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Abstract

Conducting or overseeing research in correctional settings requires knowledge of specific federal
rules and regulations designed to protect the rights of individuals in incarceration. To investigate
the extent to which relevant groups possess this knowledge, using a 10-item questionnaire, we
surveyed 885 IRB prisoner representatives, IRB members and chairs with and without experience
reviewing HIV/AIDS correctional protocols, and researchers with and without correctional HIV/
AIDS research experience. Across all groups, respondents answered 4.5 of the items correctly.
Individuals who have overseen or conducted correctional research had the highest scores;
however, even these groups responded correctly only to slightly more than half of the items. These
findings emphasize the need for ongoing training in federal guidelines governing correctional
research, particularly for those individuals who are embarking on this type of research.
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Introduction

At 750 incarcerated persons per 100,000, the United States has the world’s highest
incarceration rate (Hartney, 2006; Pew Center on the States, 2008). The United States also
has the largest number of individuals incarcerated, with 2,266,800 individuals incarcerated
in federal, state and local prisons in 2010, or approximately one of every 100 Americans
(Pew Center on the States, 2008; U.S. Department of Justice, 2011). All told, with
approximately 5% of the world population, the U.S. houses one-quarter of the world’s
prisoners.

Compared to the general population, incarcerated people have higher rates of substance
abuse and dependence (National Center on Addiction and Substance Abuse at Columbia
University, 2010), HIV/AIDS and other communicable diseases (Hammett, Harmon, &
Rhodes, 2002; Maruschak, 2012; US Department of Justice 2009), and psychiatric disorders
(Boone, 1995; Teplin, 1994; Teplin, Abram, & McClelland, 1996; Veysey & Bichler-
Robertson, 2002). These public health issues are further compounded by poverty, low
educational levels, and lack of resources and services in the community before and after
release. A continuous stream of individuals enter custody and are released every year,
resulting in approximately seven million releases annually (Hammett, Harmon, & Rhodes,
2002; Rapposelli et al., 2002), and incarcerated individuals bring existing problems back
into their communities upon release (Centers for Disease Control and Prevention, 2001; Leh,
1999).

Given the many public health issues and their impact on the general population, correctional
settings have considerable potential for meaningful and beneficial research. However, the
history of prisoner research is rife with examples of abuse. Although the more egregious
violations of prisoners’ rights have been reported in other countries, violations of prisoners’
rights have also occurred in the U.S. Examples of these violations include testing drugs
without proper consent and using inducements (e.g., food and medical care) that may be
coercive for individuals in correctional settings (Dubler & Sidel, 1989; Hammett & Dubler,
1990; Lazzarini & Altice, 2000). Intentional and unintentional abuses are possible
considering that prisoners, compared to the general population, have greater potential for
limited ability to provide informed consent; present with increased likelihood for impaired
ability to understand risks, benefits, and harms of research participation; and are more
readily denied access to the benefits of research. Given these vulnerabilities for incarcerated
people, additional federal rules and regulations were instituted to provide extra safeguards
for the protection of prisoners as research participants (Institute of Medicine, 2006).

The purpose of this study was to determine the degree to which individuals conducting or
overseeing research in correctional settings are knowledgeable about the special rules and
regulations developed to protect prisoners who serve as research participants. To accomplish
this, we conducted a survey with HIV/AIDS researchers and IRB chairs, members, and
prisoner representatives.
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Participants were selected from among five nationwide population pools: 1) researchers who
conducted HIV/AIDS research in correctional settings; 2) researchers who conducted HIV/
AIDS research in non-correctional settings; 3) IRB chairs and members who reviewed HIV/
AIDS research protocols in correctional settings; 4) IRB prisoner representatives; and 5)
IRB chairs and members who reviewed HIV/AIDS research protocols in non-correctional
settings. To identify correctional HIV/AIDS researchers, we searched electronic databases
for recent research funding, scientific literature, and convention presentations using specific
search terms to identify HIVV/AIDS research studies conducted with adult correctional
populations in the U.S. To identify non-correctional HIV/AIDS researchers, we searched
electronic databases for scientific literature using specific search terms and delimiters to
identify non-correctional HIV/AIDS research studies conducted with adults in the U.S. From
these searches, we retained authors who had two or more publications were retained since
2000 from which we randomly selected potential participants. To identify IRB chairs,
members, and prisoner representatives, we obtained a listing of all federally recognized
IRBs from the Office of Human Research Protections (OHRP). From this listing, we
selected the IRBs associated with our sample of correctional researchers as well as a random
sample of 570 additional IRBs. For as many of these IRBs as possible, we obtained contact
information for all chairs, members, and prisoner representatives. To identify prisoner
representatives, in addition to those selected through the IRB search, we selected all
remaining individuals included on a separate OHRP listing of prisoner representatives.
Finally, we requested individuals who participated in our survey to recommend names and
contact information for individuals they believed would be eligible and interested in
participating in this study. This snowball sampling yielded an additional 163 potential
participants. Contact information was gathered through online sources and potential
participants were retained if this information was available.

Through these efforts, we developed a final pool of 714 correctional HIVV/AIDS researchers,
702 non-correctional HIV/AIDS researchers, 388 correctional IRB chairs and members,
1,529 non-correctional chairs and members, and 268 prisoner representatives. Based on
initial contacts, 1,055 potential participants were removed due to having undeliverable
addresses, or being deceased or retired, leaving a final sample of 2,546. Of these 2,546
individuals, 948 participated by completing our survey, for an overall response rate of
approximately 37%. Of these respondents, 885 provided usable data in response to the
survey section related to knowledge of rules and regulations governing correctional
research. Table 1 provides the demographic characteristics of individuals who provided
knowledge data.

Instrumentation

The survey used was developed as part of a NIDA-funded study designed to explore ethical
challenges and barriers in conducting HIV/AIDS research in correctional settings. This
survey consisted of 10 sections. Of interest to this article is the section on knowledge of
rules and regulations governing correctional research. This section includes 10 statements
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(see Table 2) developed based on federal rules and regulations for overseeing biomedical
and behavioral research involving prisoners (45 CFR 46, Subpart C; ww.hhs.gov/
humansubjects/45crf46.html). For each statement, respondents answered true, false, or
unsure.

After receiving approval by the University of Alaska Anchorage Institutional Review Board,
survey procedures were implemented following the general recommendations of Dillman
(2007). Specifically, the survey process began with a pre-letter notifying potential
participants that they would soon receive an email requesting their participation in an online
survey. This letter was followed two weeks later by the email consisting of a cover letter and
a link to an informed consent form, payment form, survey, and non-participation form.
Relying on individualized code numbers for tracking purposes, up to four reminder emails
were sent at approximately two-week intervals to individuals who had completed neither a
survey nor a non-participation form. A letter was mailed approximately one week prior to
the last email reminder. As our final contact, to address concerns that emails may have been
identified by email hosts as spam and not delivered properly, we sent a paper version of the
survey to all potential participants who had yet to complete the survey. Respondents who
completed the survey received $60 compensation and had the option of entering a raffle for
prizes.

Statistical Analysis

Results

A total knowledge score was calculated for each participant by determining how many items
were answered correctly. Data were included if a participant answered six or more of the 10
questions. For the 15 participants who answered at least six of the 10 items but skipped one
or more item, the skipped items were scored as ‘incorrect’. Additionally, answers of
‘unsure’ were scored as ‘incorrect’. Preliminary analyses revealed that years of professional
experience, educational level, gender, and professional setting were not significantly related
to the total knowledge score. Thus, these variables were not included in further analyses.
Using the total knowledge score, a one-way ANOVA was conducted with participant group
as the independent variable. Significant ANOVA results were followed by Duncan’s
multiple range tests to determine which groups differed significantly from one another.

Table 2 provides the percentage of correct responses to each of the 10 knowledge items,
separately by group. Across all five groups, the mean score was 4.50 (SD=2.08). Mean score
was highest for prisoner representatives (M=5.73, SD=1.77), followed by IRB chairs/
members with corrections experience (M=5.11, SD=1.64), HIVV/AIDS researchers with
corrections experience (M=4.71, SD=1.89), IRB chairs/members without corrections
experience (M=4.24, SD=2.06), and HIV/AIDS researchers without corrections experience
(M=3.31, SD=2.33).

Results of the one-way ANOVA revealed a significant effect for Group, F(4,881)=25.31, p
<.001. Post hoc analyses using Duncan’s multiple range tests revealed that knowledge
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scores for prisoner representatives were significantly higher than scores for all other groups;
IRB chairs/members with corrections experience and HIV/AIDS researchers with
corrections experience did not differ from one another but were significantly higher than
IRB chairs/members without corrections experience and HIV/AIDS researcher without
corrections experience; and IRB chairs/members without corrections experience scored
significantly higher than HI\VV/AIDS researchers without corrections experience.

Discussion

Results indicated that prisoner representatives, whose involvement is required for IRBs to
review prisoner-related research proposals, had the highest scores among the five groups
surveyed. IRB members and HIVV/AIDS researchers with experience in overseeing or
conducting correctional research were the next two most knowledgeable groups. The lowest-
scoring groups were IRB members and researchers who reported no experience overseeing
or conducting correctional research. Although these findings are not unexpected, it is
noteworthy that even though they had the highest scores, the individuals required to be
familiar with the guidelines for protections of prisoners as research participants still only
answered approximately half of the questions correctly.

To protect the rights of individuals in incarceration, a clearly defined set of federal
guidelines for research with prisoners have been developed. As knowledge of these
guidelines appears to be low even among groups directly involved in conducting or
overseeing correctional research, increased educational efforts may need to be launched to
teach and practically interpret these rules. In these educational efforts, it is not enough to just
identify prisoners as one of several vulnerable groups; instead, more detailed information
needs to be presented to ensure that the in-depth knowledge required for prison-based
research is acquired by those who need it. Further, IRBs will be well-advised to develop
strategies that ensure that their members have the requisite knowledge prior to conducting
reviews of prisoner-related research. IRB Chairs cannot assume that just because a particular
member has been through such a review previously or is a prisoner representative that she or
he has the requisite in-depth knowledge that leads to correct interpretations and decision-
making. Instead, IRBs need an avenue to provide and refresh this knowledge regularly and
assess its acquisition and retention.

Researchers interested in beginning work in prison settings may benefit from consultation
with IRB prisoner representatives and other researchers who have a history of successfully
carrying out corrections-based research. When projects are moved forward to IRBs, it is
important to assess if the particular IRB in question has dealt with prison-based research. If
not, preliminary education may be necessary to ensure appropriate review. Members of such
IRBs may benefit from consultation with IRBs who have reviewed prison research and from
consultation with individuals who have served as prisoner representatives, provided they
have a firm grasp on the specialized knowledge related to protections for incarcerated
individuals as research participants. Appointment of a prisoner representative is, of course,
required for review of a study involved incarcerated individuals and careful choices of
prisoner representative are essential to ensuring quality review. However, merely having the
“appropriate background and experience” as described by the federal guidelines is
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insufficient; representatives must also have detailed knowledge of the guidelines. Indeed, as
their IRBs may rely on them to a great degree, it is imperative that prisoner representatives
have extensive and deep knowledge and clarity about the interpretation of the guidelines.
The same can be said for IRB chairs.

When reviewing the findings of the current study, several limitations must be considered.
First, with a response rate of approximately 37%, over half of the potential participants
declined to participate. However, given the fact that the individuals targeted were busy
professionals and that the survey took up to an hour to complete, the response rate is
adequate. This is particularly true given that response rates to surveys in general have been
declining for at least two decades (Tourangeau, 2004). Second, nearly 100 survey
participants skipped the knowledge section of the survey. HIV/AIDS researchers without
correctional experience (the group with the lowest mean score) were significantly more
likely than other groups to skip the items and IRB members with correctional experience
were more likely to complete the items. This pattern of non-completion suggests that
participants who were less likely to have this knowledge were more likely to skip the items,
perhaps skewing our results toward an overestimate of knowledge levels. Third, we could
find no instrument that assesses knowledge of OHRP guidelines related to prison settings.
Thus, we developed our own knowledge test and no reliability data are available. Further,
with an overall mean score of 4.5, we cannot be certain if items selected for the knowledge
survey were overly difficult or nuanced or whether knowledge truly was limited even among
groups expected to have high scores. Fourth, we examined level of knowledge but did not
explore whether such knowledge is related to actual ability to interpret and apply
information in research design and IRB oversight. It may be that although researchers or
IRB members at a given time do not know all of the specific federal guidelines, when such
knowledge is required, they seek it out from readily-accessible resources.

Limitations notwithstanding, our findings suggest that knowledge (and perhaps practical
interpretation) of OHRP guidelines needs to be augmented. This is particularly true for IRB
members and researchers encountering or engaging in prison-based work given that even
these groups responded correctly only to approximately 50% of the knowledge items. Future
research should further explore the nuances of researcher and IRB member knowledge
regarding prison protection regulations and the behavioral correlates of this knowledge,
including the impact of knowledge on decisions to conduct or approve particular research
studies, as well as researchers’ and IRB members’ metacognition regarding this important
knowledge base and their actions to improve relevant knowledge when needed.
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Table One. Demographic Characteristics of Participants (N=885)

Table 1

Demographic Variable

| Number | Per cent

Professional Group

Correctional HIVV/AIDS Researchers 175 19.8%
Non-correctional HIVV/AIDS Researchers 131 14.8%
Correctional IRB Chairs or Members 189 21.3%
Non-correctional IRB Chairs or Members 320 36.2%
IRB Prisoner Representatives 70 7.9%
Gender
Men 416 47.0%
Women 455 51.4%
Missing 14 1.6%
Race/Ethnicity
African American 72 8.1%
Asian/Pacific Islander 46 5.2%
Caucasian 671 75.9%
Hispanic 39 4.4%
Native American 8 0.9%
Other 32 3.6%
Missing 17 1.9%
Highest Level of Education
Less than Master’s degree 51 5.8%
Master’s degree 131 14.8%
Doctoral or professional degree (including JD, PhD, MD) 613 69.2%
Missing 90 10.2%
Mean o]
Age
Years | 50.2 | 10.2

Res Ethics. Author manuscript; available in PMC 2015 June 19.

Page 8



Page 9

Johnson et al.

%0°'Gy %T'€E %b'Ty %T'Ly %T'TS %E'LS 1081100 [e10 L
(esrey) (Bumaes Juswieas) Bnip e wouy
. . . . . . pa1inioal ale syuedioned “6°a) ajdwes [eu0I198.1100 B UO PasNd0y Jou
%0'Ty %8EC %8'6E %eEy %eTS %L '8y s1 Apnis ay aauls a)qealjdde jou ase D Uedgns Jo siuawalinbal ay) ‘Apnis
B JO 85In02 8y BulINp pajesadsedul sswodaq Juedidiyed yaressas e
(8ses) g1 ay3 uo diysiaquiaw siy Jo Jay wouy Lede ‘pajonpuod Buiag
%07 %E'6T %262 %S'7€ %L'EY %685 S1 40Jeasal aU} 8J3UM S31H|19B) [EUOIIOBII00 B} Y)M UoeIo0sse Aue
aney ued (anrreiussaldal Jsuostid gy | sy 1deoxa) gyl 8y Jo Jaquisw ON
. . . . . . (8se4) saouelIswnalId Aue Japun siauosid
%6'85 %l'sy %E'ES %€ %169 NEVL Y)IM pa3anpuod ag Jouued sdnodf [0J3U02 Juawyess) ou Y)Mm Saipnis
. . . . . . (®n43) uoireindod Jauosiid e apnjdUI J0U SBOP Jeyl Ydsessal uey)
%S'9€ %9'6c %008 %6'Ly %coy %wecy ISU [eWIUIW, JO UORIULAP JUBJSHIP © S8SN MBIASI U2Jeasal Jauostld
(en13) suonoalold
%0°'6E %062 %/'8E %Z TV %E"6E %8'ES J0Jeasay uewnH Joj 391340 ay3 Aq panoidde aouo siauostid yum
palonpuod aq ued syuedidrsed syl 03 XSI [BWIUIW UBY) 810W UM S3IpNIS
. . . . . . (en.3) ssao0ud
%811 %8S %LTI %ECl %y %9°9T M3IASI PalIpadxa U BIA PamalAal aq Ued slauostid BulAjoAul yoreasay
. . . . . . (esTey) annrejuasaidal Jauosiid e aney isnw
%0°81 %ivt %01 %nlee %e0e %9'Se g¥1 yoea ‘1020301d ydJeasal Jsuosid e Buimalnal ase sgy| ajdnjnw 4|
. . . . . . (esrey) Jeuosud
%E'E9 %v'Le %6'09 %ET9 %08 %08 Jawloy 1o Jauosid e aq 1snW gy 8y} uo aAneuasaidal Jauosid
(en11) annejuasaidal
%v'2L %967 %T'2L %.'€L %098 %.°08 Jauosuid e Jo aouasald ayy sasinbal syuedioned se sisuosiud
Buninioal AjaAnoe are 1ey) s|0203oad yoseasal Jo malnal gyl Buinunuo)
. . . . . . (es[ey) Jauosiid e palapIsuod aq
%8'6c %l'Se %l1e %eve %E9E %L0E ued AJUNWWod ay} Ul 8joJed 1o Uo1eqoId UO [eNPIAIPUI PaUIRISP-UOU W
el | byoressad SAIV/AIH SU01199 110D SU0I199 110D SU01199 110D aAITRIUSSa Idey Jouoslid *saulppINd [eJopa) 1Us11nd 01 BUIp J020Y
mnoyim yum Uim Bque N
Rque N JBYd Jeasay /4reyd ad|
/ireyd gy | SAIV/IAIH

Author Manuscript

¢ ?dlqel

Author Manuscript

Author Manuscript

dnoug Aq ‘sasuodsay 1931109 J0 abeluadlad ‘oM a|qel

Author Manuscript

Res Ethics. Author manuscript; available in PMC 2015 June 19.



