a less-
restrictive setting.  
 
Example 7: A Phase 1 study of a medication that may reduce repeti-
tive sexual assaults. Research that presents an opportunity to under-
stand, prevent, or alleviate a serious problem that solely or almost 
exclusively affects the health or welfare of prisoners is a narrow category 
that the committee expects will be used in only rare cases. The commit-
tee recommends that proposals for this type of research be permissible 
only under the added scrutiny of federal-level review and approval. Such 
studies may not proceed until after the secretary has consulted with the 
appropriate experts, such as an ad hoc committee as used for Subpart D 
(§ 46.407 Subpart D), and published notice in the Federal Register of the 
intent to approve such research. It includes studies seeking to develop 
medications for the treatment or management of certain behaviors that 
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are unique to, or almost exclusively found in, prisoner populations. For 
example, repetitive violence or repetitive sexual assault are behaviors not 
widely distributed in the general population. Individuals who exhibit 
these behaviors are confined for long periods of time with little prospect 
for release unless methods are developed to manage their deviant behav-
ior. Insofar as the committee has recommended against permitting pris-
oners to participate as research subjects in Phase 1 and Phase 2 clinical 
trials of medications, in the case of such conditions an exception is nec-
essary as there are no alternative candidate research populations to draw 
from. Due to the potential risks (prisoners make up more than 50 percent 
of the study population and phase 1 testing is early testing with little data 
on benefit), this study would require the most stringent design safeguards 
and PRSA monitoring , some of which is described in the Box 6-1.  
 
Example 8: Research to understand segregation or other isolated 
settings and its effects. There would be significant problems gaining 
reliable voluntary consent from individuals within the isolated confines 
of segregation or who face the bleak future of death row. Approval of 
any studies within these settings would require a federal-level review 
process, including consultation with the appropriate experts, such as an 
ad hoc committee as used for Subpart D (§ 46.407 Subpart D), and pub-
lished notice in the Federal Register of the intent to approve such re-
search. Studies proposed within these settings would have to establish a 
clear potential benefit to the prisoner-subjects and would likely be lim-
ited to studies designed to measure the adverse effects of segregation on 
mental or physical health or well being. Extraordinary safeguards must 
be in place to minimize coercive forces and maximize the likelihood that 
prisoner participation is voluntary. Monitoring should be extensive as 
well, including PRSA attendance at every enrollment interview to ensure 
and reinforce disclosure that participating (or not) in the research does 
not affect how long the person may remain in his/her current special 
status/setting.  
 
Example 9: A study is proposed to compare drug X with drug Y to 
treat impulse control disorders. Clinicians currently use drug Y to 
treat such disorders, however, it is not on the prison�s formulary due 
to its cost. Available instead is the lower-cost generic form, which is 
more likely to cause gastric side effects than drug Y. The study would 
not be approvable because of standard of care and consent issues. Some 
prisoners may be willing to expose themselves to unknown risks of tak-
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ing drug X in the hope of receiving drug Y, which is considered a useful 
drug for impulse control disorders, but is not available, except through 
this research project.  

 
Example 10. A person sentenced to probation is released from jail 
and resumes living at home and makes monthly visits for probation 
supervision. This prisoner reads in the newspaper that the local uni-
versity medical school is conducting a Phase 2 study of a drug to 
treat adult attention deficit disorder (ADHD). Having previously been 
diagnosed with ADHD, he calls the university and makes an appointment 
to meet with the study coordinator and eventually enrolls in the study. 
This is an example of the situation described in Chapter 4, in which the 
prisoner is voluntarily participating in a study that has no necessary con-
nection to his status as a prisoner; no criminal justice agent (e.g., his pro-
bation officer) is involved in the identification or recruitment process, 
and his status as a �prisoner� is of no interest or consequence to the in-
vestigators � they are simply interested in adults with ADHD. The pro-
posed regulations/guidelines in this report pertaining to �prisoner 
research� would not apply to this individual because there is no criminal 
justice nexus to his study participation.  
 
Example 11: A study to compare the effectiveness of two in-prison 
education programs for prisoners with HIV. The study would assess 
prisoner actions after release from prison. Many DOCs have recently 
instituted �transitional case management programs� for prisoners with 
HIV, diabetes, tuberculosis, or mental health issues as a standard of care 
when prisoners are released from custody. Researchers are trying to bet-
ter understand the impact of this new case-management model and how 
to improve it and compare it with other models. This research would in-
volve recruiting prisoners and starting the health education and/or behav-
ioral intervention pre-release, then following prisoners post- released to 
determine if they followed up with their treatment, for example, or if 
they are using condoms post-release. The risks are low, and potential 
benefits exist for prisoners as individuals and as a class. Regarding im-
portant safeguards, the researchers would need to 1) obtain a Federal 
Certificate of Confidentiality to protect the confidentiality of the infor-
mation the prisoner provides for the study, 2) convince the IRB that fi-
nancial or other incentives are not provided for meeting recruitment 
quotas, 3) and find that the setting is sufficiently open to conduct the re-
search (D1, D3, and D5). Although risks are considered low, the IRB 
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will still want to be convinced that participants know what they are get-
ting into, and that the researchers are adhering to the protocol. Periodic 
monitoring (spot-checking), as described in Box 6-1 should accomplish 
this goal. And of course, in any study that elicits sensitive or prejudicial 
information, the potential prisoner-participant must be advised in clear 
terms of the risks associated with disclosure of such information. The 
potential participant must also be advised that he may refuse to answer 
any questions, and that he may discontinue his participation in the study 
at any time without adverse consequence to his personal circumstances 
or the conditions of his parole. 
 
Example 12: A study to compare the effect of standard diet plus a 
dietary supplement versus standard diet alone on violent behavior 
among prisoners8. Non-prisoner research has shown a correlation be-
tween high intake of omega-3 fatty acids (fish) and lower murder rates. 
A researcher proposes to enroll 231 volunteers in a prison. Half would 
receive omega-3 fatty acids and other supplements; half would receive 
placebo. Placebo is used so that the study subjects and others do not 
know who is receiving the supplement and who is not. Reports of antiso-
cial behavior (assaults and other violations) would be measured before 
and during the intervention. Approval or disapproval of this study would 
depend on whether the IRB views it as behavioral or biomedical. The 
researchers are measuring behavior, but what is the supplement consid-
ered�a behavioral intervention or a biomedical intervention? No diag-
nosed condition is being �treated� and the supplement is not a drug 
controlled by the FDA. This may be a case in which fitting a study into a 
clear category is less helpful than doing a straightforward risk/benefit 
analysis. If viewed as biomedical, the study would be unapprovable be-
cause of the 50 percent rule. The placebo question is tricky as well. If a 
standard of care exists, it should be provided as the comparator arm. 
There is no standard of care in terms of dietary supplements, but both 
groups are getting the same standard diet. If considered a behavioral 
study, it would likely be approvable. What safeguards and monitoring 
would be necessary? If the study is approvable, since prisoners will be 

                                                 
8Interesting note: This study was actually published in 2002 in the United Kingdom 

(Mihm, 2006). Antisocial behavior (assaults and other violations) dropped by a third 
(relative to previous records) in the group that received the supplements. There was no 
behavior change in the control group. The investigator is planning a larger study and 
similar trials are underway in Holland and Norway.  
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ingesting a substance, it is worth putting special safeguards in place, in-
cluding D1, D3, D5, and D6. The PRSA should periodically attend in-
formed consent dialogues to ensure prisoners understand that they may 
be receiving a placebo. Also appropriate are M5 and M6 from Box 6-1, 
which provide for reactions to study medications and subjects� experi-
ences with the responsiveness of the prison staff and investigators to ad-
verse events that participants may have experienced.  
 
 

OTHER CATEGORIES AND TYPES OF RESEARCH 
INVOLVING PRISONERS PROHIBITED 

 
Because of the history of abuse in prisoner research and the continu-

ing existence of powerful incentives to exploit this vulnerable popula-
tion, the committee encourages a conservative approach to the approval 
of any research involving prisoners. Those studies that are approved 
should incorporate safeguards necessary and appropriate to ensure the 
safety of prisoner-subjects in view of the correctional setting in which 
the study will be conducted. The committee unanimously recommends 
against the conduct of any research involving prisoners that is not spe-
cifically permitted under this report. 

 
 

IMPACT OF COMMITTEE RECOMMENDATIONS ON 
STAKEHOLDER RESPONSIBILITIES 

 
The recommendations offered in this report are intended to support 

the development of a uniform system that provides critically important 
protections for prisoners involved in research. Strengthening the systems 
of oversight and requiring collaboration at every level of the research 
process will require substantial commitments from every stakeholder 
(Table 6-1). The committee acknowledges, for example, that the collabo-
ration model will be new within most correctional settings and among 
many researchers. However, if research is to be supported to improve the 
welfare of prisoner populations, it must be done with rigorous safeguards 
and under a comprehensive HRPPP.  
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TABLE S-1 Impact of Committee Recommendations on Stakeholder 
Responsibilities 

 
Stakeholders 

 
Current Duties 

Proposed Duties Based on 
Committee Recommendations 

Congress 
 
 
 
 
 
 
 
 
 
 
 
 
DHHS/OHRP 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
1. DHHS agencies 
follow Sub-part C, 
OHRP also has over-
site for research in-
volving prisoners for 
two other agencies 
(CIA, SSA) that 
signed on to Subpart 
C. 
2. For above men-
tioned studies involv-
ing prisoners, OHRP 
must certify that IRB 
has followed Subpart 
C. 
3. If a protocol does 
not fit within one of 
five catargories, re-
gardless of risk bene-
fit, it is not approved. 

 
 
 

 
 
 
 

1. Mandate uniform guide-
lines 
2. Adequately fund OHRP to 
strengthen its capacity to pro-
vide uniform oversight 
3.  Establish national over-
sight entity (OHRP or other) to 
provide same OHRP oversight 
functions for the larger uni-
verse of research involving 
prisoners that is not within 
DHHS jurisdiction. 
 
1. Expand definition of pris-
oner. 
2. Support critical areas of 
correctional research. 
3. Revise Subpart C regula-
tions to reflect a risk benefit 
approach to research review 
similar to Subpart D. 
4. Establish a system of safe-
guards to be applied uni-
formly. 
5. Revitalize OHRP to en-
hance its capacity to provide 
uniform oversight. 
6. Maintain a national registry 
of all prisoner research. 
7. OHRP no longer certifies 
all studies, although it still 
oversees process of �excep-
tional� study review. 
8. OHRP focus shifts to na-
tional oversight, data collec-
tion, compliance, enforcement, 
and technical assistance role. 
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Stakeholders 

 
Current Duties 

Proposed Duties Based on 
Committee Recommendations 

Other federal agen-
cies 
 
 
 
Nonfederal and 
private sponsors 
 
Correctional settings 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
HRPPP/IRB 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Only CIA, SSA follow 
Subpart C. 
 
 
 
Not required to follow 
Subpart C. 
 
1. No clear, standard 
expectations for pro-
viding input in design 
or access for onsite 
monitoring. 
2. May or may not 
require IRB review for 
research at their facil-
ity. 

 
 
 
 
 
 
 

 
1. Protocol review is 
based on categories. 
2. For DHHS-
supported research 
involving prisonersm 
submit to OHRP for 
certification, and if 
necessary, federal-
level review. 
3. Wait for OHRP 
certification before 
study can be approved. 
4. Ensure informed 
consent. 
5. Protect subject 
privacy. 
6. Include prisoner 

1. All federal agencies follow 
Subpart C. 
2. Support critical areas of 
correctional research. 
 
Must follow revised Subpart C. 
 
 
1. Be open to providing input 
to investigators regarding the 
design and conduct of research 
protocols involving prisoners. 
2. Require that research be 
approved by an IRB before it 
is conducted at their facility. 
3. Assist in protection of sub-
ject privacy. 
4. Provide for timely and ade-
quate medical response to ad-
verse events experienced by 
the research subjects. 
5. Ensure that PSRAs have 
open access to monitor re-
search activities. 
 
1. Review shifts from cate-
gory-based to risk-benefit ap-
proach, with focus on the 
particular ethical issues that 
each protocol raises in the spe-
cific context of the correc-
tional setting. 
2. Only �exceptional� studies 
are submitted to OHRP for 
federal-level review. 
3. Evaluate investigator ef-
forts to obtain input from pris-
oners and other stakeholders 
on the design and conduct of 
research protocols involving 
prisoners. 
4. Evaluate the proposed re-
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Stakeholders 

 
Current Duties 

Proposed Duties Based on 
Committee Recommendations 

HRPPP/IRB 
(con�t) 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Investigators 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
PRSAs 
 
 
 
 
 
 

representative as voting 
member of IRB 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
1. Present studies to 
IRB and await IRB 
approval and OHRP 
certification. 
2. No standards for 
getting input or ensur-
ing adequate medical 
response. 
3. Obtain informed 
consent. 

 
 
 
 
 
 
 
 
 

Do not exist. 
 
 
 
 
 
 

search environment in terms of 
adequacy of existing health 
services to ensure that prisoner 
participation is truly voluntary 
and assess existing capacity to 
provide for timely and ade-
quate medical response to ad-
verse events experienced by 
the research subjects. 
5. Ensure informed consent. 
6. Protect subject privacy.  
7. Include prisoner representa-
tive as voting member of IRB 
8. Be open, transparent, and 
accountable. 
 
1. Present study to IRB for 
approval. Only requires OHRP 
review for �exceptional� stud-
ies 
2. Demonstrate efforts to ob-
tain input on study design and 
implementation from stake-
holders, including prisoners. 
3. Demonstrate to the IRB 
that the proposed research 
environment provides for 
timely and adequate medical 
response to adverse events 
experienced by the research 
subjects. 
4. Obtain informed consent. 
5. Be open, transparent, and 
accountable. 
 
Provide assurance, via ongo-
ing, onsite monitoring, such 
that research subjects within a 
specific facility or program are 
protected. 
Multisite studies would likely 
have more than one PRSA. 
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Stakeholders 

 
Current Duties 

Proposed Duties Based on 
Committee Recommendations 

PRSAs (con�t) 
 
 
Prisoners 
 
 

 
 
 
1. Provide informed 
consent. 

 

Duties expand as potential 
risks to participants increase. 
 
1. Provide informed consent. 
2.  Provide input, on request, 
on study design and implemen-
tation.  

NOTE: OHRP, Office for Human Research Protections; DHHS, Department of Health 
and Human Services; CIA, Central Intelligence Agency; SSA, Social Security Admini-
stration; IRB, institutional review board; PRSA, prison research subject advocate. 
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A 
 

Data Sources and Methods 
 
 
 
 
 
 
 
 
 
To comprehensively address the committee�s overarching task of re-

viewing ethical considerations for protection of prisoners involved in 
research, the committee cast a broad net for the collection and assess-
ment of information. These sources included commissioned papers (Box 
A-1), open sessions and workshops, telephone interviews and e-mail sur-
veys to the state Departments of Corrections, a survey of recent literature 
(to assess basic characteristics of research with prisoners), and two site 
visits to the correctional facilities.  

In addition, a liaison panel of former prisoners and prisoner advo-
cates was assembled for the committee to consult with throughout the 
project (Box A-2). The committee organized two meetings with the liai-
son panel to receive their expert advice and guidance in framing the is-
sues, identifying important sources of information, and ensuring a 
comprehensive analysis. A summary description of the committee�s evi-
dence gathering activities and results follows.  
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BOX A-1 
Commissioned Papers 

 
Ethical Issues Regarding HIV/AIDS Research Among Prisoners 
Theodore M. Hammett, Ph.D., Abt Associates Inc. 

 
10 Years of HIV/AIDS Research Behind Bars: Time for Change 
Jason Farley, PhD(c), MPH, CRNP, The Johns Hopkins University 
 
Rethinking the Ethics of Research Involving Prisoners 
Alex London, Ph.D., Carnegie Mellon University 
 
Research with Prisoners: A Reexamination of Ethical Foundations 
Mary Anderlik Majumder, J.D., Ph.D., Center for Medical Ethics and Health 

Policy 
 
Current Status of the Process of Mental Health Research and 
 Substance Abuse Research with Prisoners: Practical Burdens 
 and Benefits of the Current System 
Robert Trestman, Ph.D., M.D., University of Connecticut Health Center 

 
 

OPEN SESSIONS AND WORKSHOPS 
 
Over the course of the study, the committee sought and received in-

put from former prisoners, representatives of the prisoner advocacy 
community, bioethics researchers, health professionals, prison services 
researchers, and other organizations involved with research in prisons. 
To help accomplish this, the committee held three open meetings. The 
first was part of the first committee meeting on March 16, 2005. Staff 

BOX A-2 
Former Prisoners/Prisoner Advocates 

Liaison Group 
 

Edward Anthony, Philadelphia, PA  
Jack Beck, Esq., Correctional Association of New York 
Debra Breuklander, MECCA 
James J. Dahl, Ph.D., Phoenix House 
Allen Hornblum, M.A., M.P.A., Temple University 
Daniel S. Murphy, Ph.D., Appalachian State University  
Barry Nakell, Esq., North Carolina Prisoner Legal Services, Inc.  
Osvaldo Rivera, LADC I, Span, Inc. 
Jeffrey Ian Ross, Ph.D., University of Baltimore 
Jean Scott, Phoenix House 
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from the Office for Human Research Protections (OHRP) discussed the 
current federal regulations and their goals for this Institute of Medicine 
(IOM) project. Perspectives on the current federal regulation and needed 
changes were also provided by representatives of the prisoner advocacy 
community, bioethics researchers, prison services researcher, and a rep-
resentative from the federal Bureau of Prisons (BOP). The second was a 
workshop in Washington, DC, on May 4, 2005. This public workshop 
focused on the ethical and legal/regulatory frameworks that underlie re-
search involving prisoners. The committee also heard from representa-
tives of the corrections industry about the practicalities of conducting 
research in correctional settings. A panel of former prisoners/prisoner 
advocates talked about needed protections for research involving prison-
ers. The third workshop was held in San Francisco on July 18, 2005. This 
workshop focused on topical research areas and methodological issues 
related to conducting research with correctional populations. Former 
prisoners and prisoner advocates also presented their views of needed 
protections. The organizations and individuals that addressed the com-
mittee in these open sessions are listed in Box A-3. In addition, many 
other individuals attended and participated in the three public meetings 
(Box A-4). 

 
 

BOX A-3 

Individuals and Organizations that Addressed the Committee  
 

Elizabeth Alexander, J.D., National Prisoner Project of the American Civil Lib-
erties Union (ACLU) 

Edward Anthony, Philadelphia, PA 
Larry Bench, Ph.D., Utah Department of Corrections 
Jessica Berg, J.D., Case Western Reserve University 
Joseph Bick, M.D., California Medical Facility 
Debra Breuklander, MECCA 
Alvin J. Bronstein, J.D., ABA Task Force on Legal Status of Prisoners, ACLU 

National Prison Project 
James Childress, Ph.D., University of Virginia 
Gwendolyn C. Chunn, M.A., American Correctional Association 
Hazel D. Dean, Sc.D., M.P.H., Centers for Disease Control and Prevention 
Nancy Dubler, LL.B., Montefiore Medical Center 
Bernice Elger, Ph.D., Timothy Harding University of Geneva, Switzerland 
Gerald Gaes, Ph.D., National Institute of Justice 
Julia Gorey, J.D., Office for Human Research Protections 
Olga Grinstead, Ph.D., M.P.H., University of California, San Francisco  
Alison Hardy, J.D., Prison Law Office 
Edward Harrison, CCHP, National Commission on Correctional Health Care 
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Allen Hornblum, M.A., M.P.H., Temple University 
Doris J. James, M.A., Bureau of Justice Statistics  
Denise Johnston, M.D., Center for Children of Incarcerated Parents 
Patricia King, J.D., Georgetown University 
Peter Leone, Ph.D., University of Maryland at College Park 
Phillip Lyons, J.D., Ph.D., Sam Houston State University 
Philip Magaletta, Ph.D., Federal Bureau of Prisons 
Monika Markowitz, MSN, RN, M.A., Virginia Commonwealth University 
Mary Faith Marshall, Ph.D., University of Minnesota 
Nena Messina Ph.D., University of California, Los Angeles 
Daniel S. Murphy, Ph.D., Appalachian State University 
David Paar, M.D., University of Texas Medical Branch, Galveston 
Darrel A. Regier, M.D., M.P.H., American Psychiatric Association 
Bernard Schwetz, DVM, Ph.D., Department of Health and Human Services 
Vera Hassner Sharav, M.L.S., Alliance for Human Research Protection 
Christopher Slobogin, J.D., LL.M., University of Florida School of Law 
Susan Sniderman, M.D., IRB Chair, UCSF 
Irene Stith-Coleman, Office for Human Research Protections 
T. Howard Stone, J.D., LL.M., University of Louisville 
David Thomas, M.D., Nova Southeastern University College of Medicine 
Dan Wikler, Ph.D., Harvard University  
Gary Zajac, Ph.D., Pennsylvania Department of Corrections 

 
 

BOX A-4 
Public Meeting Participants 

 
Sue Allison, Federal Bureau of Prisons 
Susan Bankowski, Johns Hopkins School of Public Health 
Jessica Baumann, Bureau of National Affairs 
Francis Beylotte, American Psychological Association 
Laura Bishop, Kennedy Institute of Ethics 
Kristina Borror, Office for Human Research Protections 
Bret Bucklen, Pennsylvania Department of Corrections 
Scott Camp, Federal Bureau of Prisons 
Michael Carome, Office for Human Research Protections 
Erika Check, Nature 
Michael D. Cohen, New York State Office of Children and Family Services 
Jennifer Couzin, Science 
Joyce Cutler, Staff Correspondent Bureau of National Affairs 
Pamela Diamond, University of Texas School of Public Health 
Erik Dietz, Federal Bureau of Prisons 
Glen Drew, Office for Human Research Protections 
Jessica Ebert, Nature 
David Egilman, Brown University 
Bernice Elger, University of Geneva and National Institutes of Health (NIH) 
Patricia El-Hinnawy, Office for Human Research Protections 
Julie Falk, CorrectHELP 
Christine Fornwalt, Johns Hopkins Bloomberg School of Public Health 
Gerald Gaes, National Institute of Justice 
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Doreen Geiger, Washington State Department of Corrections 
Harold Goldstein, American Psychiatric Institute for Research and Education 
Te Guerra 
Erica Hall, KPFT Pacifica Radio, Houston News 
Shirley Hicks, Office for Human Research Protections  
Terry Hill, Lumetra  
Sally Hillsman, American Sociological Association 
Bill Holman, Gilead Sciences, Inc  
Craig Hutchinson, University of California, San Francisco (UCSF), Center for 

AIDS Prevention Studies  
Victoria Joseph, Bureau of Prisons 
Julie Kaneshiro, Office for Human Research Protections 
Alexa Kasdan, San Francisco AIDS Foundation  
Steven Krosnick, NIH/Center for Scientific Review 
Dan Landrigan, Report on Research Compliance 
Molly Lang, The Blue Sheet 
Elizabeth Mendelsohn, UCSF Office of Research  
Leah Mendelsohn, Johns Hopkins Bloomberg School of Public Health 
Virginia Morrison, Health Care Mediations, Inc.  
Janet Myers, UCSF Medicine  
Edward Opton, Jr. 
Sangeeta Panicker, American Psychological Association 
Kevin Prohaska, Office for Human Research Protections 
Mercedes Rubio, American Sociological Association 
William Ruby, Gilead Sciences, Inc.  
Sandra Sanford , George Mason University 
Jeffrey Schomisch, Guide to Good Clinical Practice  
Angela Sharpe, Consortium of Social Science Associations 
Barbara Solt, Institute for the Advancement of Social Work Research 
Anne Spaulding , Medical College of Georgia/ 

Georgia Correctional Health Care, Infectious Disease  
Mary Sylla, Centerforce  
Sara Tobin, Stanford University Center for Biomedical Ethics  
Christie Visher, The Urban Institute 
Cheryl Crawford Watson, National Institute of Justice 
Donna Willmott, Legal Services for Prisoners with Children 

 
 

LITERATURE SURVEY TO ASSESS GENERAL 
CHARACTERISTICS OF RESEARCH WITH PRISONERS 
 
To help characterize the landscape of published research with pris-

oners (i.e., who is doing what type of research in what type of prisoner 
settings), the committee conducted an assessment of prisoner research 
published in peer-reviewed journals. The preliminary search consisted of 
English language articles published since 1990, using the following data-
bases: MedLine, PsychLit, Sociological Abstracts, Cumulative Index to 
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Nursing & Allied Health Literature, Criminal Justice Abstracts, Educa-
tion Resources Information Center, National Technical Information Ser-
vice, and Excerpta Medica Database. Search terms used included IRB 
composition, multisite study/studies, risk-benefit, informed consent, un-
due influence, vulnerable populations, payment, biomedical research, 
behavioral research, environment, clinical trials, medication develop-
ment, FDA, data storage, record keeping, privacy, placebo-control trials, 
standard of care, follow-up care, follow-up monitoring, data monitoring, 
HIV/AIDS, tuberculosis, infectious diseases, substance abuse, mental 
health, women, females, juveniles, adolescents, and mental illness. These 
search terms were cross-matched with the following subject terms: in-
mate(s), prisoner(s), incarcerate(d), jail(s). The preliminary search re-
sulted in more than 14,000 articles. The search was then limited to the 
past 5 years, which resulted in a selection of 1,870 articles.  

A random sampling of 20 percent of the 1,870 articles was selected 
as the final sample. Of these 374 studies, a total of 327 were studies that 
included human subjects. The remaining 47 included the following types 
of articles: review articles, commentaries, introductions to special edi-
tions, letters to the editor, position pieces, editorials, theory articles, news 
articles, legal reviews, opinion pieces, discussion pieces, and news type 
articles.  

All of the articles were reviewed and coded using the standard crite-
ria. The results follow.  

 
Results 

 
The results of the survey to assess the general characteristics of pub-

lished research with prisoners are summarized in the following figures.  
 

Funding Sources 
 
Funding stemmed from a variety of sources, including the federal 

government, state agencies, universities, and the private sector (Figures 
A-1, A-2).  
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FIGURE A-1 Source of funding. 
 

 
FIGURE A-2 Number of studies with other or other federal sources of 
funding.  
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Mechanism of Approval  

 
Most studies (66%) did not report the mechanism by which they 

were approved (Figure A-3). Fifteen per cent indicated institutional re-
view board approval; other entitiy review was 19%. 

Institutional
Review Board,

15% 

 

Other Entity 
Review,

19%No Approval 
Mentioned, 

66%

 
FIGURE A-3 Mechanism of approval. 

 
Study Design  

 
As shown in Figure A-4, epidemiological studies were the most 

common (39%). Other common study designs included correlational 
studies (27%) and those assessing behavioral outcomes (14%). 
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Other, 
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Case Study, 
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FIGURE A-4 Study design. 
 
 
Type of Study 
 

Most of the studies (41%) in the sample had a sociobehavioral focus, 
lacked a therapeutic purpose, and had minimal risk to participants (Fig-
ure A-5). Program evaluations (26%) and record reviews (21%) were 
also common. 
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FIGURE A-5 Type of study. (Same as Figure 2-3).  
NOTE: Greater than minimal risk included any biomedical (nontherapeutic) 
study; any medical therapeutic study (regardless of the existence of a standard of 
care); any social/behavioral therapeutic study; and any nontherapeutic study 
involving a manipulation that the research assistant judged to involve potentially 
serious physical or emotional stress (e.g., long sleep deprivation). Not greater 
than minimal risk included any study based on review of administrative records; 
any program evaluation study; any nontherapeutic social/behavioral study that 
either involved no manipulation (e.g., innocuous questionnaires/surveys) or in-
volved a manipulation that the research assistant judged did not involve poten-
tially serious physical or emotional stress (e.g., long sleep deprivation).  
 
 

Studies were largely focused on health status (43%) and personality 
characteristics (19%) (Figure A-6). 

Copyright © National Academy of Sciences. All rights reserved.

Ethical Considerations for Research Involving Prisoners 
http://www.nap.edu/catalog/11692.html

http://www.nap.edu/catalog/11692.html


APPENDIX A 213 
 

No Relationship 
with Being in 

Prision, 
9%

Personality 
Characteristics, 

19%

Other, 
8%

Re-Entry, 
11%

Health Status, 
43%

Being Confined, 
10%

 
FIGURE A-6 Categories of research. 

 
Facilities/Locations 

 
More than half of the studies (53%) were conducted in prisons or 

jails (Figure A-7). Another large proportion of the studies (37%) were 
conducted in alternate settings, such as treatment programs or postincar-
ceration settings (Figures A-7, A-8). 

 
Other,
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Prisons, Jails, 
53%

Alternatives to
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FIGURE A-7 Facilities/location of studies. 

Copyright © National Academy of Sciences. All rights reserved.

Ethical Considerations for Research Involving Prisoners 
http://www.nap.edu/catalog/11692.html

http://www.nap.edu/catalog/11692.html


214 ETHICAL CONSIDERATIONS FOR RESEARCH INVOLVING PRISONERS 
 
 
 

Home 
Confinement, 

1%

Day Treatment, 
0%

Boot Camps, 
1%

Halfway 
Houses, 

0%

Residential Drug  
Treatment, 4%

Community 
Corrections, 

4%

Mental Health 
Facilities, 

4%

Parole, 
4%

Probation, 
7%

Juvenile 
Detention 
Center, 

12%

 
FIGURE A-8 Alternatives to incarceration research settings.  
NOTE: This graph corresponds to the �Alternatives to Incarceration� slice in 
Figure A-7. Juvenile detention centers were included in this analysis because the 
committee decided to limit its focus to adults after this literature assessment was 
conducted. 

 
Number and Demographics of Research Participants 

 
The number of participants in a published article ranged from 1 to 

336,668. Most studies (272) included 1,000 or fewer participants (Figure 
A-9).  
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FIGURE A-9 Number of research participants. 
 
Gender More studies included male participants than female participants 
(Figure A-10). 
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FIGURE A-10 Number of studies by gender of participants. 
 
Age Most studies included adult participants; few included participants 
younger than 18 years (Figure A-11). 
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FIGURE A-11 Number of studies by age of participants.  
 
 
Race/Ethnicity Most studies included participants of white/European 
American race/ethnicity, closely followed by black/African American, 
and Latino/Hispanic (Figure A-12). Other racial/ethnic groups were rep-
resented to a lesser extent (Figures A-13, A-14). 
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FIGURE A-12 Number of studies by race/ethnicity of research partici-
pants. 
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FIGURE A-13 Number of studies with participants of �other� 
race/ethnicity. 
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FIGURE A-14 Number of studies with nonwhite participants. 
 

 
SITE VISITS 

 
The committee conducted two site visits to correctional facilities. On 

July 20, 2005, the committee visited San Quentin Prison in San Fran-
cisco and the California Medical Facility (CMF) at Vacaville, California. 
During their site visits, the committee had guided tours of both facilities 
and unstructured discussions with peer educators (i.e., inmates who are 
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trained to be peer educators) about research experiences and needed pro-
tections when participating in research.  

 
 

SURVEY OF STATE DEPARTMENTS OF CORRECTIONS 
 

As part of its data collection activities, the committee collected in-
formation from state DOCs regarding research policies and practices. 
The committee conducted telephone interviews with six states, and sent a 
survey to the remaining states and District of Columbia by email.  

 
Telephone Interviews 

 
The committee collected information from DOCs in six states via 

telephone interviews: New York, California, Iowa, Texas, Florida, and 
Utah. The interviews covered the following: 

 
● types of research that are conducted,  
● number of studies that have been undertaken in recent years,  
● requirements for informed consent,  
● degree of risk to which research subjects are subjected, 
● procedures for processing research proposals, 
● credentials and qualifications of the people charged with the re-

sponsibility of approving research,  
● problems or concerns that have arisen in connection with such 

research, and  
● impact of laws and regulations on proposed or actual research 

projects.  
 
Chapter 2 includes summary results of those telephone interviews.  
 

 
E-Mail Survey 

 
In the interest of reaching all 50 states and the District of Columbia, 

similar information to that which was collected by telephone interviews 
was requested from the DOCs of the remaining 44 states and Washing-
ton, DC in an email survey. The purpose of this survey was to poll the 
states� DOCs about their research activities and practices. All but three 
(Delaware, Illinois, Wyoming) DOCs responded, bringing to 48 the total 
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number of DOCs about which the committee had information (6 from 
telephone interviews, 42 from e-mail survey). Table A-1 presents the 
survey questions and a summary of DOC responses.  
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TABLE A-1 Summary of Results from Department of Corrections 
(DOC) Survey 

Question Yes No Other 
For questions 1-8, is this type of research permitted in your DOC? 
 
1. Purely DOC records review, typically descriptive studies 
(e.g., demographics of prison population) or correlational stud-
ies (e.g., association of prisoner characteristics with type of 
index crime, number/type of disciplinary infractions) based on 
information routinely gathered by DOC outside the framework 
of a specific research protocol. 
 

40 2  

2. Evaluation studies of DOC programs. Evaluate the process or 
outcomes of an internal DOC program such as an educational 
program (e.g., impact of new classroom technique on GED test 
performance), or health or mental health treatment program 
(e.g., drug/substance abuse education; sex offender treatment). 
 

40 2  

3. Nontherapeutic social/behavioral studies involving minimal 
risk such as administration of interviews and/or questionnaires 
to assess personality features and personal history for develop-
ment of a risk assessment measure; reaction time studies (e.g., 
how quickly inmates respond to different visual stimuli pre-
sented on a computer screen). 
 

30 10 1/case by case 
1/yes-noa 

4. Nontherapeutic social/behaviors studies involving greater 
than minimal risk (e.g., evaluate the effects of prolonged sleep 
deprivation). 
 

4 34 1/not likely 
2/case by case 
1/yes-nob 

5. Evaluation of behavioral clinical interventions developed and 
administered by outside agencies (e.g., university researchers 
implement and evaluate a group therapy treatment protocol for 
PTSD that is not part of DOC standard services). 
 

20 19 2/case by case 
1/yes-noa 

6. Medical research�therapeutic studies (e.g., AIDS, hepatitis 
C, breast/prostate cancer, reproductive medicines/devices) in 
which study involvement permits inmates to have access to 
experimental treatments that would not be otherwise available.  
 

13 27 1/case by case 
1/yes-noa 

7. Medical research�therapeutic studies of diseases for which 
there is an established standard of care (e.g., new asthma medi-
cations). 
 

14 26 1/case by case 
1/yes-noa 

8. Biomedical studies of a nontherapeutic nature. Examples 
include studies that involve exposure to a biological or chemical 
agent to assess the effects on and reactions of humans (e.g., 
effects of cosmetic or cleaning agents on skin). 
 
 

3 38 1/not likely 
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Question Yes No Other 
9. If you answered �no� to any of the questions above, is it 
the case that some of these types of research are explicitly 
prohibited by your DOC policy or by legislation?  

31 8 3/NA 

Answer the following questions only if at least one of the types of research 
described above is permitted in your DOC. 

 

To ensure the safety of research subjects, in many research settings any study 
that involves human beings as research participants must be evaluated and ap-
proved by an institutional review board (IRB) before the study can commence. 
Please answer each of the questions below regarding IRB involvement in re-
search at your organization. 

 

10. Does your DOC require IRB approval before research can 
commence? 

29 10 3/NA 

11a. Does your DOC have its own IRB within the organization?  13 26 3/NA 
11b. If you answered YES to Question 11a: Are there prisoner 
representatives on the DOC�s IRB?    

5 13 24/NA 

12. Does your DOC have an adverse events reporting proc-
ess/procedure?  

18 20 4/NA 

NOTE: DOC, Department of Corrections; IRB, institutional review board; NA, not appli-
cable. 
 aVermont stated that the DOC is part of an umbrella Agency of Human Services 
(AHS). The AHS operates an IRB for review of all research, including DOC-related stud-
ies. No research involving minimal or greater risk to participants may proceed without 
IRB approval.  
 bOnly with IRB approval. 
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B 
 

The National Commission�s 
Deliberations and Findings 

 
 
 
 
 
 
 
 

NATIONAL RESEARCH ACT 
 
The National Commission for the Protection of Human Subjects of 

Biomedical and Behavioral Research (NCPHSBBR) was created in 1973 
by the National Research Act (Pub. L. No. 93-348) and charged with 
submitting periodic reports to the President, Congress, and Secretary of 
the Department of Health, Education and Welfare (DHEW) about pro-
tecting humans involved in research. The commissioners were specifi-
cally charged to look into protections for certain classes of research sub-
jects that included children, the �institutionally mentally infirm,� and 
prisoners. Title II of the act, which applies to prisoners, is presented in 
Box B-1.  

The commission was further required by Section 202(a)(3) to make 
recommendations to Congress for developing laws that could be imple-
mented at other agencies that would protect persons involved in bio-
medical and behavioral research, including research on prisoners that 
may have been supported by those non-DHEW agencies. 

In its charge to the commission concerning research with prisoners, 
Congress identified informed consent as the locus of ethical concern. In 
particular, Congress directed the commission to attend to three compo-
nents of informed consent: (1) the nature of the consent; (2) the adequacy 
of the information given; and (3) the competence and freedom of the 
prisoners or their legal representatives to make a choice.1  

In carrying out this charge, the commission used elements of a prin-
ciple-based ethical framework that would be more fully fleshed out in the 

                                                 
1National Research Act, § 202(a)(2). 
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Belmont Report (NCPHSBBR, 1976), a response to its charge to identify 
the relevant ethical principles that relate to and support research with 
human subjects. This 20-page document discussed the line to be drawn 
between practice of biomedical and behavioral therapy and research in 
those areas. It identified three philosophical principles or general pre-
scriptive judgments that were particularly relevant to research with hu-
man subjects: respect for persons, beneficence, and justice. 

The first principle�respect for persons��incorporates at least two 
ethical convictions: first, that individuals should be treated as autono-
mous agents, and second, that persons with diminished autonomy are 
entitled to protection� (p. 4 NCPHSBBR, 1979).  The second principle�
beneficence�demands that persons be �treated in an ethical manner not 
only by respecting their decisions and protecting them from harm, but 
also by making efforts to secure their well-being� (p. X).  The concerns 
of the final principle�justice�are found in the answer to the question 
that the report poses: �Who ought to receive the benefits of research and 
bear its burdens?� (pgs. 4-5 NCPHSBBR, 1979).  It is clear that the con-
cerns raised by the report remain central to the analysis of this document. 

 
 

NATIONAL COMMISSION METHODOLOGY 
 
The national commission determined that research involving prison-

ers was so complex that a special section of regulations was needed to 
(1) provide severe restraints on the sorts of research that could be per-
formed to protect the rights and interests of inmates and (2) impose spe-
cific rules and procedures for institutional review boards reviewing pro-
tocols for correctional settings. The current inquiry, almost 30 years 
later, asks whether that special set of regulations is still sufficient and 
valid. The national commission noted that research in correctional set-
tings presented problems largely relating to coercion and challenges to 
autonomous consent and refusal. 

The national commission conducted a number of information-
gathering activities as part of the development of its report on prisoners. 
Commission members made site visits to four prison facilities that con-
ducted research with their inmate populations and two research facilities 
that were not penal institutions but that used prisoners as research sub-
jects. During these visits, commission members and staff talked with in-
mates who did and did not participate in research projects, with prison 
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administrators who had oversight responsibilities, and with directors of 
the research programs at the facilities. 

 
When the National Commission visited the Jackson State Prison 
in Michigan on November 14, 1975, they met with a group of 
highly articulate prisoners. The leader of the group greeted them 
with the following opening statement: � �Ladies and gentlemen: 
You are in a place where death at random is a way of life. We 
have noticed that the only place in this prison that people don�t 
die is in the research unit. Just what is it that you think you are 
protecting us from?�� (p. 186 Dubler and Sidel, 1989, quoting 
Alan Bronstein). 
 
In addition, commission members held hearings to allow for com-

ment by those who would be most affected by any proposed protections. 
Groups represented at these hearings included members of the scientific 
community, advocates for the rights of prisoners, attorneys who provided 
legal services to prisoners, representatives from the pharmaceutical in-
dustry, and members of the general public. A National Minority Confer-
ence on Human Experimentations was also held to allow for groups rep-
resenting minority concerns to receive a more in-depth hearing. 

In addition to these activities, members of the commission staff au-
thored papers, completed surveys, and wrote other reports that helped to 
inform the commission�s deliberations. Papers were written by others as 
well. Topics for these papers were (1) alternatives to the use of inmates 
as research subjects; (2) a review of foreign practices on developing new 
pharmaceutical medications with prison subjects; (3) a review of phi-
losophical, sociological, and legal views of the use of inmates in re-
search; (4) behavioral perspectives on using inmate subjects; and (5) a 
survey of research review procedures, principal investigators, and inmate 
subjects at five facilities. 

The state of the art, as reported to the commissioners, was unsettled 
and unsettling. The pharmaceutical industry and various stakeholders, 
other than prisoners, were crafting the research agenda in correctional 
settings. Inmates often agreed to participate, with the hope of improving 
their living conditions or their chances for probation or parole. 
Finally, members of the national commission held a series of pub-
lic hearings that began in January 1976. During these hearings, 
commissioners discussed findings and identified and developed 
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recommendations that were included in the final report, which was 
released in October 1976 (NCPHSBBR, 1976). 
 
 

NATIONAL COMMISSION DELIBERATIONS, FINDINGS, 
AND CONCLUSIONS 

 
The national commission began its report by acknowledging some of 

the history of research with prisoners and noting that sensitivities to 
abuses in the United States and other countries had led to a generally 
growing concern about the propriety of research in prisons. 

It then noted that there were two specific sets of concerns that were 
directly relevant to the report and recommendations: first, a set of general 
concerns about the �serious deficiencies in living conditions and health 
care that generally prevail in prisons� (p. 5 NCPHSBBR, 1976b) and, 
second, a set of ethical concerns asking 

 
Do prisoners bear a fair share of the burdens and receive a fair 
share of the benefits of research?  
Are prisoners, in the words of the Nuremberg Code (1949) �so 
situated as to be able to exercise free power of choice� (p. 181). 
That is, can prisoners give truly voluntary consent to participate 
in research? 
 
These two dilemmas relate to two of the basic ethical principles: jus-

tice, which requires that persons and groups be treated fairly, and respect 
for persons, which requires that the autonomy of persons be promoted 
and protected. In discussing these issues, the commission noted that in its 
judgment the �appropriate expression of respect consists in protection 
from exploitation� (p. 7 NCPHSBBR, 1976b).  On the issue of justice, it 
stated that the concern is  

 
To ensure the equitable distribution of the burdens of research no 
matter how large or small those burdens may be. The Commis-
sion is concerned that the status of being a prisoner makes possi-
ble the perpetration of certain systemic injustices. For example, 
the availability of a population living in conditions of social and 
economic deprivation makes it possible for researchers to bring 
to these populations types of research which persons better situ-
ated would ordinarily refuse. It also establishes an enterprise 
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whose fair administration can be readily corrupted by prisoner 
control or arbitrarily manipulated by prison authorities. And fi-
nally, it allows an inequitable distribution of burdens and bene-
fits, in that those social classes from which prisoners often come 
are seldom full beneficiaries of improvements in medical care 
and other benefits accruing to society from the research enter-
prise. (Pp. 7-8 NCPHSBBR, 1976b) 
 
Chapter 2 of this report makes clear that today�s correctional envi-

ronments have the same characteristics that were of concern to the com-
mission 30 years ago plus new, important features as well.  

The commission completed its deliberations with five recommenda-
tions, which largely, although not entirely, became the guiding elements 
for 45 CFR 46, Subpart C. They are listed in Box B-2.  

The commission�s deliberations came after the late 1960s and early 
1970s saw a series of exposés documenting abuses in connection with 
nontherapeutic research in U.S. prisons (Mitford, 1973a,b; Rugaber, 
1969). Many of those who were most vocal about the plight of prisoners, 
journalists and the staff of prisoner advocacy and civil liberties groups, 
saw research with prisoners largely under the twin headings of coercion 
and exploitation (Mitford, 1973a,b; NCPHSBBR, 19762; Rugaber, 1969). 
For the most part, these groups pushed for restriction rather than reform 
of the prison research enterprise. Although the commission did not rec-
ommend a ban on all research with prisoners, its work and the aftermath 
have been described as tending toward that end: �The result of these 
regulations has been, as was their goal, the virtual elimination of bio-
medical research activity in prisons and jails� (Dubler and Sidel, 1989, p. 
185). According to one informed estimate, in the late 1990s only about 
15 percent of institutions engaged in clinical research in the United 
States included prisoners in their research protocols (Hoffman, 20003). In 

                                                 
2See the summaries of presentations made to the commission (pp. 44-48) by Gabe 

Kaimowitz, a senior staff attorney for Michigan Legal Services; Matthew L. Myers, from 
the National Prison Project of the American Civil Liberties Foundation; Allan H. Law-
son, executive director of the Prisoners� Rights Council of Pennsylvania; and the Rev. 
Americus Roy of the Prisoners Aid Association of Maryland, at a public hearing held on 
January 9, 1976. 

3Hoffman was citing a 1998 estimate by Paula Knudson, executive coordinator of the 
University of Texas Health Science Center Committee for the Protection of Human Sub-
jects. One factor to be considered may be state bans on biomedical research with prison-
ers; Hoffman cites a survey from the American Correctional Health Services Association 
finding that 22 states have such total bans. 
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1997, New York State had the largest estimated number of HIV-infected 
prisoners of any prison system (9,456), but only 8 (< 0.001 percent) were 
enrolled in clinical trials (Lazzarini and Altice, 2000, pp. 112-113). 

 
 

 
BOX B-1 

National Research Act Section 202(a)(2) 
 

The Commission shall identify the requirements for informed consent to par-
ticipation in biomedical and behavioral research by�prisoners�The Commission 
shall investigate and study biomedical and behavioral research conducted or 
supported under programs administered by the Secretary [DHEW] and involving 
prisoners�to determine the nature of the consent obtained from such persons or 
their legal representatives before such persons were involved in such research; 
the adequacy of the information given them respecting the nature and purpose of 
the research, procedures to be used, risks and discomforts, anticipated benefits 
from their research, and other matters necessary for informed consent; and the 
competence and the freedom of the persons to make a choice for or against in-
volvement in such research. On the basis of such investigation and study the 
Commission shall make such recommendations to the Secretary as it determines 
appropriate to assure that biomedical and behavioral research conducted or sup-
ported under programs administered by him meets the requirements respecting 
informed consent identified by the Commission. 

 
 

 
BOX B-2 

National Commission Recommendations 
 

1. Recommended that studies of the possible causes, effects, and processes 
of incarceration and studies of prisons as institutional structures or of prisoners 
as incarcerated persons may be conducted or supported provided that (A) they 
present minimal or no risk and no more than mere inconvenience to the sub-
jects and (B) the requirements under Recommendation 4 are fulfilled. 

2. Research on practices both innovative and accepted, which have the intent 
and reasonable probability of improving the health or well-being of the individual 
prisoner, may be conducted or supported provided the requirements under Rec-
ommendation 4 are fulfilled. 

3. Discussed the need for a national ethical review body to determine that the 
research fulfills an important social and scientific need, that the involvement of 
the prisoners satisfies conditions of equity, and that a high degree of voluntari-
ness is required. This recommendation led to requirements for certain sorts of 
secretarial review in the actual regulations but did not mirror the commission�s 
list of mandatory characteristics of the prison, which included many require-
ments for conditions of confinement, such as adequate living space, existence 
of single occupancy cells, operable toilets, access to clean and working show-
ers, existence of good-quality medical facilities in the prison that are adequately 
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staffed and equipped and approved by an outside medical accrediting organiza-
tion, among others. This requirement for the specifics of prison existence did not 
become part of the regulations. 

4. This recommendation had two parts: 
• The head of the responsible federal department or agency should deter-

mine that the competence of the investigators and the adequacy of the research 
facilities involved are sufficient for the conduct of any research project in which 
prisoners are to be involved. 

• All research involving prisoners should be reviewed by at least one hu-
man subjects review committee. 

5. A grandfathering provision that permitted research in existence to continue 
for at least 1 year. 
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C 
 

Report of the SACHRP Subcommittee and 
Human Subjects Protections 

 
 
 
 
 
 
 
 
In 2003, the Secretary�s Advisory Committee on Human Research 

Protections (SACHRP) asked its Subpart C Subcommittee to review the 
text and application of Subpart C primarily to determine whether the cur-
rent Department of Health and Human Services (DHHS) interpretation 
and application of Subpart C�s requirements should be modified.1 

Among the topics the subcommittee addressed were the following: 
 
• the definition of prisoner under Subpart C; 
• the application of research protections to those who become incar-

cerated after agreeing to participate in a nonprisoner study; 
• issues with identifying a prisoner representative for prisoner re-

search institutional review boards (IRBs) and particularly in multisite 
studies;  

• conduct of expedited review in prisoner research;  
• the definition of �minimal risk� under Subpart C (which is differ-

ent from the Subpart A definition); and 
• the requirement of secretarial review when prisoners in the control 

group are merely provided the standard of care. 
 
These topics and the subcommittee�s recommendations for further 

consideration by the Institute of Medicine are discussed in more detail 
below. 

 
 

                                                 
1The full report of the subcommittee�s findings is available at http://www.hhs.gov/ 

ohrp/sachrp/mtgings/present/SubpartC.htm. 
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DEFINITION OF PRISONER 
 

The subcommittee recommended that a modified Subpart A analysis 
apply when a subject who is enrolled in a study may not be fully within 
the definition of prisoner for the duration of the study.  First, the sub-
committee affirmed that the interpretation of prisoner should remain de-
fined by the words of the regulation and not expanded to include other 
subjects whose liberty is restricted, such as those in community correc-
tional facilities or on probation or parole.  Although those subjects de-
serve heightened protection, the subcommittee recommended that DHHS 
rely on Subpart A�s protections for subjects �vulnerable to coercion or 
undue influence� without including those subjects as prisoners under 
Subpart C.  Likewise, when a subject is incarcerated after becoming en-
rolled in a study, the concerns about coercion and undue influence are 
not as great; at the same time, it may be difficult to modify the research 
protocol to comply with Subpart C.  Therefore, the subcommittee sug-
gested that Subpart A�s general requirement of heightened protection 
apply instead.  The subcommittee recommended that an IRB should re-
view a researcher�s request to continue the research when a subject sub-
sequently becomes incarcerated, taking into account the new conditions 
of incarceration but without fully engaging in a new Subpart C approval 
process. 

 
 

PRISONER IRB REPRESENTATIVE 
 

The subcommittee discussed a variety of problems with identifying a 
representative who would be skilled and knowledgeable enough to be 
effective but not so unlike the rest of the IRB as to be marginalized.  The 
subcommittee recommended that the Office of Human Research Protec-
tions (OHRP) assist IRBs in searching for an appropriate prisoner repre-
sentative, which might include family members of prisoners, former 
prisoners (especially people in recovery from substance addiction who 
have also had experience as prisoners), and service providers who assist 
in the correctional process.  It was recommended that OHRP should pro-
vide functional criteria that might help IRBs (and investigators, who are 
also responsible for the composition of an IRB that will properly evalu-
ate ethical issues) identify persons who can be an effective voice for 
prisoners within the IRB.  With respect to multisite studies, the subcom-
mittee recommended that, although Subpart C only requires one prisoner 
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representative on a central IRB for multisite research, the IRB must nev-
ertheless consider the individual circumstances of each prison site, which 
can vary widely.  In addition, with respect to expedited review, the sub-
committee recommended that, if expedited review of a protocol is re-
quired, a prisoner representative should be one of the reviewers. 

 
 

DEFINING MINIMAL RISK AND BENEFIT TO 
PARTICIPANT 

 
The subcommittee considered two issues regarding the distinction 

between using as the ethical baseline other healthy prisoners as opposed 
to other healthy persons generally.  First, the subcommittee affirmed that 
the different definition of minimal risk in the Subpart C regulations com-
pared with Subpart A regulations was appropriate.  The Subpart C regu-
lations specify that the determination of minimal risk must be in 
comparison to the ordinary experience of a healthy person, which the 
subcommittee interpreted as referring to a healthy person outside the 
prison environment.  The subcommittee cautioned that the greater situ-
ational risk in the prison setting should not influence the baseline for the 
IRB�s decision; rather, the minimal risk should be compared with the risk 
to a healthy person in a safe environment. OHRP should provide guid-
ance, using examples, of how the minimal risk might be viewed in dif-
ferent protocols.   

At the same time, the subcommittee viewed the current OHRP inter-
pretation of when a protocol does not provide a benefit to the participant 
as overly restrictive.  OHRP�s position is that using standard of care as a 
control arm does not provide any benefit to the participant and thus re-
quires secretarial review and expert panel consideration.  The subcom-
mittee�s view is that, because the participant receives the standard of care 
and does ultimately benefit from the results of the research, even if not 
immediately, such a control arm should not require heightened review.  
The subcommittee recommended that only when the control group is 
placebo only (and thus deviating from the standard of care) should the 
protocol be considered to include an arm not benefiting from the re-
search. 

The subcommittee also pointed out the problems with the jurisdiction 
of Subpart C.  Because it has been adopted by so few agencies, it has 
limited application to federally funded research.  In addition, it does not 
automatically apply to institutions that have signed a federal-wide assur-
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ance (FWA) unless they specifically request that it be part of their obli-
gation.  Because of these two enormous gaps in coverage, most research 
involving prisoners does not fall under the special protections of Subpart 
C. 

 
 
RECOMMENDATIONS FOR FURTHER CONSIDERATION 

BY THE INSTITUTE OF MEDICINE 
 

In addition to its recommendations on the issues discussed previ-
ously, the subcommittee noted with approval that the Institute of Medi-
cine (IOM) had been charged with studying the human research 
protections for prisoners.  The subcommittee recommended the IOM 
committee�s consideration of the following: 

 
• the need for a requirement that research only be conducted in pris-

ons providing standard of care to the general population (and how best to 
get such services in place);  

• the interpretation of the requirement that follow-up care be pro-
vided when the prisoner has been released from confinement; and  

• the limited jurisdiction of Subpart C (i.e., to DHHS-supported re-
search only).  

 
 

OTHER FEDERAL HUMANSUBJECTS 
PROTECTIONS 

 
The full panoply of DHHS protections for prisoners in Subpart C 

presently only apply to research funded by DHHS, the Central Intelli-
gence Agency, and the Social Security Administration.  Some of the 
other 14 departments and agencies that have adopted the Common Rule 
accept the OHRP-approved FWA as assurance of compliance with ethi-
cal regulations regarding human research subjects.  However, those de-
partments and agencies have not adopted Subpart C, so the assurance 
will only require certification of compliance with the Common Rule 
(Subpart A).2  Although institutions holding an FWA and engaging in 
research funded by one of the other departments or agencies may volun-
tarily extend their protections to include those under the other subparts 
                                                 

2One exception is the Department of Education, which has adopted Subpart D but has 
not adopted Subparts B or C of the DHHS regulations. 
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(including Subpart C)�OHRP estimates that this applies to approxi-
mately 60 percent of institutions holding an FWA�they are not required 
to do so. 

Moreover, prisoner research that is funded by another department or 
agency (other than DHHS) falls outside of the protections of OHRP 
oversight even if the institution has requested in its FWA that Subpart C 
apply because OHRP does not monitor the institution�s compliance with 
a voluntary assurance regarding Subpart C.  Additionally, an organiza-
tion that does not receive its funding from any of these sources will gen-
erally not hold an FWA and would not be required to comply with the 
Common Rule or any of the subparts (see Table C-1). 

At the same time, certain federal departments or agencies that have 
adopted a form of the Common Rule have also adopted their own addi-
tional rules protecting certain categories of human research subjects 
other than Subpart C.  Of particular interest are the Department of Jus-
tice, because it includes the Bureau of Prisons, and the Food and Drug 
Administration, because its regulations govern a majority of biomedical 
research (regardless of whether the subjects of the study are prisoners). 
 
 
TABLE C-1 Overview of Regulations Applicable to Research Involving 
Prisoners as Subjects, Independent of Funding Source 
  

Federal�Adult 
Federal�  
Juvenile 

 
State� Adult 

State�  
Juvenile 

Medical 
Treatment� 
nontherapeutic/ 
cosmetic 

Not permitted Not permitted  FDA Subpart A, 
state policy 

FDA Subpart A,  
FDA Subpart D, 
state policy 

Pharmaceutical/ 
medical device� 
therapeutic (for 
specific inmate�s 
condition) 

DOJ Subpart A, 
FDA Subpart A, 
DHHS 
(Subpart C) 

DOJ Subpart A, 
FDA Subpart A,
DHHS (Subpart C
FDA Subpart D 

FDA Subpart A,
FDA Subpart D,
state policy 

FDA Subpart A,  
FDA Subpart D, 
state policy 

Non-FDA 
Regulated 
Medical 
treatment� 
therapeutic 

DOJ Subpart A, 
DHHS 
(Subpart C) 

DOJ Subpart A, 
DHHS (Sub-
part C) 

Varies by state Varies by state 

Nonmedical 
research 

DOJ Subpart A, 
BOP research 
policy 

DOJ Subpart A, 
BOP research 
policy 

Varies by state Varies by state 
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Code of Federal Regulations 
 
 
 
 
 
 
 
 
 
 

TITLE 45 
PUBLIC WELFARE 

 
DEPARTMENT OF HEALTH AND HUMAN SERVICES 

 
PART 46 

PROTECTION OF HUMAN SUBJECTS 
 
* * 

 
Revised June 23, 2005 
Effective June 23, 2005 

 
* * * 

Subpart A -- Basic HHS Policy for Protection of Human Research 
Subjects 

Sec.  

46.101 To what does this policy apply? 

46.102 Definitions. 

46.103 Assuring compliance with this policy--research conducted 
or supported by any Federal Department or Agency. 

46.104- 
46.106 

[Reserved] 
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46.107 IRB membership. 

46.108 IRB functions and operations. 

46.109 IRB review of research. 

46.110 Expedited review procedures for certain kinds of research
involving no more than minimal risk, and for minor
changes in approved research. 

46.111 Criteria for IRB approval of research. 

46.112 Review by institution. 

46.113 Suspension or termination of IRB approval of research. 

46.114 Cooperative research. 

46.115 IRB records. 

46.116 General requirements for informed consent. 

46.117 Documentation of informed consent. 

46.118 Applications and proposals lacking definite plans for in-
volvement of human subjects. 

46.119 Research undertaken without the intention of involving hu-
man subjects. 

46.120 Evaluation and disposition of applications and proposals for
research to be conducted or supported by a Federal Depart-
ment or Agency. 

46.121 [Reserved] 

46.122 Use of Federal funds. 
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46.123 Early termination of research support: Evaluation of appli-
cations and proposals. 

46.124 Conditions. 

 

Subpart B -- Additional Protections for Pregnant Women, Human Fe-
tuses and Neonates Involved in Research  

Sec.  

46.201 To what do these regulations apply? 

46.202 Definitions. 

46.203 Duties of IRBs in connection with research involving preg-
nant women, fetuses, and neonates. 

46.204 Research involving pregnant women or fetuses. 

46.205 Research involving neonates. 

46.206 Research involving, after delivery, the placenta, the dead
fetus or fetal material. 

46.207 Research not otherwise approvable which presents an op-
portunity to understand, prevent, or alleviate a serious prob-
lem affecting the health or welfare of pregnant women, fe-
tuses, or neonates. 

  

Subpart C -- Additional Protections Pertaining to Biomedical and Be-
havioral Research Involving Prisoners as Subjects 

Sec.  

46.301 Applicability. 
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46.302 Purpose. 

46.303 Definitions. 

46.304 Composition of Institutional Review Boards where prisoners
are involved. 

46.305 Additional duties of the Institutional Review Boards where
prisoners are involved. 

46.306 Permitted research involving prisoners. 
 

Subpart D  Additional Protections for Children Involved as Subjects in 
Research 

Sec.  

46.401 To what do these regulations apply? 

46.402 Definitions. 

46.403 IRB duties. 

46.404 Research not involving greater than minimal risk. 

46.405 Research involving greater than minimal risk but presenting 
the prospect of direct benefit to the individual subjects. 

46.406 Research involving greater than minimal risk and no prospect 
of direct benefit to individual subjects, but likely to yield gen-
eralizable knowledge about the subject's disorder or condition. 

46.407 Research not otherwise approvable which presents an oppor-
tunity to understand, prevent, or alleviate a serious problem 
affecting the health or welfare of children. 
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46.408 Requirements for permission by parents or guardians and for
assent by children. 

46.409 Wards. 
 
Authority: 5 U.S.C. 301; 42 U.S.C. 289(a). 
 
Editorial Note: The Department of Health and Human Services issued a notice 
of waiver regarding the requirements set forth in part 46, relating to protection 
of human subjects, as they pertain to demonstration projects, approved under 
section 1115 of the Social Security Act, which test the use of cost--sharing, such 
as deductibles, copayment and coinsurance, in the Medicaid program. For fur-
ther information see 47 FR 9208, Mar. 4, 1982. 
 
Note: As revised, Subpart A of the HHS regulations incorporates the Federal 
Policy for the Protection of Human Subjects (56 FR 28003). Subpart D of the 
HHS regulations has been amended at Section 46.401(b) to reference the revised 
Subpart A. 
 
The Federal Policy for the Protection of Human Subjects is also codified at 

7 CFR Part 1c Department of Agriculture 

10 CFR Part 745 Department of Energy 

14 CFR Part 1230 National Aeronautics and Space Administration 

15 CFR Part 27 Department of Commerce 

16 CFR Part 1028 Consumer Product Safety Commission 

22 CFR Part 225 International Development Cooperation Agency,
Agency for International Development 

24 CFR Part 60 Department of Housing and Urban Development 

28 CFR Part 46 Department of Justice 

32 CFR Part 219 Department of Defense 

34 CFR Part 97 Department of Education 
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38 CFR Part 16 Department of Veterans Affairs 

40 CFR Part 26 Environmental Protection Agency 

45 CFR Part 690 National Science Foundation 

49 CFR Part 11 Department of Transportation 

 
* * * 

Subpart A Basic HHS Policy for Protection of Human Research Sub-
jects 

  Authority: 5 U.S.C. 301; 42 U.S.C. 289(a); 42 U.S.C. 300v-
1(b). 

  Source: 56 FR 28003, June 18, 1991; 70 FR 36325, June 23, 
2005. 

§46.101 To what does this policy apply? 
 
(a) Except as provided in paragraph (b) of this section, this policy applies 
to all research involving human subjects conducted, supported or other-
wise subject to regulation by any federal department or agency which 
takes appropriate administrative action to make the policy applicable to 
such research. This includes research conducted by federal civilian em-
ployees or military personnel, except that each department or agency 
head may adopt such procedural modifications as may be appropriate 
from an administrative standpoint. It also includes research conducted, 
supported, or otherwise subject to regulation by the federal government 
outside the United States. 
 
(1) Research that is conducted or supported by a federal department or 
agency, whether or not it is regulated as defined in §46.102(e), must 
comply with all sections of this policy. 
 
(2) Research that is neither conducted nor supported by a federal depart-
ment or agency but is subject to regulation as defined in §46.102(e) must 
be reviewed and approved, in compliance with §46.101, §46.102, and 
§46.107 through §46.117 of this policy, by an institutional review board 
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(IRB) that operates in accordance with the pertinent requirements of this 
policy. 
 
(b) Unless otherwise required by department or agency heads, research 
activities in which the only involvement of human subjects will be in one 
or more of the following categories are exempt from this policy: 
 
(1) Research conducted in established or commonly accepted educational 
settings, involving normal educational practices, such as (i) research on 
regular and special education instructional strategies, or (ii) research on 
the effectiveness of or the comparison among instructional techniques, 
curricula, or classroom management methods. 
 
(2) Research involving the use of educational tests (cognitive, diagnostic, 
aptitude, achievement), survey procedures, interview procedures or ob-
servation of public behavior, unless: 
(i) information obtained is recorded in such a manner that human sub-
jects can be identified, directly or through identifiers linked to the sub-
jects; and (ii) any disclosure of the human subjects' responses outside the 
research could reasonably place the subjects at risk of criminal or civil 
liability or be damaging to the subjects' financial standing, employability, 
or reputation. 
 
(3) Research involving the use of educational tests (cognitive, diagnostic, 
aptitude, achievement), survey procedures, interview procedures, or ob-
servation of public behavior that is not exempt under paragraph (b)(2) of 
this section, if: 
(i) the human subjects are elected or appointed public officials or candi-
dates for public office; or (ii) federal statute(s) require(s) without excep-
tion that the confidentiality of the personally identifiable information will 
be maintained throughout the research and thereafter. 
 
(4) Research involving the collection or study of existing data, docu-
ments, records, pathological specimens, or diagnostic specimens, if these 
sources are publicly available or if the information is recorded by the 
investigator in such a manner that subjects cannot be identified, directly 
or through identifiers linked to the subjects. 
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(5) Research and demonstration projects which are conducted by or sub-
ject to the approval of department or agency heads, and which are de-
signed to study, evaluate, or otherwise examine: 
(i) Public benefit or service programs; (ii) procedures for obtaining bene-
fits or services under those programs; (iii) possible changes in or alterna-
tives to those programs or procedures; or (iv) possible changes in meth-
ods or levels of payment for benefits or services under those programs. 
 
(6) Taste and food quality evaluation and consumer acceptance studies, 
(i) if wholesome foods without additives are consumed or (ii) if a food is 
consumed that contains a food ingredient at or below the level and for a 
use found to be safe, or agricultural chemical or environmental contami-
nant at or below the level found to be safe, by the Food and Drug Ad-
ministration or approved by the Environmental Protection Agency or the 
Food Safety and Inspection Service of the U.S. Department of Agricul-
ture. 
(c) Department or agency heads retain final judgment as to whether a 
particular activity is covered by this policy. 
 
(d) Department or agency heads may require that specific research activi-
ties or classes of research activities conducted, supported, or otherwise 
subject to regulation by the department or agency but not otherwise cov-
ered by this policy, comply with some or all of the requirements of this 
policy. 
 
(e) Compliance with this policy requires compliance with pertinent fed-
eral laws or regulations which provide additional protections for human 
subjects. 
 
(f) This policy does not affect any state or local laws or regulations 
which may otherwise be applicable and which provide additional protec-
tions for human subjects. 
 
(g) This policy does not affect any foreign laws or regulations which may 
otherwise be applicable and which provide additional protections to hu-
man subjects of research. 
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(h) When research covered by this policy takes place in foreign coun-
tries, procedures normally followed in the foreign countries to protect 
human subjects may differ from those set forth in this policy. [An exam-
ple is a foreign institution which complies with guidelines consistent 
with the World Medical Assembly Declaration (Declaration of Helsinki 
amended 1989) issued either by sovereign states or by an organization 
whose function for the protection of human research subjects is interna-
tionally recognized.] In these circumstances, if a department or agency 
head determines that the procedures prescribed by the institution afford 
protections that are at least equivalent to those provided in this policy, 
the department or agency head may approve the substitution of the for-
eign procedures in lieu of the procedural requirements provided in this 
policy. Except when otherwise required by statute, Executive Order, or 
the department or agency head, notices of these actions as they occur will 
be published in the FEDERAL REGISTER or will be otherwise pub-
lished as provided in department or agency procedures. 
 
(i) Unless otherwise required by law, department or agency heads may 
waive the applicability of some or all of the provisions of this policy to 
specific research activities or classes or research activities otherwise 
covered by this policy. Except when otherwise required by statute or Ex-
ecutive Order, the department or agency head shall forward advance no-
tices of these actions to the Office for Human Research Protections, De-
partment of Health and Human Services (HHS), or any successor office, 
and shall also publish them in the FEDERAL REGISTER or in such 
other manner as provided in Department or Agency procedures.1 
1 Institutions with HHS-approved assurances on file will abide by provi-
sions of Title 45 CFR part 46 subparts A-D. Some of the other depart-
ments and agencies have incorporated all provisions of Title 45 CFR Part 
46 into their policies and procedures as well. However, the exemptions at 
45 CFR 46.101(b) do not apply to research involving prisoners, subpart 
C. The exemption at 45 CFR 46.101(b)(2), for research involving survey 
or interview procedures or observation of public behavior, does not apply 
to research with children, subpart D, except for research involving obser-
vations of public behavior when the investigator(s) do not participate in 
the activities being observed. 
[56 FR 38012, 28022, June 18, 1991; 56 FR 29756, June 28, 1991; 70 
FR 36325, June 23, 2005] 
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§46.102 Definitions. 
 
(a) Department or agency head means the head of any federal depart-
ment or agency and any other officer or employee of any department or 
agency to whom authority has been delegated. 
 
(b) Institution means any public or private entity or agency (including 
federal, state, and other agencies). 
 
(c) Legally authorized representative means an individual or judicial or 
other body authorized under applicable law to consent on behalf of a pro-
spective subject to the subject's participation in the procedure(s) involved 
in the research. 
 
(d) Research means a systematic investigation, including research devel-
opment, testing and evaluation, designed to develop or contribute to gen-
eralizable knowledge. Activities which meet this definition constitute 
research for purposes of this policy, whether or not they are conducted or 
supported under a program which is considered research for other pur-
poses. For example, some demonstration and service programs may in-
clude research activities. 
 
(e) Research subject to regulation, and similar terms are intended to en-
compass those research activities for which a federal department or 
agency has specific responsibility for regulating as a research activity, 
(for example, Investigational New Drug requirements administered by 
the Food and Drug Administration). It does not include research activi-
ties which are incidentally regulated by a federal department or agency 
solely as part of the department's or agency's broader responsibility to 
regulate certain types of activities whether research or non-research in 
nature (for example, Wage and Hour requirements administered by the 
Department of Labor). 
 
(f) Human subject means a living individual about whom an investigator 
(whether professional or student) conducting research obtains 
 
(1) Data through intervention or interaction with the individual, or 
(2) Identifiable private information. 
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Intervention includes both physical procedures by which data are gath-
ered (for example, venipuncture) and manipulations of the subject or the 
subject's environment that are performed for research purposes. Interac-
tion includes communication or interpersonal contact between investiga-
tor and subject. Private information includes information about behavior 
that occurs in a context in which an individual can reasonably expect that 
no observation or recording is taking place, and information which has 
been provided for specific purposes by an individual and which the indi-
vidual can reasonably expect will not be made public (for example, a 
medical record). Private information must be individually identifiable 
(i.e., the identity of the subject is or may readily be ascertained by the 
investigator or associated with the information) in order for obtaining the 
information to constitute research involving human subjects. 
 
(g) IRB means an institutional review board established in accord with 
and for the purposes expressed in this policy. 
 
(h) IRB approval means the determination of the IRB that the research 
has been reviewed and may be conducted at an institution within the con-
straints set forth by the IRB and by other institutional and federal re-
quirements. 
 
(i) Minimal risk means that the probability and magnitude of harm or 
discomfort anticipated in the research are not greater in and of them-
selves than those ordinarily encountered in daily life or during the per-
formance of routine physical or psychological examinations or tests. 
 
(j) Certification means the official notification by the institution to the 
supporting department or agency, in accordance with the requirements of 
this policy, that a research project or activity involving human subjects 
has been reviewed and approved by an IRB in accordance with an ap-
proved assurance. 
 
§46.103 Assuring compliance with this policy -- research conducted or 
supported by any Federal Department or Agency. 
 
(a) Each institution engaged in research which is covered by this policy 
and which is conducted or supported by a federal department or agency 
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shall provide written assurance satisfactory to the department or agency 
head that it will comply with the requirements set forth in this policy. In 
lieu of requiring submission of an assurance, individual department or 
agency heads shall accept the existence of a current assurance, appropri-
ate for the research in question, on file with the Office for Human Re-
search Protections, HHS, or any successor office, and approved for fed-
eralwide use by that office. When the existence of an HHS-approved 
assurance is accepted in lieu of requiring submission of an assurance, 
reports (except certification) required by this policy to be made to de-
partment and agency heads shall also be made to the Office for Human 
Research Protections, HHS, or any successor office. 
 
(b) Departments and agencies will conduct or support research covered 
by this policy only if the institution has an assurance approved as pro-
vided in this section, and only if the institution has certified to the de-
partment or agency head that the research has been reviewed and ap-
proved by an IRB provided for in the assurance, and will be subject to 
continuing review by the IRB. Assurances applicable to federally sup-
ported or conducted research shall at a minimum include: 
 
(1) A statement of principles governing the institution in the discharge of 
its responsibilities for protecting the rights and welfare of human subjects 
of research conducted at or sponsored by the institution, regardless of 
whether the research is subject to Federal regulation. This may include 
an appropriate existing code, declaration, or statement of ethical princi-
ples, or a statement formulated by the institution itself. This requirement 
does not preempt provisions of this policy applicable to department- or 
agency-supported or regulated research and need not be applicable to any 
research exempted or waived under §46.101 (b) or (i). 
 
(2) Designation of one or more IRBs established in accordance with the 
requirements of this policy, and for which provisions are made for meet-
ing space and sufficient staff to support the IRB's review and recordkeep-
ing duties. 
 
(3) A list of IRB members identified by name; earned degrees; represen-
tative capacity; indications of experience such as board certifications, 
licenses, etc., sufficient to describe each member's chief anticipated con-
tributions to IRB deliberations; and any employment or other relation-
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ship between each member and the institution; for example: full-time 
employee, part-time employee, member of governing panel or board, 
stockholder, paid or unpaid consultant. Changes in IRB membership 
shall be reported to the department or agency head, unless in accord with 
§46.103(a) of this policy, the existence of an HHS-approved assurance is 
accepted. In this case, change in IRB membership shall be reported to the 
Office for Human Research Protections, HHS, or any successor office. 
 
(4) Written procedures which the IRB will follow (i) for conducting its 
initial and continuing review of research and for reporting its findings 
and actions to the investigator and the institution; (ii) for determining 
which projects require review more often than annually and which pro-
jects need verification from sources other than the investigators that no 
material changes have occurred since previous IRB review; and (iii) for 
ensuring prompt reporting to the IRB of proposed changes in a research 
activity, and for ensuring that such changes in approved research, during 
the period for which IRB approval has already been given, may not be 
initiated without IRB review and approval except when necessary to 
eliminate apparent immediate hazards to the subject. 
 
(5) Written procedures for ensuring prompt reporting to the IRB, appro-
priate institutional officials, and the department or agency head of (i) any 
unanticipated problems involving risks to subjects or others or any seri-
ous or continuing noncompliance with this policy or the requirements or 
determinations of the IRB; and (ii) any suspension or termination of IRB 
approval. 
(c) The assurance shall be executed by an individual authorized to act for 
the institution and to assume on behalf of the institution the obligations 
imposed by this policy and shall be filed in such form and manner as the 
department or agency head prescribes. 
 
(d) The Department or Agency head will evaluate all assurances submit-
ted in accordance with this policy through such officers and employees 
of the department or agency and such experts or consultants engaged for 
this purpose as the department or agency head determines to be appropri-
ate. The department or agency head's evaluation will take into considera-
tion the adequacy of the proposed IRB in light of the anticipated scope of 
the institution's research activities and the types of subject populations 
likely to be involved, the appropriateness of the proposed initial and con-
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tinuing review procedures in light of the probable risks, and the size and 
complexity of the institution. 
 
(e) On the basis of this evaluation, the department or agency head may 
approve or disapprove the assurance, or enter into negotiations to de-
velop an approvable one. The department or agency head may limit the 
period during which any particular approved assurance or class of ap-
proved assurances shall remain effective or otherwise condition or re-
strict approval. 
 
(f) Certification is required when the research is supported by a federal 
department or agency and not otherwise exempted or waived under 
§46.101 (b) or (i). An institution with an approved assurance shall certify 
that each application or proposal for research covered by the assurance 
and by §46.103 of this Policy has been reviewed and approved by the 
IRB. Such certification must be submitted with the application or pro-
posal or by such later date as may be prescribed by the department or 
agency to which the application or proposal is submitted. Under no con-
dition shall research covered by §46.103 of the Policy be supported prior 
to receipt of the certification that the research has been reviewed and ap-
proved by the IRB. Institutions without an approved assurance covering 
the research shall certify within 30 days after receipt of a request for such 
a certification from the department or agency, that the application or pro-
posal has been approved by the IRB. If the certification is not submitted 
within these time limits, the application or proposal may be returned to 
the institution. 
 
(Approved by the Office of Management and Budget under control num-
ber 0990-0260.) 
 
[56 FR 38012, 28022, June 18, 1991; 56 FR 29756, June 28, 1991; 70 
FR 36325, June 23, 2005] 
 
§§46.104--46.106 [Reserved] 
 
§46.107 IRB membership. 
 

Copyright © National Academy of Sciences. All rights reserved.

Ethical Considerations for Research Involving Prisoners 
http://www.nap.edu/catalog/11692.html

http://www.nap.edu/catalog/11692.html


APPENDIX D 251 
 
(a) Each IRB shall have at least five members, with varying backgrounds 
to promote complete and adequate review of research activities com-
monly conducted by the institution. The IRB shall be sufficiently quali-
fied through the experience and expertise of its members, and the diver-
sity of the members, including consideration of race, gender, and cultural 
backgrounds and sensitivity to such issues as community attitudes, to 
promote respect for its advice and counsel in safeguarding the rights and 
welfare of human subjects. In addition to possessing the professional 
competence necessary to review specific research activities, the IRB 
shall be able to ascertain the acceptability of proposed research in terms 
of institutional commitments and regulations, applicable law, and stan-
dards of professional conduct and practice. The IRB shall therefore in-
clude persons knowledgeable in these areas. If an IRB regularly reviews 
research that involves a vulnerable category of subjects, such as children, 
prisoners, pregnant women, or handicapped or mentally disabled per-
sons, consideration shall be given to the inclusion of one or more indi-
viduals who are knowledgeable about and experienced in working with 
these subjects. 
 
(b) Every nondiscriminatory effort will be made to ensure that no IRB 
consists entirely of men or entirely of women, including the institution's 
consideration of qualified persons of both sexes, so long as no selection 
is made to the IRB on the basis of gender. No IRB may consist entirely 
of members of one profession. 
 
(c) Each IRB shall include at least one member whose primary concerns 
are in scientific areas and at least one member whose primary concerns 
are in nonscientific areas. 
 
(d) Each IRB shall include at least one member who is not otherwise af-
filiated with the institution and who is not part of the immediate family 
of a person who is affiliated with the institution. 
 
(e) No IRB may have a member participate in the IRB's initial or con-
tinuing review of any project in which the member has a conflicting in-
terest, except to provide information requested by the IRB. 
 
(f) An IRB may, in its discretion, invite individuals with competence in 
special areas to assist in the review of issues which require expertise be-
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yond or in addition to that available on the IRB. These individuals may 
not vote with the IRB 
 
§46.108 IRB functions and operations. 
 
In order to fulfill the requirements of this policy each IRB shall: 
 
(a) Follow written procedures in the same detail as described in 
§46.103(b)(4) and to the extent required by §46.103(b)(5). 
 
(b) Except when an expedited review procedure is used (see §46.110), 
review proposed research at convened meetings at which a majority of 
the members of the IRB are present, including at least one member 
whose primary concerns are in nonscientific areas. In order for the re-
search to be approved, it shall receive the approval of a majority of those 
members present at the meeting 
 
§46.109 IRB review of research. 
 
(a) An IRB shall review and have authority to approve, require modifica-
tions in (to secure approval), or disapprove all research activities covered 
by this policy. 
 
(b) An IRB shall require that information given to subjects as part of in-
formed consent is in accordance with §46.116. The IRB may require that 
information, in addition to that specifically mentioned in §46.116, be 
given to the subjects when in the IRB's judgment the information would 
meaningfully add to the protection of the rights and welfare of subjects. 
 
(c) An IRB shall require documentation of informed consent or may 
waive documentation in accordance with §46.117. 
 
(d) An IRB shall notify investigators and the institution in writing of its 
decision to approve or disapprove the proposed research activity, or of 
modifications required to secure IRB approval of the research activity. If 
the IRB decides to disapprove a research activity, it shall include in its 
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written notification a statement of the reasons for its decision and give 
the investigator an opportunity to respond in person or in writing. 
 
(e) An IRB shall conduct continuing review of research covered by this 
policy at intervals appropriate to the degree of risk, but not less than once 
per year, and shall have authority to observe or have a third party observe 
the consent process and the research. 
 
(Approved by the Office of Management and Budget under control num-
ber 0990-0260.) 
 
§46.110 Expedited review procedures for certain kinds of research in-
volving no more than minimal risk, and for minor changes in approved 
research. 
 
(a) The Secretary, HHS, has established, and published as a Notice in the 
FEDERAL REGISTER, a list of categories of research that may be re-
viewed by the IRB through an expedited review procedure. The list will 
be amended, as appropriate, after consultation with other departments 
and agencies, through periodic republication by the Secretary, HHS, in 
the FEDERAL REGISTER. A copy of the list is available from the Of-
fice for Human Research Protections, HHS, or any successor office. 
 
(b) An IRB may use the expedited review procedure to review either or 
both of the following: 
 
(1) some or all of the research appearing on the list and found by the re-
viewer(s) to involve no more than minimal risk, 
 
(2) minor changes in previously approved research during the period (of 
one year or less) for which approval is authorized. 
Under an expedited review procedure, the review may be carried out by 
the IRB chairperson or by one or more experienced reviewers designated 
by the chairperson from among members of the IRB. In reviewing the 
research, the reviewers may exercise all of the authorities of the IRB ex-
cept that the reviewers may not disapprove the research. A research ac-
tivity may be disapproved only after review in accordance with the non-
expedited procedure set forth in §46.108(b). 
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(c) Each IRB which uses an expedited review procedure shall adopt a 
method for keeping all members advised of research proposals which 
have been approved under the procedure. 
 
(d) The department or agency head may restrict, suspend, terminate, or 
choose not to authorize an institution's or IRB's use of the expedited re-
view procedure. 
 
§46.111 Criteria for IRB approval of research. 
 
(a) In order to approve research covered by this policy the IRB shall de-
termine that all of the following requirements are satisfied: 
(1) Risks to subjects are minimized: (i) By using procedures which are 
consistent with sound research design and which do not unnecessarily 
expose subjects to risk, and (ii) whenever appropriate, by using proce-
dures already being performed on the subjects for diagnostic or treatment 
purposes. 
 
(2) Risks to subjects are reasonable in relation to anticipated benefits, if 
any, to subjects, and the importance of the knowledge that may reasona-
bly be expected to result. In evaluating risks and benefits, the IRB should 
consider only those risks and benefits that may result from the research 
(as distinguished from risks and benefits of therapies subjects would re-
ceive even if not participating in the research). The IRB should not con-
sider possible long-range effects of applying knowledge gained in the 
research (for example, the possible effects of the research on public pol-
icy) as among those research risks that fall within the purview of its re-
sponsibility. 
 
(3) Selection of subjects is equitable. In making this assessment the IRB 
should take into account the purposes of the research and the setting in 
which the research will be conducted and should be particularly cogni-
zant of the special problems of research involving vulnerable popula-
tions, such as children, prisoners, pregnant women, mentally disabled 
persons, or economically or educationally disadvantaged persons. 
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(4) Informed consent will be sought from each prospective subject or the 
subject's legally authorized representative, in accordance with, and to the 
extent required by §46.116. 
 
(5) Informed consent will be appropriately documented, in accordance 
with, and to the extent required by §46.117. 
 
(6) When appropriate, the research plan makes adequate provision for 
monitoring the data collected to ensure the safety of subjects. 
 
(7) When appropriate, there are adequate provisions to protect the pri-
vacy of subjects and to maintain the confidentiality of data. 
(b) When some or all of the subjects are likely to be vulnerable to coer-
cion or undue influence, such as children, prisoners, pregnant women, 
mentally disabled persons, or economically or educationally disadvan-
taged persons, additional safeguards have been included in the study to 
protect the rights and welfare of these subjects. 
 
§46.112 Review by institution. 
 
Research covered by this policy that has been approved by an IRB may 
be subject to further appropriate review and approval or disapproval by 
officials of the institution. However, those officials may not approve the 
research if it has not been approved by an IRB. 
 
§46.113 Suspension or termination of IRB approval of research. 
 
An IRB shall have authority to suspend or terminate approval of research 
that is not being conducted in accordance with the IRB's requirements or 
that has been associated with unexpected serious harm to subjects. Any 
suspension or termination of approval shall include a statement of the 
reasons for the IRB's action and shall be reported promptly to the inves-
tigator, appropriate institutional officials, and the department or agency 
head. 
 
(Approved by the Office of Management and Budget under control num-
ber 0990-0260.) 
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§46.114 Cooperative research. 
 
Cooperative research projects are those projects covered by this policy 
which involve more than one institution. In the conduct of cooperative 
research projects, each institution is responsible for safeguarding the 
rights and welfare of human subjects and for complying with this policy. 
With the approval of the department or agency head, an institution par-
ticipating in a cooperative project may enter into a joint review arrange-
ment, rely upon the review of another qualified IRB, or make similar 
arrangements for avoiding duplication of effort. 
 
§46.115 IRB records. 
 
(a) An institution, or when appropriate an IRB, shall prepare and main-
tain adequate documentation of IRB activities, including the following: 
 
(1) Copies of all research proposals reviewed, scientific evaluations, if 
any, that accompany the proposals, approved sample consent documents, 
progress reports submitted by investigators, and reports of injuries to 
subjects. 
 
(2) Minutes of IRB meetings which shall be in sufficient detail to show 
attendance at the meetings; actions taken by the IRB; the vote on these 
actions including the number of members voting for, against, and ab-
staining; the basis for requiring changes in or disapproving research; and 
a written summary of the discussion of controverted issues and their 
resolution. 
 
(3) Records of continuing review activities. 
 
(4) Copies of all correspondence between the IRB and the investigators. 
 
(5) A list of IRB members in the same detail as described in 
§46.103(b)(3). 
 
(6) Written procedures for the IRB in the same detail as described in 
§46.103(b)(4) and §46.103(b)(5). 
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(7) Statements of significant new findings provided to subjects, as re-
quired by §46.116(b)(5). 
(b) The records required by this policy shall be retained for at least 3 
years, and records relating to research which is conducted shall be re-
tained for at least 3 years after completion of the research. All records 
shall be accessible for inspection and copying by authorized representa-
tives of the department or agency at reasonable times and in a reasonable 
manner. 
 
(Approved by the Office of Management and Budget under control num-
ber 0990-0260.) 
 
§46.116 General requirements for informed consent. 
 
Except as provided elsewhere in this policy, no investigator may involve 
a human being as a subject in research covered by this policy unless the 
investigator has obtained the legally effective informed consent of the 
subject or the subject's legally authorized representative. An investigator 
shall seek such consent only under circumstances that provide the pro-
spective subject or the representative sufficient opportunity to consider 
whether or not to participate and that minimize the possibility of coer-
cion or undue influence. The information that is given to the subject or 
the representative shall be in language understandable to the subject or 
the representative. No informed consent, whether oral or written, may 
include any exculpatory language through which the subject or the repre-
sentative is made to waive or appear to waive any of the subject's legal 
rights, or releases or appears to release the investigator, the sponsor, the 
institution or its agents from liability for negligence. 
 
(a) Basic elements of informed consent. Except as provided in paragraph 
(c) or (d) of this section, in seeking informed consent the following in-
formation shall be provided to each subject: 
 
(1) A statement that the study involves research, an explanation of the 
purposes of the research and the expected duration of the subject's par-
ticipation, a description of the procedures to be followed, and identifica-
tion of any procedures which are experimental; 
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(2) A description of any reasonably foreseeable risks or discomforts to 
the subject; 
 
(3) A description of any benefits to the subject or to others which may 
reasonably be expected from the research; 
 
(4) A disclosure of appropriate alternative procedures or courses of 
treatment, if any, that might be advantageous to the subject; 
 
(5) A statement describing the extent, if any, to which confidentiality of 
records identifying the subject will be maintained; 
 
(6) For research involving more than minimal risk, an explanation as to 
whether any compensation and an explanation as to whether any medical 
treatments are available if injury occurs and, if so, what they consist of, 
or where further information may be obtained; 
 
(7) An explanation of whom to contact for answers to pertinent questions 
about the research and research subjects' rights, and whom to contact in 
the event of a research-related injury to the subject; and 
 
(8) A statement that participation is voluntary, refusal to participate will 
involve no penalty or loss of benefits to which the subject is otherwise 
entitled, and the subject may discontinue participation at any time with-
out penalty or loss of benefits to which the subject is otherwise entitled. 
(b) Additional elements of informed consent. When appropriate, one or 
more of the following elements of information shall also be provided to 
each subject: 
 
(1) A statement that the particular treatment or procedure may involve 
risks to the subject (or to the embryo or fetus, if the subject is or may 
become pregnant) which are currently unforeseeable; 
 
(2) Anticipated circumstances under which the subject's participation 
may be terminated by the investigator without regard to the subject's 
consent; 
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(3) Any additional costs to the subject that may result from participation 
in the research; 
 
(4) The consequences of a subject's decision to withdraw from the re-
search and procedures for orderly termination of participation by the sub-
ject; 
 
(5) A statement that significant new findings developed during the course 
of the research which may relate to the subject's willingness to continue 
participation will be provided to the subject; and 
 
(6) The approximate number of subjects involved in the study. 
(c) An IRB may approve a consent procedure which does not include, or 
which alters, some or all of the elements of informed consent set forth 
above, or waive the requirement to obtain informed consent provided the 
IRB finds and documents that: 
 
(1) The research or demonstration project is to be conducted by or sub-
ject to the approval of state or local government officials and is designed 
to study, evaluate, or otherwise examine: (i) public benefit or service 
programs; (ii) procedures for obtaining benefits or services under those 
programs; (iii) possible changes in or alternatives to those programs or 
procedures; or (iv) possible changes in methods or levels of payment for 
benefits or services under those programs; and 
 
(2) The research could not practicably be carried out without the waiver 
or alteration. 
(d) An IRB may approve a consent procedure which does not include, or 
which alters, some or all of the elements of informed consent set forth in 
this section, or waive the requirements to obtain informed consent pro-
vided the IRB finds and documents that: 
 
(1) The research involves no more than minimal risk to the subjects; 
 
(2) The waiver or alteration will not adversely affect the rights and wel-
fare of the subjects; 
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(3) The research could not practicably be carried out without the waiver 
or alteration; and 
 
(4) Whenever appropriate, the subjects will be provided with additional 
pertinent information after participation. 
(e) The informed consent requirements in this policy are not intended to 
preempt any applicable federal, state, or local laws which require addi-
tional information to be disclosed in order for informed consent to be 
legally effective. 
 
(f) Nothing in this policy is intended to limit the authority of a physician 
to provide emergency medical care, to the extent the physician is permit-
ted to do so under applicable federal, state, or local law. 
 
(Approved by the Office of Management and Budget under control num-
ber 0990-0260.) 
 
§46.117 Documentation of informed consent. 
 
(a) Except as provided in paragraph (c) of this section, informed consent 
shall be documented by the use of a written consent form approved by 
the IRB and signed by the subject or the subject's legally authorized rep-
resentative. A copy shall be given to the person signing the form. 
 
(b) Except as provided in paragraph (c) of this section, the consent form 
may be either of the following: 
 
(1) A written consent document that embodies the elements of informed 
consent required by §46.116. This form may be read to the subject or the 
subject's legally authorized representative, but in any event, the investi-
gator shall give either the subject or the representative adequate opportu-
nity to read it before it is signed; or 
 
(2) A short form written consent document stating that the elements of 
informed consent required by §46.116 have been presented orally to the 
subject or the subject's legally authorized representative. When this 
method is used, there shall be a witness to the oral presentation. Also, the 
IRB shall approve a written summary of what is to be said to the subject 
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or the representative. Only the short form itself is to be signed by the 
subject or the representative. However, the witness shall sign both the 
short form and a copy of the summary, and the person actually obtaining 
consent shall sign a copy of the summary. A copy of the summary shall 
be given to the subject or the representative, in addition to a copy of the 
short form. 
 
(c) An IRB may waive the requirement for the investigator to obtain a 
signed consent form for some or all subjects if it finds either: 
 
(1) That the only record linking the subject and the research would be the 
consent document and the principal risk would be potential harm result-
ing from a breach of confidentiality. Each subject will be asked whether 
the subject wants documentation linking the subject with the research, 
and the subject's wishes will govern; or 
 
(2) That the research presents no more than minimal risk of harm to sub-
jects and involves no procedures for which written consent is normally 
required outside of the research context. 
In cases in which the documentation requirement is waived, the IRB may 
require the investigator to provide subjects with a written statement re-
garding the research. 
 
(Approved by the Office of Management and Budget under control num-
ber 0990-0260.) 
 
§46.118 Applications and proposals lacking definite plans for involve-
ment of human subjects. 
 
Certain types of applications for grants, cooperative agreements, or con-
tracts are submitted to departments or agencies with the knowledge that 
subjects may be involved within the period of support, but definite plans 
would not normally be set forth in the application or proposal. These in-
clude activities such as institutional type grants when selection of spe-
cific projects is the institution's responsibility; research training grants in 
which the activities involving subjects remain to be selected; and projects 
in which human subjects' involvement will depend upon completion of 
instruments, prior animal studies, or purification of compounds. These 
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applications need not be reviewed by an IRB before an award may be 
made. However, except for research exempted or waived under §46.101 
(b) or (i), no human subjects may be involved in any project supported 
by these awards until the project has been reviewed and approved by the 
IRB, as provided in this policy, and certification submitted, by the insti-
tution, to the department or agency. 
 
§46.119 Research undertaken without the intention of involving human 
subjects. 
 
In the event research is undertaken without the intention of involving 
human subjects, but it is later proposed to involve human subjects in the 
research, the research shall first be reviewed and approved by an IRB, as 
provided in this policy, a certification submitted, by the institution, to the 
department or agency, and final approval given to the proposed change 
by the department or agency. 
 
§46.120 Evaluation and disposition of applications and proposals for re-
search to be conducted or supported by a Federal Department or Agency. 
 
(a) The department or agency head will evaluate all applications and 
proposals involving human subjects submitted to the department or 
agency through such officers and employees of the department or agency 
and such experts and consultants as the department or agency head de-
termines to be appropriate. This evaluation will take into consideration 
the risks to the subjects, the adequacy of protection against these risks, 
the potential benefits of the research to the subjects and others, and the 
importance of the knowledge gained or to be gained. 
 
(b) On the basis of this evaluation, the department or agency head may 
approve or disapprove the application or proposal, or enter into negotia-
tions to develop an approvable one. 
 
§46.121 [Reserved] 
 
§46.122 Use of Federal funds. 
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Federal funds administered by a department or agency may not be ex-
pended for research involving human subjects unless the requirements of 
this policy have been satisfied. 
 
§46.123 Early termination of research support: Evaluation of applica-
tions and proposals. 
 
(a) The department or agency head may require that department or 
agency support for any project be terminated or suspended in the manner 
prescribed in applicable program requirements, when the department or 
agency head finds an institution has materially failed to comply with the 
terms of this policy. 
 
(b) In making decisions about supporting or approving applications or 
proposals covered by this policy the department or agency head may take 
into account, in addition to all other eligibility requirements and program 
criteria, factors such as whether the applicant has been subject to a ter-
mination or suspension under paragraph (a) of this section and whether 
the applicant or the person or persons who would direct or has/have di-
rected the scientific and technical aspects of an activity has/have, in the 
judgment of the department or agency head, materially failed to dis-
charge responsibility for the protection of the rights and welfare of hu-
man subjects (whether or not the research was subject to federal regula-
tion). 
 
§46.124 Conditions. 
 
With respect to any research project or any class of research projects the 
department or agency head may impose additional conditions prior to or 
at the time of approval when in the judgment of the department or 
agency head additional conditions are necessary for the protection of 
human subjects. 
 
 Subpart B Additional Protections for Pregnant Women, Human Fetuses 

and Neonates Involved in Research 
  Source: 66 FR 56778, Nov. 13, 2001, unless otherwise 

noted.  
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§46.201 To what do these regulations apply? 
 
(a) Except as provided in paragraph (b) of this section, this subpart ap-
plies to all research involving pregnant women, human fetuses, neonates 
of uncertain viability, or nonviable neonates conducted or supported by 
the Department of Health and Human Services (DHHS). This includes 
all research conducted in DHHS facilities by any person and all research 
conducted in any facility by DHHS employees. 
 
(b) The exemptions at §46.101(b)(1) through (6) are applicable to this 
subpart. 
 
(c) The provisions of §46.101(c) through (i) are applicable to this sub-
part. Reference to State or local laws in this subpart and in §46.101(f) is 
intended to include the laws of federally recognized American Indian and 
Alaska Native Tribal Governments. 
 
(d) The requirements of this subpart are in addition to those imposed un-
der the other subparts of this part. 
 
§46.202 Definitions. 
 
The definitions in §46.102 shall be applicable to this subpart as well. In 
addition, as used in this subpart: 
 
(a) Dead fetus means a fetus that exhibits neither heartbeat, spontaneous 
respiratory activity, spontaneous movement of voluntary muscles, nor 
pulsation of the umbilical cord. 
 
(b) Delivery means complete separation of the fetus from the woman by 
expulsion or extraction or any other means. 
 
(c) Fetus means the product of conception from implantation until deliv-
ery. 
 
(d) Neonate means a newborn. 
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(e) Nonviable neonate means a neonate after delivery that, although liv-
ing, is not viable. 
 
(f) Pregnancy encompasses the period of time from implantation until 
delivery. A woman shall be assumed to be pregnant if she exhibits any of 
the pertinent presumptive signs of pregnancy, such as missed menses, 
until the results of a pregnancy test are negative or until delivery. 
 
(g) Secretary means the Secretary of Health and Human Services and any 
other officer or employee of the Department of Health and Human Ser-
vices to whom authority has been delegated. 
 
(h) Viable, as it pertains to the neonate, means being able, after delivery, 
to survive (given the benefit of available medical therapy) to the point of 
independently maintaining heartbeat and respiration. The Secretary may 
from time to time, taking into account medical advances, publish in the 
FEDERAL REGISTER guidelines to assist in determining whether a 
neonate is viable for purposes of this subpart. If a neonate is viable then 
it may be included in research only to the extent permitted and in accor-
dance with the requirements of subparts A and D of this part. 
 
§46.203 Duties of IRBs in connection with research involving pregnant 
women, fetuses, and neonates. 
 
In addition to other responsibilities assigned to IRBs under this part, each 
IRB shall review research covered by this subpart and approve only re-
search which satisfies the conditions of all applicable sections of this 
subpart and the other subparts of this part. 
 
§46.204 Research involving pregnant women or fetuses. 
 
Pregnant women or fetuses may be involved in research if all of the fol-
lowing conditions are met: 
 
(a) Where scientifically appropriate, preclinical studies, including studies 
on pregnant animals, and clinical studies, including studies on nonpreg-
nant women, have been conducted and provide data for assessing poten-
tial risks to pregnant women and fetuses; 
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(b) The risk to the fetus is caused solely by interventions or procedures 
that hold out the prospect of direct benefit for the woman or the fetus; or, 
if there is no such prospect of benefit, the risk to the fetus is not greater 
than minimal and the purpose of the research is the development of im-
portant biomedical knowledge which cannot be obtained by any other 
means; 
 
(c) Any risk is the least possible for achieving the objectives of the re-
search; 
 
(d) If the research holds out the prospect of direct benefit to the pregnant 
woman, the prospect of a direct benefit both to the pregnant woman and 
the fetus, or no prospect of benefit for the woman nor the fetus when risk 
to the fetus is not greater than minimal and the purpose of the research is 
the development of important biomedical knowledge that cannot be ob-
tained by any other means, her consent is obtained in accord with the 
informed consent provisions of subpart A of this part; 
 
(e) If the research holds out the prospect of direct benefit solely to the 
fetus then the consent of the pregnant woman and the father is obtained 
in accord with the informed consent provisions of subpart A of this part, 
except that the father's consent need not be obtained if he is unable to 
consent because of unavailability, incompetence, or temporary incapacity 
or the pregnancy resulted from rape or incest. 
 
(f) Each individual providing consent under paragraph (d) or (e) of this 
section is fully informed regarding the reasonably foreseeable impact of 
the research on the fetus or neonate; 
 
(g) For children as defined in §46.402(a) who are pregnant, assent and 
permission are obtained in accord with the provisions of subpart D of this 
part; 
 
(h) No inducements, monetary or otherwise, will be offered to terminate 
a pregnancy; 
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(i) Individuals engaged in the research will have no part in any decisions 
as to the timing, method, or procedures used to terminate a pregnancy; 
and 
 
(j) Individuals engaged in the research will have no part in determining 
the viability of a neonate. 
 
§46.205 Research involving neonates. 
 
(a) Neonates of uncertain viability and nonviable neonates may be in-
volved in research if all of the following conditions are met: 
 
(1) Where scientifically appropriate, preclinical and clinical studies have 
been conducted and provide data for assessing potential risks to neo-
nates. 
 
(2) Each individual providing consent under paragraph (b)(2) or (c)(5) of 
this section is fully informed regarding the reasonably foreseeable impact 
of the research on the neonate. 
 
(3) Individuals engaged in the research will have no part in determining 
the viability of a neonate. 
 
(4) The requirements of paragraph (b) or (c) of this section have been 
met as applicable. 
 
(b) Neonates of uncertain viability.  Until it has been ascertained whether 
or not a neonate is viable, a neonate may not be involved in research 
covered by this subpart unless the following additional conditions have 
been met: 
 
(1) The IRB determines that: 
 
(i) The research holds out the prospect of enhancing the probability of 
survival of the neonate to the point of viability, and any risk is the least 
possible for achieving that objective, or 
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(ii) The purpose of the research is the development of important bio-
medical knowledge which cannot be obtained by other means and there 
will be no added risk to the neonate resulting from the research; and 
 
(2) The legally effective informed consent of either parent of the neonate 
or, if neither parent is able to consent because of unavailability, incompe-
tence, or temporary incapacity, the legally effective informed consent of 
either parent's legally authorized representative is obtained in accord 
with subpart A of this part, except that the consent of the father or his 
legally authorized representative need not be obtained if the pregnancy 
resulted from rape or incest. 
 
(c) Nonviable neonates. After delivery nonviable neonate may not be 
involved in research covered by this subpart unless all of the following 
additional conditions are met: 
 
(1) Vital functions of the neonate will not be artificially maintained; 
 
(2) The research will not terminate the heartbeat or respiration of the 
neonate; 
 
(3) There will be no added risk to the neonate resulting from the re-
search; 
 
(4) The purpose of the research is the development of important bio-
medical knowledge that cannot be obtained by other means; and 
 
(5) The legally effective informed consent of both parents of the neonate 
is obtained in accord with subpart A of this part, except that the waiver 
and alteration provisions of §46.116(c) and (d) do not apply. However, if 
either parent is unable to consent because of unavailability, incompe-
tence, or temporary incapacity, the informed consent of one parent of a 
nonviable neonate will suffice to meet the requirements of this paragraph 
(c)(5), except that the consent of the father need not be obtained if the 
pregnancy resulted from rape or incest. The consent of a legally author-
ized representative of either or both of the parents of a nonviable neonate 
will not suffice to meet the requirements of this paragraph (c)(5). 
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(d) Viable neonates. A neonate, after delivery, that has been determined 
to be viable may be included in research only to the extent permitted by 
and in accord with the requirements of subparts A and D of this part. 
 
§46.206 Research involving, after delivery, the placenta, the dead fetus 
or fetal material. 
 
(a) Research involving, after delivery, the placenta; the dead fetus; mac-
erated fetal material; or cells, tissue, or organs excised from a dead fetus, 
shall be conducted only in accord with any applicable federal, state, or 
local laws and regulations regarding such activities. 
 
(b) If information associated with material described in paragraph (a) of 
this section is recorded for research purposes in a manner that living in-
dividuals can be identified, directly or through identifiers linked to those 
individuals, those individuals are research subjects and all pertinent sub-
parts of this part are applicable. 
 
§46.207 Research not otherwise approvable which presents an opportu-
nity to understand, prevent, or alleviate a serious problem affecting the 
health or welfare of pregnant women, fetuses, or neonates. 
 
The Secretary will conduct or fund research that the IRB does not believe 
meets the requirements of §46.204 or §46.205 only if: 
 
(a) The IRB finds that the research presents a reasonable opportunity to 
further the understanding, prevention, or alleviation of a serious problem 
affecting the health or welfare of pregnant women, fetuses or neonates; 
and 
 
(b) The Secretary, after consultation with a panel of experts in pertinent 
disciplines (for example: science, medicine, ethics, law) and following 
opportunity for public review and comment, including a public meeting 
announced in the FEDERAL REGISTER, has determined either: 
 
(1) That the research in fact satisfies the conditions of §46.204, as appli-
cable; or 
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(2) The following: 
 
(i) The research presents a reasonable opportunity to further the under-
standing, prevention, or alleviation of a serious problem affecting the 
health or welfare of pregnant women, fetuses or neonates; 
 
(ii) The research will be conducted in accord with sound ethical princi-
ples; and 
 
(iii) Informed consent will be obtained in accord with the informed con-
sent provisions of subpart A and other applicable subparts of this part. 
 
Subpart C Additional Protections Pertaining to Biomedical and Be-

havioral Research Involving Prisoners as Subjects 
  Source: 43 FR 53655, Nov. 16, 1978, unless otherwise 

noted. 
 
§46.301 Applicability. 
 
(a) The regulations in this subpart are applicable to all biomedical and 
behavioral research conducted or supported by the Department of Health 
and Human Services involving prisoners as subjects. 
 
(b) Nothing in this subpart shall be construed as indicating that compli-
ance with the procedures set forth herein will authorize research involv-
ing prisoners as subjects, to the extent such research is limited or barred 
by applicable State or local law. 
 
(c) The requirements of this subpart are in addition to those imposed un-
der the other subparts of this part. 
 
§46.302 Purpose. 
 
Inasmuch as prisoners may be under constraints because of their incar-
ceration which could affect their ability to make a truly voluntary and 
uncoerced decision whether or not to participate as subjects in research, 
it is the purpose of this subpart to provide additional safeguards for the 
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protection of prisoners involved in activities to which this subpart is ap-
plicable. 
 
§46.303 Definitions. 
 
As used in this subpart: 
(a) Secretary means the Secretary of Health and Human Services and any 
other officer or employee of the Department of Health and Human Ser-
vices to whom authority has been delegated. 
 
(b) DHHS means the Department of Health and Human Services. 
 
(c) Prisoner means any individual involuntarily confined or detained in a 
penal institution. The term is intended to encompass individuals sen-
tenced to such an institution under a criminal or civil statute, individuals 
detained in other facilities by virtue of statutes or commitment proce-
dures which provide alternatives to criminal prosecution or incarceration 
in a penal institution, and individuals detained pending arraignment, trial, 
or sentencing. 
 
(d) Minimal risk is the probability and magnitude of physical or psycho-
logical harm that is normally encountered in the daily lives, or in the rou-
tine medical, dental, or psychological examination of healthy persons. 
 
§46.304 Composition of Institutional Review Boards where prisoners are 
involved. 
 
In addition to satisfying the requirements in §46.107 of this part, an Insti-
tutional Review Board, carrying out responsibilities under this part with 
respect to research covered by this subpart, shall also meet the following 
specific requirements: 
 
(a) A majority of the Board (exclusive of prisoner members) shall have 
no association with the prison(s) involved, apart from their membership 
on the Board. 
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(b) At least one member of the Board shall be a prisoner, or a prisoner 
representative with appropriate background and experience to serve in 
that capacity, except that where a particular research project is reviewed 
by more than one Board only one Board need satisfy this requirement. 
[43 FR 53655, Nov. 16, 1978, as amended at 46 FR 8366, Jan. 26, 1981] 
 
§46.305 Additional duties of the Institutional Review Boards where pris-
oners are involved. 
 
(a) In addition to all other responsibilities prescribed for Institutional Re-
view Boards under this part, the Board shall review research covered by 
this subpart and approve such research only if it finds that: 
 
(1) The research under review represents one of the categories of re-
search permissible under §46.306(a)(2); 
 
(2) Any possible advantages accruing to the prisoner through his or her 
participation in the research, when compared to the general living condi-
tions, medical care, quality of food, amenities and opportunity for earn-
ings in the prison, are not of such a magnitude that his or her ability to 
weigh the risks of the research against the value of such advantages in 
the limited choice environment of the prison is impaired; 
 
(3) The risks involved in the research are commensurate with risks that 
would be accepted by nonprisoner volunteers; 
 
(4) Procedures for the selection of subjects within the prison are fair to 
all prisoners and immune from arbitrary intervention by prison authori-
ties or prisoners. Unless the principal investigator provides to the Board 
justification in writing for following some other procedures, control sub-
jects must be selected randomly from the group of available prisoners 
who meet the characteristics needed for that particular research project; 
 
(5) The information is presented in language which is understandable to 
the subject population; 
 
(6) Adequate assurance exists that parole boards will not take into ac-
count a prisoner's participation in the research in making decisions re-
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garding parole, and each prisoner is clearly informed in advance that par-
ticipation in the research will have no effect on his or her parole; and 
 
(7) Where the Board finds there may be a need for follow-up examina-
tion or care of participants after the end of their participation, adequate 
provision has been made for such examination or care, taking into ac-
count the varying lengths of individual prisoners' sentences, and for in-
forming participants of this fact. 
 
(b) The Board shall carry out such other duties as may be assigned by the 
Secretary. 
 
(c) The institution shall certify to the Secretary, in such form and manner 
as the Secretary may require, that the duties of the Board under this sec-
tion have been fulfilled. 
 
§46.306 Permitted research involving prisoners. 
 
(a) Biomedical or behavioral research conducted or supported by DHHS 
may involve prisoners as subjects only if: 
 
(1) The institution responsible for the conduct of the research has certi-
fied to the Secretary that the Institutional Review Board has approved the 
research under §46.305 of this subpart; and 
 
(2) In the judgment of the Secretary the proposed research involves 
solely the following: 
 
(i) Study of the possible causes, effects, and processes of incarceration, 
and of criminal behavior, provided that the study presents no more than 
minimal risk and no more than inconvenience to the subjects; 
 
(ii) Study of prisons as institutional structures or of prisoners as incarcer-
ated persons, provided that the study presents no more than minimal risk 
and no more than inconvenience to the subjects; 
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(iii) Research on conditions particularly affecting prisoners as a class (for 
example, vaccine trials and other research on hepatitis which is much 
more prevalent in prisons than elsewhere; and research on social and 
psychological problems such as alcoholism, drug addiction, and sexual 
assaults) provided that the study may proceed only after the Secretary 
has consulted with appropriate experts including experts in penology, 
medicine, and ethics, and published notice, in the FEDERAL 
REGISTER, of his intent to approve such research; or 
 
(iv) Research on practices, both innovative and accepted, which have the 
intent and reasonable probability of improving the health or well-being 
of the subject. In cases in which those studies require the assignment of 
prisoners in a manner consistent with protocols approved by the IRB to 
control groups which may not benefit from the research, the study may 
proceed only after the Secretary has consulted with appropriate experts, 
including experts in penology, medicine, and ethics, and published no-
tice, in the FEDERAL REGISTER, of the intent to approve such re-
search. 
 
(b) Except as provided in paragraph (a) of this section, biomedical or 
behavioral research conducted or supported by DHHS shall not involve 
prisoners as subjects. 
 
Subpart D Additional Protections for Children Involved as Subjects in 

Research 
  Source: 48 FR 9818, March 8, 1983, unless otherwise noted. 
 
§46.401 To what do these regulations apply? 
 
(a) This subpart applies to all research involving children as subjects, 
conducted or supported by the Department of Health and Human Ser-
vices. 
 
(1) This includes research conducted by Department employees, except 
that each head of an Operating Division of the Department may adopt 
such nonsubstantive, procedural modifications as may be appropriate 
from an administrative standpoint. 
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(2) It also includes research conducted or supported by the Department 
of Health and Human Services outside the United States, but in appropri-
ate circumstances, the Secretary may, under paragraph (i) of §46.101 of 
subpart A, waive the applicability of some or all of the requirements of 
these regulations for research of this type. 
 
(b) Exemptions at §46.101(b)(1) and (b)(3) through (b)(6) are applicable 
to this subpart. The exemption at §46.101(b)(2) regarding educational 
tests is also applicable to this subpart. However, the exemption at 
§46.101(b)(2) for research involving survey or interview procedures or 
observations of public behavior does not apply to research covered by 
this subpart, except for research involving observation of public behavior 
when the investigator(s) do not participate in the activities being ob-
served. 
 
(c) The exceptions, additions, and provisions for waiver as they appear in 
paragraphs (c) through (i) of §46.101 of subpart A are applicable to this 
subpart. 
 
[48 FR 9818, Mar.8, 1983; 56 FR 28032, June 18, 1991; 56 FR 29757, 
June 28, 1991.] 
 
§46.402 Definitions. 
 
The definitions in §46.102 of subpart A shall be applicable to this sub-
part as well. In addition, as used in this subpart: 
 
(a) Children are persons who have not attained the legal age for consent 
to treatments or procedures involved in the research, under the applicable 
law of the jurisdiction in which the research will be conducted. 
 
(b) Assent means a child's affirmative agreement to participate in re-
search. Mere failure to object should not, absent affirmative agreement, 
be construed as assent. 
 
(c) Permission means the agreement of parent(s) or guardian to the par-
ticipation of their child or ward in research. 
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(d) Parent means a child's biological or adoptive parent. 
 
(e) Guardian means an individual who is authorized under applicable 
State or local law to consent on behalf of a child to general medical care. 
 
§46.403 IRB duties. 
 
In addition to other responsibilities assigned to IRBs under this part, each 
IRB shall review research covered by this subpart and approve only re-
search which satisfies the conditions of all applicable sections of this 
subpart. 
 
§46.404 Research not involving greater than minimal risk. 
 
HHS will conduct or fund research in which the IRB finds that no greater 
than minimal risk to children is presented, only if the IRB finds that ade-
quate provisions are made for soliciting the assent of the children and the 
permission of their parents or guardians, as set forth in §46.408. 
 
§46.405 Research involving greater than minimal risk but presenting the 
prospect of direct benefit to the individual subjects. 
 
HHS will conduct or fund research in which the IRB finds that more than 
minimal risk to children is presented by an intervention or procedure that 
holds out the prospect of direct benefit for the individual subject, or by a 
monitoring procedure that is likely to contribute to the subject's well-
being, only if the IRB finds that: 
 
(a) The risk is justified by the anticipated benefit to the subjects; 
 
(b) The relation of the anticipated benefit to the risk is at least as favor-
able to the subjects as that presented by available alternative approaches; 
and 
 
(c) Adequate provisions are made for soliciting the assent of the children 
and permission of their parents or guardians, as set forth in §46.408. 
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§46.406 Research involving greater than minimal risk and no prospect of 
direct benefit to individual subjects, but likely to yield generalizable 
knowledge about the subject's disorder or condition. 
 
HHS will conduct or fund research in which the IRB finds that more than 
minimal risk to children is presented by an intervention or procedure that 
does not hold out the prospect of direct benefit for the individual subject, 
or by a monitoring procedure which is not likely to contribute to the 
well-being of the subject, only if the IRB finds that: 
 
(a) The risk represents a minor increase over minimal risk; 
 
(b) The intervention or procedure presents experiences to subjects that 
are reasonably commensurate with those inherent in their actual or ex-
pected medical, dental, psychological, social, or educational situations; 
 
(c) The intervention or procedure is likely to yield generalizable knowl-
edge about the subjects' disorder or condition which is of vital impor-
tance for the understanding or amelioration of the subjects' disorder or 
condition; and 
 
(d) Adequate provisions are made for soliciting assent of the children and 
permission of their parents or guardians, as set forth in §46.408. 
 
§46.407 Research not otherwise approvable which presents an opportu-
nity to understand, prevent, or alleviate a serious problem affecting the 
health or welfare of children. 
 
HHS will conduct or fund research that the IRB does not believe meets 
the requirements of §46.404, §46.405, or §46.406 only if: 
 
(a) The IRB finds that the research presents a reasonable opportunity to 
further the understanding, prevention, or alleviation of a serious problem 
affecting the health or welfare of children; and 
 
(b) The Secretary, after consultation with a panel of experts in pertinent 
disciplines (for example: science, medicine, education, ethics, law) and 
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following opportunity for public review and comment, has determined 
either: 
 
(1) That the research in fact satisfies the conditions of §46.404, §46.405, 
or §46.406, as applicable, or (2) the following: 
 
(i) The research presents a reasonable opportunity to further the under-
standing, prevention, or alleviation of a serious problem affecting the 
health or welfare of children; 
 
(ii) The research will be conducted in accordance with sound ethical 
principles; 
 
(iii) Adequate provisions are made for soliciting the assent of children 
and the permission of their parents or guardians, as set forth in §46.408. 
 
§46.408 Requirements for permission by parents or guardians and for 
assent by children. 
 
(a) In addition to the determinations required under other applicable sec-
tions of this subpart, the IRB shall determine that adequate provisions are 
made for soliciting the assent of the children, when in the judgment of 
the IRB the children are capable of providing assent. In determining 
whether children are capable of assenting, the IRB shall take into account 
the ages, maturity, and psychological state of the children involved. This 
judgment may be made for all children to be involved in research under a 
particular protocol, or for each child, as the IRB deems appropriate. If 
the IRB determines that the capability of some or all of the children is so 
limited that they cannot reasonably be consulted or that the intervention 
or procedure involved in the research holds out a prospect of direct bene-
fit that is important to the health or well-being of the children and is 
available only in the context of the research, the assent of the children is 
not a necessary condition for proceeding with the research. Even where 
the IRB determines that the subjects are capable of assenting, the IRB 
may still waive the assent requirement under circumstances in which 
consent may be waived in accord with §46.116 of Subpart A. 
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(b) In addition to the determinations required under other applicable sec-
tions of this subpart, the IRB shall determine, in accordance with and to 
the extent that consent is required by §46.116 of Subpart A, that adequate 
provisions are made for soliciting the permission of each child's parents 
or guardian. Where parental permission is to be obtained, the IRB may 
find that the permission of one parent is sufficient for research to be con-
ducted under §46.404 or §46.405. Where research is covered by §46.406 
and §46.407 and permission is to be obtained from parents, both parents 
must give their permission unless one parent is deceased, unknown, in-
competent, or not reasonably available, or when only one parent has le-
gal responsibility for the care and custody of the child. 
 
(c) In addition to the provisions for waiver contained in §46.116 of sub-
part A, if the IRB determines that a research protocol is designed for 
conditions or for a subject population for which parental or guardian 
permission is not a reasonable requirement to protect the subjects (for 
example, neglected or abused children), it may waive the consent re-
quirements in Subpart A of this part and paragraph (b) of this section, 
provided an appropriate mechanism for protecting the children who will 
participate as subjects in the research is substituted, and provided further 
that the waiver is not inconsistent with federal, state, or local law. The 
choice of an appropriate mechanism would depend upon the nature and 
purpose of the activities described in the protocol, the risk and antici-
pated benefit to the research subjects, and their age, maturity, status, and 
condition. 
 
(d) Permission by parents or guardians shall be documented in accor-
dance with and to the extent required by §46.117 of subpart A. 
 
(e) When the IRB determines that assent is required, it shall also deter-
mine whether and how assent must be documented. 
 
§46.409 Wards. 
 
(a) Children who are wards of the state or any other agency, institution, 
or entity can be included in research approved under §46.406 or §46.407 
only if such research is: 
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(1) Related to their status as wards; or 
 
(2) Conducted in schools, camps, hospitals, institutions, or similar set-
tings in which the majority of children involved as subjects are not 
wards. 
 
(b) If the research is approved under paragraph (a) of this section, the 
IRB shall require appointment of an advocate for each child who is a 
ward, in addition to any other individual acting on behalf of the child as 
guardian or in loco parentis. One individual may serve as advocate for 
more than one child. The advocate shall be an individual who has the 
background and experience to act in, and agrees to act in, the best inter-
ests of the child for the duration of the child's participation in the re-
search and who is not associated in any way (except in the role as advo-
cate or member of the IRB) with the research, the investigator(s), or the 
guardian organization. 
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E 
Acronyms 

 
 
 
 
 
 
 

AE Adverse Events 
AIDS Acquired Immunodeficiency Syndrome 
 
BJS Bureau of Justice Statistics 
BOP Bureau of Prisons 
BRRB Bureau Research Review Board 
 
CDC Centers for Disease Control and Prevention 
CDCR California Department of Correction and Reha-

bilitation 
CIA Central Intelligence Agency 
CMF California Medical Facility 
CQI Comprehensive Quality Improvement 
CRA Clinical Research Associate 
CRC Clinical Research Center 
CYA California Youth Authority 
 
DHHS Department of Health and Human Services 
DOC Department of Corrections 
DOJ Department of Justice 
DHEW Department of Health, Education and Welfare 
 
FBP Federal Bureau of Prisons 
FDA Food and Drug Administration 
FWA Federalwide assurance 
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GAO General Accounting Office 
GED General Equivalency Degree 
 
HIV Human Immunodeficiency Virus 
HIPAA Health Insurance Portability and Accountability 

Act 
HRPPP Human Research Participant Protection Program 
 
IRB Institutional Review Board 
IOM Institute of Medicine 
 
JPI Justice Policy Institute 
 
LRRB Local Research Review Board 
 
National Commission The National Commission for the Protection of 

Human Subjects of Biomedical and Behavioral 
Research 

NCCHC National Commission on Correctional Health 
Care 

NIC National Institute of Corrections 
NIH National Institutes of Health 
NIJ National Institute of Justice 
NFCMH New Freedom Commission on Mental Health 
 
OHRP Office for Human Research Protections 
ORE Office of Research and Evaluation 
OSI Open Society Institute 
 
PHI Protected Health Information 
PRSA Prison Research Subject Advocate 
 
QA Quality Assurance 
QI Quality Improvement 
 
RA Research Assistant 
 
SACHRP Secretary's Advisory Committee on Human Re-

search Protections 
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SAMHSA Substance Abuse and Mental Health Services 
Administration 

SSA Social Security Administration 
 
TB Tuberculosis 
TQI Total Quality Improvement 
 
US United States 
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F 
 

Committee, Liaison Panel, and Staff 
Biographies 

 
 
 
 
 
 
 
 
 

COMMITTEE 
 
Lawrence O. Gostin, J.D., L.L.D. (Hon.) Chair (Georgetown Univer-
sity School of Law and The Johns Hopkins University School of Public 
Policy), is an internationally recognized scholar in law and public health. 
He is an elected member of the Institute of Medicine of the National 
Academies and an elected fellow of the Hastings Center. At the National 
Academy of Science, he currently serves on the Board on Health Promo-
tion and Disease Prevention, is a member of the Committee to Enhance 
the Effectiveness of CDC Quarantine Station Expansion Plan for U.S. 
Points of Entry, and recently served as chair of the Committee on Ge-
nomics and the Public�s Health in the 21st Century. Professor Gostin is 
the Health Law and Ethics Editor of the Journal of the American Medical 
Association and serves on the editorial boards of many other scholarly 
journals. His recent books include The AIDS Pandemic: Complacency, 
Injustice, and Unfulfilled Expectations (2004), The Human Rights of 
Persons with Intellectual Disabilities: Different But Equal (2003, with S. 
S. Herr, H. H. Koh, eds.), Public Health law and Ethics: A Reader 
(2002), and Public Health Law: Power, Duty, Restraint (2000). Professor 
Gostin is the John Carroll Research Professor of Law at the Georgetown 
University Law School. He also directs the Centers for Disease Control 
and Prevention�s Collaborating Center Promoting Health Through Law. 
 
Hortensia Amaro, Ph.D., is distinguished professor of health sciences at 
the Bouve College of Health Sciences at Northeastern University (NEU) 
and director of the Institute on Urban Health Research at NEU. She re-

Copyright © National Academy of Sciences. All rights reserved.

Ethical Considerations for Research Involving Prisoners 
http://www.nap.edu/catalog/11692.html

http://www.nap.edu/catalog/11692.html


286 ETHICAL CONSIDERATIONS FOR RESEARCH INVOLVING PRISONERS 
 
ceived her doctoral degree from the University of California at Los An-
geles in 1982 and was awarded an honorary doctoral degree in humane 
letters by Simmons College in 1994. Over the last 20 years, Dr. Amaro�s 
work has focused on improving the connections between public health 
research and public health practice. Her research has focused on epide-
miological and community-based studies of alcohol and drug use among 
adolescents and adults, on the effectiveness of HIV/AIDS prevention 
programs, and on substance abuse and mental health treatment issues for 
women. In 1996, Dr. Amaro was appointed to the Board of the Boston 
Public Health Commission by Mayor Thomas Menino. She currently 
serves as vice chair of the board. She has recently served as an appointed 
member of the National Advisory Council of the National Institute on 
Drug Abuse. Dr. Amaro has also served on several committees at the 
National Research Council related to social and behavioral research; sub-
stance abuse, mental health and AIDS; and legal and ethical issues for 
women in clinical studies. 
 
Patricia Blair, Ph.D., J.D., is vice president and university counsel at 
the University of Texas Health Center in Tyler, Texas and adjunct asso-
ciate professor in the School of Nursing. She is also university compli-
ance office and university ethics officer. Her research has focused on 
nursing ethics, law and policy; legal and ethical issues related to correc-
tional health care; and the provision of health care services in prison set-
tings. Dr. Blair is a member of the board of directors of the American 
Association of Nurse Attorneys. She received her M.S.N. from the Uni-
versity of Texas Medical Branch at Galveston, J.D. from Texas Southern 
University, L.L.M. in Health Law and Policy from the University of 
Houston Law School, and Ph.D. from the University of Texas Medical 
Branch in Clinical Sciences Health Services Research with a focus on 
health disparities research.  
 
Steve Cambra, Jr. is co-owner of Cambra, Larson & Associates, a 
criminal justice consulting firm that advises prison facilities on compli-
ance with federal and state regulations. He has spent 35 years working in 
the corrections industry. Mr. Cambra began as a corrections officer in 
1970 at the California Men�s Colony and was gradually promoted 
through management and administrative ranks. He served as warden of 
Pelican Bay State Prison for almost 3 years before being promoted to 
chief deputy director for field operations with the California Department 
of Corrections. Mr. Cambra also served as director of the California De-
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partment of Corrections. In this position, he was responsible for ap-
proximately 122,000 parolees and 160,000 inmates in a system that in-
cluded 33 prisons, 38 conservation camps, 16 community correctional 
facilities, 35 work furlough and prisoner mother community-based pro-
grams, and more than 100 parole offices statewide. He currently advises 
the California Youth Authority. Mr. Cambra earned a B.A. in social sci-
ence at Stanislaus State College. 
 
G. David Curry, Ph.D., is an ex-prisoner. He is a professor in the De-
partment of Criminology and Criminal Justice at the University of Mis-
souri�St. Louis. He is currently conducting outcome evaluations of a 
number of St. Louis programs designed to reduce youth violence. Dr. 
Curry is coauthor of Confronting Gangs: Crime and Community (2002) 
and author of Sunshine Patriots: Punishment and the Vietnam Offender 
(1985) as well as book chapters and research articles. He is a member of 
the American Society of Criminology, American Association for the Ad-
vancement of Science, and Academy of Criminal Justice Sciences. He 
has received the Boys and Girls Club of America Advocacy Award 
(2001) and his university�s Chancellor�s Award for Excellence in Service 
(2004). Dr. Curry received his Ph.D. in sociology from the University of 
Chicago. He also completed postdoctoral studies there with a specializa-
tion in evaluation research methods. Dr. Curry served as chair of a uni-
versity IRB committee (2 years) and as a prisoner representative on an 
IRB (6 years).  
 
Cynthia A. Gómez, PhD, is the founding director of Health Equity Ini-
tiatives at San Francisco State University where she leads efforts to en-
hance and integrate campus research, curricula, community service and 
training programs that address health disparities and/or promote health 
equity in the United States. She previously served as co-director of the 
Center for AIDS Prevention Studies (CAPS) at the University of Califor-
nia at San Francisco where she was also an associate professor in the 
Department of Medicine and leading scientist in HIV prevention research 
since 1991.  She received her master�s degree in psychology from Har-
vard and her PhD in Clinical Psychology from Boston University.  Prior 
to her work with CAPS, Dr. Gómez spent 12 years working in commu-
nity health settings, including five as director of a child and family men-
tal health center in Boston.  Dr. Gómez is considered a pioneer in the 
areas of cultural determinants in sexual behaviors among Latinos, in the 
role of power dynamics in sexual risk among women, and in the devel-
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opment of HIV prevention interventions, including interventions for 
people living with HIV.  Dr Gómez is a nationally renowned speaker and 
an expert in the field of HIV prevention and sexual health.  She has 
served on several national committees including the Center for Disease 
Control�s HIV and STD Advisory Council, National Institute on Drug 
Abuse�s (NIDA) National Hispanic Science Network, and the Substance 
Abuse and Mental Health Services Administration�s (SAMHSA) Advi-
sory Committee on Women�s Services.  She is a member and past chair 
of the board of directors of the Guttmacher Institute. She serves on sev-
eral other boards of directors including: the National AIDS Fund, Public 
Responsibility in Medicine & Research, and the Pacific Institute for 
Women�s Health.  Dr Gómez was also an appointed member to the 
Presidential Advisory Council on HIV/AIDS under both WJ Clinton and 
GW Bush administrations. 
 
Bradford H. Gray, Ph.D., is a principal research associate at the Urban 
Institute and editor of The Milbank Quarterly, a journal of population 
health and health policy. He was formerly a study director at the Institute 
of Medicine, a faculty member at Yale University, and director of the 
health policy division at the New York Academy of Medicine. He earlier 
served on the staff of the National Commission for the Protection of 
Human Subjects of Biomedical and Behavioral Research and was a con-
sultant on institutional review boards to the President�s Commission for 
the Study of Ethical Problems in Medicine and Research. He has pub-
lished extensively on matters pertaining to the ethics of human experi-
mentation, for-profit and nonprofit health care, and the changing condi-
tions of medical professionalism. His books include Human Subjects in 
Medical Experimentation: The Conduct and Regulation of Clinical Re-
search (1975) and The Profit Motive and Patient Care: The Changing 
Accountability of Doctors and Hospitals (1991). Dr. Gray 
holds bachelor�s and master�s degrees from Oklahoma State University 
and a Ph.D. in sociology from Yale University. He is a fellow of The 
Hastings Center, AcademyHealth, and the New York Academy of Medi-
cine. Dr. Gray is a member of the Institute of Medicine. 
 
Michael S. Hamden, J.D., is executive director of North Carolina Pris-
oner Legal Services, Inc., a public service, nonprofit organization for 
prisoners and others detained in the criminal justice system in North 
Carolina. He also serves as a prisoner representative for the Research 
Triangle Institute�s institutional review boards. Mr. Hamden is a member 
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of the North Carolina Bar Association, where he currently serves as chair 
of the Section on Constitutional Rights and Responsibilities. He is also a 
member of the North Carolina Academy of Trial Lawyers and served as 
Chair of the North Carolina Legal Services Planning Council. Mr. 
Hamden is a member of the American Bar Association, serving as co-
chair on the Corrections and Sentencing Committee and as liaison to the 
American Correctional Association (ACA). In the ACA, Mr. Hamden is 
a member of the Standards Committee and the Commission on Accredi-
tation for Corrections, both as commissioner and as a member of the Ex-
ecutive Committee. He has written extensively on the provision of legal 
services to prison populations, most recently coediting The Law and Pol-
icy of Sentencing and Corrections (7th ed., 2005) with law professor 
Lynn S. Branham. Hamden earned a J.D. at the University of Tennessee 
College of Law and a bachelor of music degree at Berklee College of 
Music. 
 
Jeffrey L. Metzner, M.D., is clinical professor in the Departments of 
Psychiatry and Pediatrics at the University of Colorado School of Medi-
cine and associate director of the Forensic Psychiatry Fellowship Pro-
gram. He is a member of the American Psychiatric Association and im-
mediate past chair of its Council on Psychiatry and the Law. He also 
holds memberships with the American Academy of Psychiatry and Law, 
American Academy of Forensic Sciences, American College of Legal 
Medicine, and American Correctional Association. Dr. Metzner has writ-
ten extensively on the psychiatric care of prison populations. He received 
his M.D. from the University of Maryland Medical School. 
 
Jonathan Moreno, Ph.D., is the Emily Davie and Joseph S. Kornfield 
Professor of Biomedical Ethics and director of the Center for Biomedical 
Ethics at the University of Virginia. Dr. Moreno is an elected member of 
the Institute of Medicine, a bioethics consultant for the Howard Hughes 
Medical Institute, a senior fellow at the Center for American Progress, a 
faculty affiliate of the Kennedy Institute of Ethics at Georgetown Uni-
versity, and a fellow of the Hastings Center. He was a member of the 
National Human Research Protection Advisory Committee and during 
1994-1995 was senior policy and research analyst for the President�s 
Advisory Committee on Human Radiation Experiments. He is currently a 
member of the Health Sciences Policy Board of the Institute of Medicine 
and served as cochair for the Committee on Guidelines for Human Em-
bryonic Stem Cell Research. Among his books are Is There an Ethicist in 
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the House: On the Cutting Edge of Bioethics (2005) and Undue Risk: 
Secret State Experiments on Humans (2001). 
 
Larry Palmer, L.L.B., is the endowed chair in urban health policy at the 
University of Louisville, with appointments in the Department of Family 
and Community Medicine, Institute for Bioethics, Health Policy and 
Law, and School of Public Health and Information Sciences. Before join-
ing the University of Louisville, he was a professor at Cornell University 
Law School in Ithaca, New York. Professor Palmer is the author of Law, 
Medicine, and Social Justice (1989), Endings and Beginnings: Law, 
Medicine and Society in Assisted Life and Death (2000), and numerous 
articles dealing with law, medicine, and health policy. Professor Palmer 
is also the executive producer and author of the study guide of the prize-
winning educational video Susceptible to Kindness: Miss Evers� Boys 
and the Tuskegee Syphilis Study. He is a member of the board of direc-
tors of the Hastings Center in Garrison, New York. Previously, Professor 
Palmer served as a director of the National Patient Safety Foundation 
(1997-2002) and a trustee of the Phillips Exeter Academy (1990-2000). 
He was a member of the Committee on Establishing a National Cord 
Blood Stem Cell Bank Program with the Institute of Medicine. 
 
Norman Poythress, Ph.D., is professor in the Department of Mental 
Health Law and Policy at the Florida Mental Health Institute at the Uni-
versity of South Florida. He received his Ph.D. in clinical psychology 
from the University of Texas at Austin in 1977. Dr. Poythress has previ-
ously worked at the Center for Forensic Psychiatry in Ann Arbor, Michi-
gan, and the Taylor Hardin Secure Medical Facility in Tuscaloosa, Ala-
bama. He is a past president of the American Psychology-Law Society 
(Division 41 of the American Psychological Association) and was the 
recipient in 1990 of the American Academy of Forensic Psychology�s 
Award for Distinguished Contributions to Forensic Psychology. Dr. 
Poythress was a consultant to the MacArthur Foundation Research Net-
work on Mental Health and the Law from 1989 to 1996. He is coauthor 
of Psychological Evaluations for the Courts: A Handbook for Mental 
Health Professionals and Lawyers, and his current research interests in-
clude forensic evaluation, psychopathy, and risk assessment. He is a 
member of the American Psychological Association and the International 
Association for Forensic Mental Health Services. 
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William J. Rold, J.D., C.C. H.P.-A., is a practicing civil rights attorney 
in New York City. A substantial part of his practice involves represent-
ing prisoners in lawsuits concerning health care and other rights. He also 
publishes, lectures, and consults with correctional health care officials 
throughout the United States and abroad. He was a staff attorney for the 
Prisoners� Rights Project in New York for 10 years. Mr. Rold represents 
the American Bar Association on the board of directors of the National 
Commission on Correctional Health Care and has served on the institu-
tional review board of the New York City Department of Health for re-
search involving prisoner subjects. Mr. Rold earned his juris doctor in 
1977 from Georgetown University Law Center and holds his advanced 
certification as a correctional health care professional. He serves on the 
editorial board of the Journal of Prison Health. He was honored with the 
Bernard P. Harrison Award of Merit for his service to correctional health 
care by the National Commission on Correctional Health Care in St. 
Louis in 2000. Mr. Rold was recently appointed a vice chair of the Cor-
rections Committee of the American Bar Association.  
 
Janette Y. Taylor, Ph.D., is associate professor in the College of Nurs-
ing at the University of Iowa. She is a certified women�s health care 
nurse practitioner with specialization in obstetrics, gynecological and 
neonatal nursing. Dr. Taylor�s research has focused on race/ethnicity as 
variables in nursing research, African American women�s experience of 
domestic violence, the health of women prisoners, reconnecting incarcer-
ated women with their children, and using narrative art therapy with in-
carcerated abused women. She completed her Ph.D. at the University of 
Washington. 
 
Wendy Visscher, Ph.D., is director of RTI International�s Office of Re-
search Protection and Ethics. RTI is an independent, non-
profit organization that conducts research and development projects for 
government and commercial clients worldwide. Dr. Visscher oversees 
the operation of RTI�s three institutional review boards (IRBs) and chairs 
one of these committees. The IRBs review, approve, and monitor all hu-
man subjects research conducted by RTI, including both biomedical and 
sociobehavioral research. Dr. Visscher maintains RTI�s federal-wide as-
surance with the U.S. Department of Health and Human Services� 
(DHHS) Office for Human Research Protections. She has expertise in 
DHHS and Food and Drug Administration human subjects protection 
regulations, the Health Insurance Portability and Accountability Act and 

Copyright © National Academy of Sciences. All rights reserved.

Ethical Considerations for Research Involving Prisoners 
http://www.nap.edu/catalog/11692.html

http://www.nap.edu/catalog/11692.html


292 ETHICAL CONSIDERATIONS FOR RESEARCH INVOLVING PRISONERS 
 
other privacy laws, and international guidelines and state laws that relate 
to research. She provides guidance and training for researchers and legal 
and regulatory staff on human subjects and privacy issues and earned 
her certified IRB professional (CIP) rating in 2002. Dr. Visscher is 
also an experienced researcher and holds a master�s of public health and 
a Ph.D. in epidemiology from the University of Minnesota.  
 
Barry Zack, MPH, is Executive Director of Centerforce, a non-
government organization working with prisoners, their families and per-
sons recently released from jails and prisons in Northern and Central 
California. He is also an associate clinical professor at the University of 
California, San Francisco, in the Department of Community Health Sys-
tems at the School of Nursing. He has been direct service provider and 
community researcher working with incarcerated populations since 1986. 
Mr. Zack has published research and presented at professional confer-
ences on behavioral intervention strategies to prevent 
HIV/Hepatitis/STDs and reduce risk behavior among prisoners; he has 
consulted with many Department of Corrections� on �Effective Bahav-
ioral Interventions in the Correctional Setting.� He is on the editorial 
board of Infectious Diseases in Corrections Report (formerly HEPP Re-
port) and the Journal of Correctional Health Care. Mr. Zack was an ex-
ternal consultant for the Centers for Disease Control and Prevention�s 
�Prevention and Control of Infections with Hepatitis Viruses in Correc-
tional Settings� as well as the Surgeon General�s �Call to Action on Cor-
rections and Community Health.� 
 
 

EXPERT ADVISER 
 

Nancy Neveloff Dubler, LL.B., is the Director of the Division of Bio-
ethics, Department of Epidemiology and Population Health, Montefiore 
Medical Center and Professor of Epidemiology and Population Health at 
the Albert Einstein College of Medicine. She received her B.A. from 
Barnard College and her LL.B. from the Harvard Law School. Ms. Dub-
ler directs the Bioethics Consultation Service at Montefiore Medical 
Center (founded in 1978) as a support for analysis of difficult clinical 
cases presenting ethical issues in the health care setting; this service uses 
mediation as its process. She lectures extensively and is the author of 
numerous articles and books on termination of care, home care and long-
term care, geriatrics, prison and jail health care, and AIDS. She is Co-
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Director of the Certificate Program in Bioethics and the Medical Hu-
manities, conducted jointly by Montefiore Medical Center/Albert Ein-
stein College of Medicine with Cardozo Law School of Yeshiva Univer-
sity. Her most recent books are: Ethics On Call: Taking Charge of Life-
and Death Choices in Today�s Health Care System, with David Nim-
mons, Vintage Press, (1993); Bioethics Mediation: A Guide to Shaping 
Shared Solutions, co-author, Carol Liebman, United Hospital Fund, New 
York, New York, (2004); The Ethics and Regulation of Research with 
Human Subjects, Carl Coleman, Jerry Menikoff, Jesse Goldner and 
Nancy Dubler, LexisNexis, Newark, NJ, (2005). She consults often with 
federal agencies, national working groups and bioethics centers.  
 

LIAISON PANEL: FORMER 
PRISONERS/PRISONER ADVOCATES 

 
Edward Anthony was an inmate in Philadelphia�s Holmesburg Prison in 
the 1960s. During that time he took part in a series on medical experi-
ments that included patch tests, diet studies, and psychotropic drug ex-
periments for the U.S. Army. Since becoming fully aware of how he and 
other former prisoners were used and misused as experimental material 
in the book Acres of Skin, Mr. Edwards has become an activist on the 
subject of ethical research and has spoken at numerous colleges, includ-
ing Brown, Pennsylvania State, and Holy Family Universities. Mr. Ed-
wards is currently working on a book with Allen Hornblum of Temple 
University concerning his life as a human guinea pig. 
 
Jack Beck has been the director of the Prison Visiting Project at the Cor-
rectional Association (CA) of New York since October 2004. The CA 
has statutory authority to inspect prisons in New York State and to report 
findings to the legislature and public. In addition, the project has issued 
major reports on prison health care, disciplinary segregation, and treat-
ment of inmates with mental illness. Before his association with CA, Mr. 
Beck was a senior supervising attorney at the Prisoners� Right Project of 
the Legal Aid Society, where he worked for 23 years. He specialized in 
medical care issues, with particular focus on HIV/AIDS and hepatitis C. 
Mr. Beck is also a member of several statewide coalitions concerned 
with medical and mental health care in prisons that have been advocating 
for legislation to improve care of inmates. Mr. Beck has been a member 
of the New York Academy of Medicine institutional review board as the 
prisoner representative for 6 years. From 2003 to 2005, he was a member 
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of the Department of Health and Human Services Secretary�s Advisory 
Committee on Human Research Protections, Subcommittee on Subpart 
C: Prisoners Research. 
 
Debra Breuklander is a nurse consultant at MECCA, a residential inpa-
tient substance abuse treatment program in Des Moines, Iowa. She pre-
viously worked as therapeutic community mentor and staff assistant 
while incarcerated at the Iowa Correctional Institution for Women. Ms. 
Breuklander has presented on child abuse prevention, reentry programs, 
and family transition in prison populations. She is currently vice presi-
dent of the Iowa Correctional Institution for Women Therapeutic Com-
munity Advisory Board and a member of the Friends of Iowa Women 
Prisoners. 
 
James Dahl is a clinical psychologist and sociologist focused on re-
search development, field implementation of evidence-based treatment, 
and collaborative community projects. He is currently directing research 
development for the largest substance abuse treatment organization in the 
United States, Phoenix House, managing a portfolio of competitive re-
search grants in applied research related to therapeutic community and 
related treatment strategies for substance abuse. Dr. Dahl formerly 
served as director of Research Development, Research Foundation of 
City University of New York, driving a strategic research development 
program in biomedical and other bio-based technology, photonics, and 
aquaculture for the 20-campus system, which supports $250 million in 
research annually. He also served as vice president of Washington-based 
University Research Corporation for more than 6 years, specializing in 
federally sponsored research to application of evidence-based programs 
through training and site development. Dr. Dahl has held positions as a 
university professor at the State University of New York at Stony Brook 
(School of Medicine/Psychiatry and School of Social Work) and Hofstra 
University. He was a senior grants officer for a private foundation and a 
consultant for Washington-based WESTAT and Macro International, 
delivering technical assistance to state drug treatment programs for Sub-
stance Abuse and Mental Health Services Administration 
(SAMHSA)/Center for Substance Abuse Treatment as well as Atlanta 
University, Crime and Justice Institute, and Howard University, Center 
for Drug Abuse Research. He also served for 6 years as vice president of 
the University Research Corporation in Bethesda, Maryland, conducting 
federal research and practice dissemination projects for the National In-
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stitute of Justice, Office of Juvenile Justice and Delinquency Prevention, 
and Department of Education. He is currently a review panelist for 
SAMHSA (U.S. Department of Health and Human Services), U.S. De-
partment of Justice, and National Institute of Drug Abuse Clinical Trials 
Network (CTN) Concept Wave Reviews. Dr. Dahl is a current member 
of the American Psychological Association, American Psychological 
Society, and the New York Academy of Sciences. He is board certified 
in cognitive-behavioral therapy and hypnotherapy. 
 
Allen Hornblum has spent many years in government and has an exten-
sive background working in the criminal justice system. He has served as 
chief of staff of the Philadelphia Sheriff�s Office and on the boards of the 
Pennsylvania Crime Commission, Pennsylvania Commission of Crime 
and Delinquency, and Philadelphia Prison System Board of Trustees. Mr. 
Hornblum�s book Acres of Skin is the leading work on the subject of 
America�s use of prison inmates as test subjects for medical experiments 
He has recently completed a documentary on the Holmesburg experi-
ments. Mr. Hornblum has also lectured on the subject at an array of insti-
tutions of higher learning, including Brown and Columbia Universities, 
National Institutes of Health, and British Medical Association. Mr. 
Hornblum has also written Philadelphia City Hall (2003), a photographic 
history of Philadelphia�s City Hall and Confessions of a Second Story 
Man: Junior Kripplebauer and the K&A Gang, which is scheduled for 
release in May 2005. He is currently working on two books, one of 
which will document the life of a former inmate test subject and his last-
ing resentment toward the medical establishment. 
 
Daniel Murphy is currently a professor in the Department of Political 
Science and Justice Studies at Appalachian State University. He is also 
author of �Aspirin Ain�t Gonna Help the Kind of Pain I�m In: Health 
Care Delivery in the Federal Bureau of Prison,� which appears in Con-
vict Criminology. Dr. Murphy�s research is based on his personal experi-
ence, having been imprisoned in the Federal Bureau of Prisons for 5 
years. He is also an active member of the Convict Criminologists group. 
Dr. Murphy is cochair of the Federal Citizens United for the Rehabilita-
tion of Errants� (FedCURE) Legislative Action Committee. He also 
serves as a member of FedCURE�s Board of Directors. 
 
Barry Nakell, Esq., is a former professor of law and an attorney who 
has been an advocate for the rights of prisoners over the last 30 years. 
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Mr. Nakell represented the prisoner class in the seminal case, Bounds v. 
Smith, which established that prisoners have a right of access to the 
courts. After his victory in that case, in 1978 Mr. Nakell was the moving 
force in the creation of North Carolina Prisoner Legal Services, Inc., and 
has continuously served as a member of its board of directors.  
 
Osvaldo Rivera is a 50-year-old Latino, born and raised in Puerto Rico. 
He has worked in the field of human services for approximately 10 years. 
Mr. Rivera was a member of the Consumer Advisory Board for the Mas-
sachusetts Department of Public Health. He currently serves on the Ryan 
White Planning Council. For the last 5 years, Mr. Rivera�s work con-
sisted of providing re-integration services to offenders and ex-offenders. 
He is affiliated with Span Inc., which specializes in providing reintegra-
tion services in the greater Boston, Massachusetts, area. Mr. Rivera�s 
main focus is HIV/AIDS-positive men and those who are at high risk for 
acquiring and transmitting HIV/AIDS, hepatitis, and other sexually 
transmitted infections. After a long battle with addiction and many years 
spent in and out of prisons, Mr. Rivera committed to work with people 
like himself. He went to school to further his education and became a 
certified addiction specialist and a licensed alcohol and drug counselor. 
He earned respect and a good reputation within his community as a posi-
tive role model and leader. Mr. Rivera�s desire is to continue his positive 
work in order to empower and strengthen others in need.  
 
Jeffrey Ian Ross is an associate professor in the Division of Criminol-
ogy, Criminal Justice, and Social Policy and a research fellow at the Cen-
ter for Comparative and International Law at the University of Balti-
more. He has conducted research, written, and lectured on national 
security, political violence, political crime, policing, and corrections for 
more than 15 years. His work has appeared in many academic journals 
and books as well as popular magazines. He is the author of Making 
News of Police Violence (Praeger, 2000), coauthor (with Stephen C. 
Richards) of Behind Bars: Surviving Prison (Macmillan, 2002), editor of 
Controlling State Crime (2nd ed., Transaction Books, 2000), Violence in 
Canada: Sociopolitical Perspectives (Oxford University Press, 1995), 
Cutting the Edge: Current Perspectives in Radical/Critical Criminology 
and Criminal Justice (Praeger, 1998), Varieties of State Crime and Its 
Control (Criminal Justice Press, 1999), and coeditor, with Stephen C. 
Richards, of Convict Criminology (Wadsworth, 2002). In 1986 Ross was 
the lead expert witness for the Senate of Canada�s Special Committee on 
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Terrorism and Public Safety. He received his Ph.D. in political science 
from the University of Colorado and was a social science analyst with 
the National Institute of Justice, a division of the U.S. Department of Jus-
tice before coming to the University of Baltimore. 
 
Jean Scott is the Deputy Regional Director of the New York City and 
Correctional Treatment Programs at Phoenix Houses of New York, the 
largest substance abuse treatment organization in the United States. Ms. 
Scott first joined Phoenix House in 1970; subsequently served as Man-
ager of Purchasing and Corporate Relations; Senior Director/Assistant to 
the Associate Director of Phelan Place; Regional and Facility Director at 
the Hart Island complex; and Assistant Director of the Far Rockaway 
facility. From 1983 to 2000 she served as Vice President, Director of 
Adult Programs and in 2000, she was promoted to Deputy Regional Di-
rector, New York City and Correctional Treatment Programs for Phoenix 
Houses of New York, where she oversees budgets in excess of $10 mil-
lion for residential programs. She was also responsible for development, 
coordination, and implementation of a joint initiative with the New York 
State Department of Corrections, providing drug treatment for incarcer-
ated offenders. She has served on the OASAS Credentialing Board; the 
Argus Community, Inc., ACT I, Private Sector Advisory Board; and the 
Board of Trustees at St. Francis College. In 1993, she received the 9th 
Fannie Lou Hamer award and in 1996 the 7th Annual Founders award 
from the Black Agency Executives. Ms. Scott is a credentialed alcohol 
and substance abuse counselor (CASAC), a certified addictions specialist 
(CAS) and a certified criminal justice addictions specialist (CCJAS); and 
she currently sits on the OASAS Appeals Board. 
 
 

STAFF 
 
Andrew Pope, Ph.D., is director of the board on Health Sciences Policy 
in the Institute of Medicine. With a Ph.D. in physiology and biochemis-
try, his primary interests are in science policy, biomedical ethics, and the 
environmental and occupational influences on human health. During his 
tenure at the National Academies and since 1989 at the Institute of Medi-
cine, Dr. Pope has directed numerous studies on topics that range from 
injury control, disability prevention, and biologic markers to the protec-
tion of human subjects of research, National Institutes of Health priority-
setting processes, organ procurement and transplantation policy, and the 
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role of science and technology in countering terrorism. Dr. Pope is the 
recipient of the National Academy of Sciences President�s Special 
Achievement Award and the Institute of Medicine�s Cecil Award.  
 
Adrienne Stith Butler, Ph.D., is a senior program officer in the Board 
on Health Sciences Policy of the Institute of Medicine (IOM). She is cur-
rently study director for the IOM Committee on Understanding Prema-
ture Birth and Assuring Healthy Outcomes. Previously, Dr. Stith Butler 
served as study director for the IOM report, Preparing for the Psycho-
logical Consequences of Terrorism: A Public Health Strategy conducted 
within the Board on Neuroscience and Behavioral Health. She has also 
served as a staff officer for IOM reports, In the Nation�s Compelling In-
terest: Ensuring Diversity in the Health-Care Workforce and Unequal 
Treatment: Confronting Racial and Ethnic Disparities in Health Care, 
conducted within the Board on Health Sciences Policy. Before working 
at the IOM, Dr. Butler served as the James Marshall Public Policy 
Scholar, a fellowship cosponsored by the Society for the Psychological 
Study of Social Issues and the American Psychological Association 
(APA). In this position, based at the APA in Washington, DC, she en-
gaged in policy analysis and monitored legislative issues related to ethnic 
disparities in health care and health research, racial profiling, and mental 
health counseling provisions in the reauthorization of the Elementary and 
Secondary Education Act. Dr. Butler, a clinical psychologist, received 
her doctorate in 1997 from the University of Vermont. She completed 
postdoctoral fellowships in adolescent medicine and pediatric psychol-
ogy at the University of Rochester Medical Center in Rochester, New 
York. 
 
Susan McCutchen is a research associate for this study. She has been on 
staff at the National Academies for nearly 25 years, assisting committees 
focused on a wide variety of subjects, including studies for the Agency 
for International Development, technology transfer, aeronautics and 
space research, various kinds of natural disasters, HIV and needle ex-
change, human factors and engineering, the polygraph, poison control 
centers, education and testing issues (e.g., �No Child Left Behind�), eth-
ics in research, and Social Security (i.e., representative payees, disability 
determinations). She has a B.A. in French from Miami University in 
Ohio and an M.A. in French with a minor in English from Kent State 
University. 
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Eileen Santa, M.A., is a research associate working with the premature 
birth and the prisoner research ethics committees. She earned her mas-
ter�s degree in clinical psychology from the University of Massachusetts, 
where she is currently a doctoral candidate. Her research focuses on the 
cultural factors that contribute to healthy outcomes for Latina mothers 
and children. 
 
Vilija Teel works as the senior project assistant for this study, providing 
administrative support for the project. Mrs. Teel plans and coordinates 
logistical arrangements for committee meetings, including coordinating 
travel and lodging for committee members, overseeing the attendee reg-
istration process during open sessions, and providing support throughout 
the committee meeting. She also provides support for the project�s finan-
cial management, including processing payment requests and ensuring 
timely reimbursement of travel and incidental expenses. Mrs. Teel 
earned a B.A. in English/Linguistics from Vilnius University and has 
taken additional course work in finance and management areas. She is 
proficient in all of the major office-environment software programs. In 
addition to English, she has a good grasp of many other languages. 
 
Jason Farley is currently working as an intern for this study. Mr. Farley 
is completing a Ph.D. in the School of Nursing at The Johns Hopkins 
University. He holds a bachelor�s degree in nursing from the University 
of Alabama, a master�s degree in public health from the University of 
Alabama, Birmingham, and a master�s degree in nursing from The Johns 
Hopkins University School of Nursing. He is certified as an adult nurse 
practitioner with a clinical practice both in infectious disease and emer-
gency medicine. His doctoral study was recently funded by a National 
Research Service Award by the National Institute of Health. His research 
will investigate the molecular epidemiology of methicillin-resistant 
Staphylococcus aureus in the Baltimore City jail system. 
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