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Abstract

Background—To promote justice in research practice and rectify health disparities, greater
diversity in research participation is needed. Lack of trust in medical research is one of the most
significant obstacles to research participation. Multiple variables have been identified as factors
associated with research participant trust/mistrust. A conceptual model that provides meaningful
insight into the interplay of factors impacting trust may promote more ethical research practice and
provide an enhanced, actionable understanding of participant mistrust.

Methods—A structured survey was developed to capture attitudes towards research conducted in
emergency situations; this paper focuses on items designed to assess respondents’ level of trust or
mistrust in medical research in general. Community-based interviews were conducted in English
or Spanish with 355 New York City residents (white 42%, African American 29%, Latino 22%).

Results—Generally favorable attitudes towards research were expressed by a majority (85.3%),
but many respondents expressed mistrust. Factor analysis yielded four specific domains of trust/
mistrust, each of which was associated with different demographic variables: General
Trustworthiness (older age, not disabled); Perceptions of Discrimination (African American,
Latino, Spanish language preference); Perceptions of Deception (prior research experience,
African American); and Perceptions of Exploitation (less education).

Corresponding Author: M. Smirnoff, Box 1027, Mount Sinai Hospital, One Gustave Levy Place, New York, NY 10029; Telephone
212 241-8373; fax 212 241-0667; Margaret.smirnoff@mountsinai.org.
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Conclusions—The four domains identified in the analysis provide a framework for
understanding specific areas of research trust/mistrust amongst disparate study populations. This
model offers a conceptual basis for the design of tailored interventions that target specific groups
to promote trust of individual researchers and research institutions as well as to facilitate broader
research participation.

Keywords

research trust; research mistrust; race; ethnicity; disability; limited English proficiency

Introduction

In response to concerns over health disparities and a lack of diversity among research
participants, the National Institutes of Health (NIH) mandated the inclusion of women and
minorities in clinical research (1993, 2001). The mandate is rooted in the principle of justice
with a goal to promote fairness in the research process by fostering access and inclusiveness
(Tilburt et al 2007). In the years since the policy was first initiated, there has been a 15.4 fold
increase in the number of minority participants in NIH-funded clinical research studies, but
this still represents only a modest increase in the percentage of NIH clinical research
participants who are minorities (27.8%) (DHHS 2010). Even with renewed recruitment
efforts and the increase in minority research participation, health disparities experienced by
minorities persist in both incidence (new cases) and prevalence (all existing cases)
(Schmotzer 2012). To identify more effective therapeutic interventions for groups
disproportionately affected by particular health conditions, research on group-specific and
subgroup-specific treatment effectiveness is needed.

Research Trust / Mistrust

Over the last decade, there has been considerable research into the barriers and facilitators
associated with minority under-representation in research. A consensus has been reached
that participant trust in research and research institutions is one of the most, if not the most,
significant factors associated with research participation. This consensus is represented in an
extensive literature that has been synthesized and summarized in four major systematic
literature reviews; two focused on general clinical research and one each for emergency
research and psychiatric research (Schmotzer 2012; George et al. 2014; Limkakeng et al.
2014; Brown et al 2014). Combined, these meta-analyses include dozens of studies
conducted in geographically diverse locales, involving thousands of participants across
multiple racial/ethnic groups, and each affirms the role of trust/mistrust as a primary
determinant of research participation. Common trust-related themes identified in these
studies involve being mistreated or taken advantage of (by specific research practices like
randomization, or being used “like guinea pigs”) and unintended consequences (involuntary
admissions, side effects or stigmatization) (Schmotzer 2012; George et al. 2014; Limkakeng
et al. 2014; Brown et al 2014). It is not known if the respondent attitudes in these studies
derive from personal experience of research.

A greater understanding is needed of the complexities involved in research trust.
Referencing the literature on attitudes to doctors and healthcare, people distinguish between
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global trust in healthcare institutions and specific trust in their individual physician; specific
trust in the latter is usually higher for all population groups (Hall 2006a). Global trust is
typically based on institutional reputation and status, while specific trust is often based on
the quality of the personal interaction. Armstrong et al. (2008). found that mistrust among
minorities towards the healthcare system is based on mistrust of values more than mistrust of
clinical competency. Similarly, most research participants distinguish their relationship with
“the researcher” from their relationship with the institution or study sponsor, with the
individual relationship carrying greater weight (McDonald et al. 2008).

Definitions of Research Trust / Mistrust

Although several authors have defined medical trust by its behaviors or characteristics such
as fidelity, loyalty, honesty and competence (Hall 2006a), a Cochrane review (McKrinsky et
al. 2006) defines medical trust in terms of the classical doctor-patient relationship: “Patient
trust is the belief that a doctor is working in the patient’s best interests.” Similarly,
Armstrong et al. (2008) define trust as “the belief that an entity will act in one’s interest in
the future,” in contrast to distrust, or “the belief that an entity will act against one’s interest
in the future.” The terms distrustand mistrust are often used interchangeably, but distrust is
most correctly based on a specific experience or information, while mistrust expresses a
general sense of unease toward someone or something. Authors also make a distinction
between mistrust/distrust and absence of trust because the former imply a more malignant
state that may be critical to racial and ethnic disparities. For these reasons, in our discussion,
the opposite of trust is mistrust, rather than distrust or lack of trust.

Clinical research trust is defined in this study as the belief by the study participant that
his/her interests (e.g. full disclosure, balance of risk/benefit, prudent data usage) are
considered before the interests of the study or the researcher. This would be reflective of
Wright’s (2010) view, that a trustworthy researcher acknowledges the value of the trust that
the participant vests in them and uses this to rationally decide how to act. Conversely,
research mistrust is defined as the belief by the study participant that his/her needs are
subordinate to those of the study or the researcher as evidenced by conditions such as
withholding important information, risks that outweighs benefit, or data used to damage
individuals or communities.

Measurement of Trust

The literature on trust has informed the development of several tools for measuring trust and
mistrust in clinical research (Corbie-Smith et al. 2002; Mainous 2006; Hall et al. 2007;
Braunstein 2008) This paper describes the development and use of an interview instrument
to assess research trust/mistrust and discusses the findings and implications of a survey using
this instrument conducted in diverse communities in New York City. The survey was part of
the Community VOICES Study (Views on Informed Consent in Emergency Situations).
Emergency research refers to research performed in emergency situations that cannot
realistically be done in controlled, clinical situations; e.g., development of new, effective
treatments for cardiac arrest when the intervention must be initiated immediately and there is
no time to obtain traditional informed consent. There is specific guidance on the proper
conduct of research in emergency situations (USDHSS 1996). The Community VOICES
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Study utilized mixed methods to examine the operational, ethical, educational, and social
implications of the Exception from Informed Consent (EFIC) for Emergency Research
regulations (USDHSS 1996) and guidance (USDHSS 2000, 2006, 2011; Richardson 2005).
Since EFIC studies present special issues of trust and mistrust of medical researchers, the
Community VOICES team was interested in assessing whether community members’ trust
and mistrust of research in general influenced their attitudes towards EFIC studies.

The Community VOICES Study was reviewed by the Icahn School of Medicine at Mount
Sinai Institutional Review Board and was deemed to be exempt from review.

Study participants were recruited from a stratified sample of 35 residential buildings in New
York City that had participated in the Public Access Defibrillation Trial (Ornato et al. 2003;
The PAD Trial Investigators 2004) one of the earliest NIH-funded multicenter EFIC trials. A
representative sample of buildings was obtained using a diversity score developed for the
study. Buildings were categorized according to the average age, socioeconomic status (SES)
and racial/ethnic composition of residents. A stratified random sampling procedure using
these categories was used to obtain a representative sample of buildings.

The research team contacted the management of the residential buildings for permission to
conduct active, on-site recruitment of residents for this study. Flyers posted in common areas
and letters distributed to each apartment informed residents about the study. The interviews
required no appointment and were conducted, in English or Spanish, at the point of contact,
on-site, either in quiet public spaces in the buildings or in participants’ apartments.

Instrument Development

Using purposive sampling, based on gender, race, and ethnicity, of residents and employees
from the cohort buildings, focus groups were conducted in English and Spanish to inform
the development of the interview instrument. The interview instrument was pilot tested on a
sample of building residents prior to study initiation. The interview instrument was
translated into Spanish by native Spanish speakers then back translated by someone naive to
the instrument and reconciled with the original to assure accuracy. The Community VOICES
interview elicited information in several domains including: informed consent for research,
definition of community, research risks/benefits/burdens, previous experience with research
and with emergencies, knowledge of the previous study (PAD Trial), and medical mistrust.

The trust/mistrust questions on the interview were derived from the Group-Based Medical
Mistrust Scale (GBMMS) (Thompson et al. 2004), a measure developed to evaluate attitudes
towards cancer screening among African American and Latina women. The instrument is
“group-based” because it attempts to assess trust through the prism of group identity. It
utilizes a 12-item Likert scale to measure suspicion of mainstream healthcare systems,
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healthcare professionals, and the treatments they provide to members of the respondent’s
ethnic or racial group. The instrument has been tested in groups of minority women and men
and found to be both reliable and valid (Shelton et al. 2010; Thompson et al. 2004). Based
on a review of the literature and focus group comments, the VOICES research team
modified the GBMMS to address group based concerns about medical research and
researchers. This synthesis yielded a 10-item Likert scale to measure research trust/mistrust
that was embedded within the larger 8-item VOICES interview. This paper presents the
results obtained from the interview questions concerning research trust/mistrust (Table 3)
and seventeen demographic questions. Findings from other sections of the interview have
been published elsewhere (Ragin et al. 2008).

Interview Administration

All participants were screened for eligibility prior to the interview. Eligible participants were
at least 18 years old, and were either building employees who had worked in the
participating building for at least 3 months prior to the survey or building residents who had
lived in the building for a minimum of 3 months. All participant responses were anonymous
and no participant identifiers were collected. Interviewers obtained verbal informed consent
from each participant prior to the interview and advised them that they were not obliged to
answer any question that made them uncomfortable or which they did not wish to answer.
Participants were given the choice of being interviewed in either English or Spanish by
bilingual study coordinators and each received their choice of a $20 New York City
Metrocard (public transportation fare card) or a $20 phone card upon completion of the
interview. Interviews were about 40-minutes long and were conducted during both daytime
and evening hours, on both weekdays and weekends. Interviewing was initiated in January
2005 and completed in March 2006.

Data Analysis

Results

All analyses were conducted using SAS v.9.2. Descriptive information (means, standard
deviations, etc.) was obtained using the UNIVARIATE procedure. The factor analysis
utilized a principal components solution with an oblique rotation (using the promax
criterion). A General Linear Model approach was taken to assess the predictors of the Trust
factors. Post-hoc tests of mean differences employed the Tukey-Kramer adjustment for
multiple comparisons.

Management from thirty-one of the 35 selected buildings agreed to participate in the
Community VOICES study. Two declined to participate and two sites did not respond
despite repeated outreach attempts. Interviews were obtained from 288 residents and 68
employees for a total of 355 interviews. (One participant was both a resident and employee
in the same building). The mean number of interviews per building was 11.5, ranging from 2
to 25 per building. The interviews were conducted in English (312 participants, 88%) and
Spanish (43 participants, 12%).
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Demographic Characteristics

The majority of participants were female (64%) and over 60 years of age (53%) (less than 25
years: 4%; 25-45 years: 21%; 46—60 years: 21%; 60-75 years: 23%; greater than 75 years:
30%). The largest single racial/ethnic group was White (42%) followed by Black (29%),
Latino (22%) and other (6%). Other demographic factors, including household income and
level of education, are shown in Table 1. A summary of participant responses to the 10 trust
items are shown in Table 2.

Factor Analysis Results

Survey responses were reviewed by the investigators and into four factors:

. “General Trustworthiness” included two positively worded statements focused
on whether participants felt positive about research and whether researchers
would subject participants to harm.

. “Perception of Deception” included three negatively worded statements about
doctors/healthcare workers hiding and withholding information, or taking action
without permission.

. “Perception of Exploitation” included two negatively worded statements which
suggested that researchers “used” participants for their own personal gain or
devalued the participants as individuals.

. “Perception of Discriminatory Treatment” included three statements about
awareness of differences in treatment and research practices among racial/ethnic
groups.

These factors were subject to further statistical analysis. Each Likert-type question had a
score range of 1-5. These were summed to create a score range for the factor category. For
example, on a factor with 3 items, the total score ranged between 3 and 15. Mean scores for
each category and the demographic variables that were associated with significant difference
in scores are shown in Table 3. (Please note: in the following sections, we present the means
and a t-test for domains in which all of the explanatory variables are categorical; for domains
in which any of the significant explanatory variables are continuous, the F ratio is presented
for all of the significant variables in that domain.)

For the domain of General Trustworthiness, not being disabled (F(1, 340)= 4.74; p= 0.0301)
being older (F(1, 340)= 4.42; p= 0.0362) and/or having children living at home (F(1, 340)=
10.73; p= 0.0012) were associated with viewing researchers as trustworthy. Perception of
Discriminatory Treatment was associated with totally different predictors. Those participants
who preferred to be interviewed in Spanish (mean = 10.24) versus English (mean=9.23;
t[1,339]=1.98; p=0.04) were more likely to perceive discriminatory treatment. African-
American participants (mean=10.51) and Latinos (mean = 10.23) were marginally (t(1,339)
= 2.49; p = 0.0627) were more likely to think that researchers were discriminatory compared
to Caucasians.

Educational background was the only significant (F(3,342) = 4.14; p = 0.0066) factor
associated with Perceptions of Exploitation. Those reporting high school education or less
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(mean = 5.97) were significantly (t[1,342] = 3.10; p = 0.011) more likely than others to say
that researchers exploit participants.

There were three predictors of Perceptions of Deception. Those who had some experience
with research were significantly (t[1,344] = -2.52; p = 0.0122) more likely to say that
researchers are deceptive (mean 9.72) compared to those without research experience (mean
= 9.00). Respondents who were divorced or separated were (t[1,344] = -2.71; p = 0.0358)
more likely to say that researchers are deceptive (mean = 9.71) compared to those who were
married or living with a significant other (mean = 8.82).

African Americans were marginally (t[1, 342] = 2.37; p = 0.0846) more likely to say that
researchers deceive (mean = 9.97) compared to Latinos (mean = 9.12) and compared to
participants of other races (mean = 8.69; t[1,342] = 2.33; p = 0.0935).

Correlation between factors

Correlation between the questions grouped in a single category supported the validity of
grouping. There was a weakly negative correlation between the general trustworthiness scale
and the factors which described perceptions of doctor/researcher behaviors that may
negatively affect trust (correlation). This suggests that participants who felt a greater general
sense of trust in researchers were less likely to see them as deceptive, exploitative, or
treating patients differently according to race/ethnicity. Conversely, there were weakly
positive correlations between trust and beliefs that researchers exploit, researchers deceive,
and researchers treat people differently (correlations). Those who did not think that
researchers are exploitative were also less likely to think they deceive or treat people
differently (correlation). Conversely, those who thought researchers are exploitative were
more likely to say they deceive research participants and that they treat people differently
(correlation).

Discussion

Sensitive evaluation tools are needed for measuring the complex relationships of race,
ethnicity, and trust in the research setting. It is important to evaluate and disentangle aspects
of both specific interpersonal trust (a participant’s personal relationship with a researcher)
and global trust (a participant’s relationship with the medical research enterprise as a whole)
as well as capturing determinants of trust in research that are specific to racial/ethnic
identity. This study aimed to explore these influences on attitudes towards medical research
participation and create a paradigm for greater understanding.

Conceptual Model: Domains of Trust

While confirming others’ findings, our study adds a new element to the literature with the
identification of four domains that conceptualize the phenomenon of research trust/mistrust.
In a racially and ethnically diverse cohort, these factors were differentially associated with
socio-demographic variables, some of which have not previously been fully considered.

The General Trustworthiness factor was developed by other authors. Hall (2006a) has
written extensively about the concept of global trust and reports that even where conceptual
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domains of trust are explored and measured, they are often indivisible from a global sense of
trust. The current study identifies three other factors, which may be more properly described
as determinants of trust.

Race and Ethnicity as a Predictor of Mistrust

The results of this study related to race and ethnicity may be particularly valuable as our
participants closely approximated the racial/ethnic profile of the New York City target
population: (white: NYC 44% vs. VOICES study 42%; black: NYC 25.5% vs. study 29%;
Latino: NYC 28.6% vs. study 22%) (Census 2010). As a microcosm of NYC, and perhaps
other urban areas, these data may offer insight into attitudes of trust/mistrust towards
research of a swath of the national population, more than two-thirds of which lives in urban
areas (Census 2010).

We found that although participants were generally more trusting than mistrusting, African-
American race and Latino ethnicity were variables associated with Perceptions of
Discrimination and Perceptions of Deception. This is a finding consistent with the work of
other authors (Hughes et al. 2015; Moreno et al. 2015; Lang et al. 2013; Brandon et al. 2005;
Braunstien et al. 2008; Corbie-Smith et al. 2002; Hall 2006b; Mainous et al. 2006). The U.S.
history of racism towards blacks, illustrated by memories of the Tuskegee Syphilis Study,
make our findings of Perceptions of Discrimination and Deception unsurprising in this
group. Discrimination against the Latino community, with its own unique historical
experiences, is well described (Moreno-Jones 2004); in our survey Perceptions of
Discrimination were also voiced by Latino respondents, an effect seen most strongly among
those who chose to be interviewed in Spanish. Not just a historical memory or part of an
extensive oral history, for many members of minority communities, their lived experience
with the current healthcare system reinforces perceptions of injustice and discrimination on
a daily basis (Brandon et al. 2005; Corbie-Smith et al. 2007; Moreno-Jones et al. 2004;
Scharf et al. 2010). These results also highlight the importance of not over-simplifying the
effect of race/ethnicity on trust, especially by erroneously grouping all racial/ethnic
minorities together. It is important to explore and address the roots of mistrust among
different minority communities separately. The specific domains of mistrust that emerged
from our data offer possibilities for targeted interventions. To alter Perceptions of
Discrimination, evidence-based strategies that take into account the culture and diversity of a
population to help health care providers give high-quality clinical care, might prove to be
just as effective among investigators and research staff. Similarly, much of the current work
on identifying and neutralizing implicit bias in the workplace might be transferrable to the
research setting. Targeted interventions to alter Perceptions of Deception should focus on
openness and transparency; researchers should actively seek to demonstrate that they are
trustworthy. Among blacks, this may require that groundwork to build relationships with the
community being researched precede specific research projects (Yarborough 2013). Such
relationships and the expectation of reciprocity between community and researcher are of
particular importance in many minority communities (Corbie-Smith et al. 2007; Kagawa-
Singer 2000; McDonald 2008).
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Neither race nor ethnicity was significantly associated with Perception of Exploitation; it
was less education that predicted this domain, suggesting that more education mitigates
feelings of susceptibility to exploitation among all racial and ethnic groups. The fact that the
Community VOICES Study respondents included a range of educational and income levels
within each racial and ethnic group allowed us to observe the distinct impacts of race/
ethnicity and socioeconomic status on the various domains of trust.

At the same time, previous research experience was associated with Perception of
Deception. This suggests something in the personal research experience may imbue an
expectation of deception; whether this is due to a misunderstanding of certain research
processes such as blinding or randomization or it is the result of actual deceptive acts by
researchers is unclear. Furthermore, as in this study, other authors have noted that older age
has greater association with trust than race does (Farmer 2007). Feelings of trust may be
related to older adults’ more frequent contact with the healthcare system.

Language Preference as a Predictor of Mistrust

The 12% of respondents who were more comfortable being interviewed in Spanish than in
English had stronger Perceptions of Discriminatory Treatment compared to English
language respondents. We did not explicitly assess English proficiency in our survey. While
some of our respondents who chose to be interviewed in Spanish may be fluent in both
languages, it is likely that most of those who were interviewed in Spanish had limited
English proficiency. People who speak English “less than very well” are considered of
limited English proficiency (LEP) and represent 8.5% of the total US population or 25
million people over the age of five, with higher rates in some regions, including New York
City (Census 2013). Nationally, those with LEP are more likely to live in poverty, have
poorer health outcomes (Fields 2016), be less educated (Zong and Batalova 2015), and be
underrepresented in clinical research. This underrepresentation of significant portions of the
population in clinical trials results in research that may not be generalizable to those
excluded populations (Glickman et al. 2011).

To improve fair access to research participation and the resulting improvements in health
and healthcare, interventions should be directed towards both the LEP and the research
communities. Targeted linguistically and culturally fluent educational interventions geared
towards LEP communities should be developed to explain the risks, benefits, and methods of
clinical research. Sympathetic, culturally appropriate translations by native speakers rather
than directly translated words, may avoid confusion due to discrepant meanings and cultural
cues (Brown 2014). Systemically, federal guidelines and individual IRBs must reconsider
policies that address language barriers, especially in the informed consent process, to
facilitate research participation by LEP individuals (Resnik 2006; Glickman 2011;
Livaudais-Toman 2014). Fear of deportation amongst undocumented immigrants related to
research participation has been identified as a source of mistrust and fear (Brown 2014). As
a corrective action, study policies on reporting of undocumented immigrants should be noted
in each study protocol and explicitly described during participant recruitment.
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Disability Status as a Predictor of Mistrust

People with disabilities, an often marginalized group, are a unique health disparities
population (Healthy People 2020). Though they comprised only 4% of our cohort, 20% of
all American adults are disabled and have disparate special health needs (CDC 2012). This
group is often under-represented in research, just as they were under-represented in our
survey, and have been described as having pervasive research trust issues (McDonald 2013).
Correspondingly, respondents in this study who self-identified as disabled had significant
concerns related to General Trust. More focused research is needed to identify specific
issues of mistrust among this group and address health disparities amongst people with
intellectual and physical disabilities. Researchers, with federal guidance, need to consider
accommodations to special needs (physical plant access, readers for the blind) that would
remove barriers, demonstrate respect, and promote fairness and inclusion in research.

Study Limitations

The Community VOICES Study was designed to explore attitudes towards a specific type of
research (e.g. EFIC studies), not to investigate research trust/mistrust. The insights that can
be gained from our data do, however, highlight important issues to consider in trying to
understand and lessen mistrust in medical research of all types. Unfortunately, our survey
did not include information about all groups that are underrepresented in research. One such
group who may have special research trust issues that merit further study is the Lesbian,
Gay, Bisexual, Transgender, and Queer/Questioning (LGBTQ) community and those who
are Gender Non-Conforming. Often marginalized, members of sexual orientation and gender
identity minorities encompass all genders, races, ethnicities, SESs, and educational
backgrounds. There is published literature on LGBTQ attitudes towards research
surrounding HIV/AIDS treatment and prevention, which shows high rates of mistrust, often
strongly associated with fear of stigmatization (Berg and Ross 2014, Sevelius et al. 2016,
Loutfy 2014).

However, it is not known if this mistrust is related exclusively to HIV-specific research or
impacts general medical research participation, resulting in this broadly categorized group
being underrepresented in clinical research findings.

Conclusions

Ethical research processes can help achieve greater participant diversity. This in turn results
in research findings that are generalizable to broader segments of the population. Both lack
of trust by participants and lack of access to research opportunities may contribute to
underrepresentation by certain groups. This study offers a paradigm to understand the lack
of trust in clinical research: domains of General Trustworthiness, Perception of Deception,
Perception of Exploitation, and Perception of Discrimination. The empirical data collected
by this study, supported by systematic literature reviews, suggests specific concerns of
underrepresented groups and conceptualizes a framework of global issues. These insights
can propel researchers towards effective strategies to promote greater participation by
developing and testing group-specific targeted interventions, based upon empirical data. In
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order to increase research participation among people from diverse racial, ethnic, and
socioeconomic backgrounds, the sources of their mistrust will have to be addressed.

Each researcher, study, and study population is unique, requiring that protocols have tailored
strategies for engaging the community and recruiting participants in ways that are responsive
to these domains of concern. Suggestions for developing tailored and targeted interventions
can be found in the extensive literature on community based participatory research (Corbie-
Smith et al. 2015; Salsberg et al. 2015). However, ethical behavior is not achieved through
regulation alone, it requires an ethical character of researchers and institutions. Frequently,
researchers view their social contract with the community under study as having well-
defined boundaries of time and scope. For many investigators the research relationship
commences at informed consent and ends at the final study visit. In order to develop a sense
of trust, the individuals and community being researched may require a research relationship
with more expansive boundaries (Kerasidou and Parker 2014)

Acknowledgments

FUNDING: The Community VOICES Study was supported by Grant # 1R01HL073387 from the National Heart,
Lung and Blood Institute of the National Institutes of Health.

References

Agency for Healthcare Research and Quality. National healthcare and disparities report. U.S.
Department of Health & Human Services; 2010.

Armstrong K, McMurphy S, Dean LT, Micco E, Putt M, Halbert CH, Schwartz JS, Sankar P, Pyeritz
RE, Bernhardt B, Shea JA. Differences in the patterns of health care system distrust between blacks
and whites. Journal of General Internal Medicine. 2008; 23(6):827-33. [PubMed: 18299939]

Berg RC, Ross MW. The Second Closet: A Qualitative Study of HIV Stigma Among Seropositive Gay
Men in a Southern U.S. City. International Journal of Sexual Health. 2014; 26(3):186-99. [PubMed:
25170366]

Brandon DT, Isaac LA, LaVeist TA. The legacy of Tuskegee and trust in medical care: Is Tuskegee
responsible for race differences in mistrust of medical care? Journal of the National Medical
Association. 2005; 97(7):951-6. [PubMed: 16080664]

Braunstein JB, Sherber NS, Schulman SP, Ding EL, Powe NR. Race, medical researcher distrust,
perceived harm, and willingness to participate in cardiovascular prevention trials. Medicine
(Baltimore). 2008; 87(1):1-9. [PubMed: 18204365]

Brown G, Marshall M, Bower P, Woodham A, Waheed W. Barriers to recruiting ethnic minorities to
mental health research: a systematic review. International Journal of Methods in Psychiatric
Research. 2014; 23(1):36-48. [PubMed: 24474683]

Byrd GS, Edwards CK, Keklar VA, Phillips RG, Byrd JR, Pim-Pong DS, Starks TK, Taylor AL,
McKinley RE, Li YJ, Pericak-Vance M. Recruiting intergenerational African American males for
biomedical research studies: A major research challenge. Journal of the National Medical
Association. 2011; 103(6):480-487. [PubMed: 21830630]

Centers for Disease Control and Prevention. Inclusion of women and racial and ethnic minorities in
research. U.S. Public Health Service; 2010.

Centers for Disease Control and Prevention. Disability and Health. U.S. Public Health Service; 2012.

Centers for Disease Control and Prevention, National Center for Health Statistics. Healthy People

2020: Disability and Health. 2015.
Corbie-Smith G, Thomas SB, St George DM. Distrust, race and research. Archives of Internal
Medicine. 2002; 162:2458-2463. [PubMed: 12437405]

AJOB Empir Bioeth. Author manuscript; available in PMC 2018 August 15.



1duosnuen Joyiny 1duosnuey Joyiny 1duosnuen Joyiny

1duosnuep Joyiny

Smirnoff et al.

Page 12

Corbie-Smith G, Moody-Ayers S, Thrasher AD. Closing the circle between minority inclusion in
research and health disparities. Archives of Internal Medicine. 2004; 164:1362—64. [PubMed:
15249343]

Cprbie-Smith G, Bryant AR, Walker DJ, Blumentahal C, Council B, Courtney D, Adimora A. Building
capacity in community-based participatory research partnerships through a focus on process and
multiculturalism. Progress in Community Health Partnerships. 2015; 9(2):261-73. [PubMed:
26412767]

Corbie-Smith G, Williams IC, Blumenthal C, Dorrance J, Estroff JSE, Henderson GG. Relationships
and communication in minority participation in research: Multidimensional and multidirectional.
Journal of the National Medical Association. 2007; 99(5):489-499. [PubMed: 17534006]

Durant RW, Legedza AT, Marcantonio ER, Freeman MB, Landon BE. Different types of distrust in
clinical research among Whites and African Americans. Journal of the National Medical
Association. 2011; 103(2):123-30. [PubMed: 21443064]

Farmer DF, Jackson SA, Camacho G, Hall MA. Attitudes of African American and low socioeconomic
status white women toward medical research. Journal of Health Care for the Poor and
Underserved. 2007; 18:85-99. [PubMed: 17337800]

Fields A, Abraham M, Gaughan J, Haines C, Hoehn KS. Language matters: Race, trust and outcomes
in the pediatric emergency department. Pediatric Emergency Care. 2016; 32:222-226. [PubMed:
27031004]

George S, Duran N, Norris K. A systematic review of barriers and facilitators to minority research
participation among African Americans, Latinos, Asian Americans, and Pacific Islanders.
American Journal of Public Health. 2014; 104(2):e16—e31.

Glickman SW, Ndubuizu A, Weinfurt KP, Hamilton CD, Glickman LT, Schulman KA, Cairns CB.
Perspective: The case for research justice: Inclusion of patients with limited English proficiency in
clinical research. Academic Medicine. 2011; 86(3):389-93. [PubMed: 21248607]

Hall MA. Researching medical mistrust in the United States. Journal of Health Organization and
Management. 2006a; 20(5):456-467. [PubMed: 17087405]

Hall MA, Camacho F, Lawlor JS, DePuy V, Sugarman J, Weinfurt K. Measuring trust in medical
researchers. Medical Care. 2006b; 44(11):1048-1053. [PubMed: 17063137]

Hughes TB, Varma VR, Pettigrew C, Albert MS. African Americans and clinical research: Evidence
concerning barriers and facilitators to participation and recruitment recommendations.
Gerontologist. 2015 pii:gnv 118.

Kagawa-Singer M. Improving the validity and generalizability of studies with underserved U.S.
populations expanding the reach paradigm. Annals of Epidemiology. 2000; 10:S92-S103.
[PubMed: 11189098]

Kerasidou S, Parker M. Does science need bioethicists? Ethics and science collaboration in biomedical
research. Research Ethics. 2014; 10(4):214-226. [PubMed: 26430467]

Lang R, Kelkar VA, Byrd JR, Edwards CL, Pericak-Vance M, Byrd GS. African American
participation in health-related research studies:indicators for effective recruitment. Journal of
Public Health Management and Practice. 2013; 19(2):110-18. [PubMed: 23358288]

Limkakeng AT, de Oliveira LL, Moreira T, Phadtare A, Garcia Rodriques C, Hocker MB, McKinney
R, Woils ClI, Pietrobon R. Systematic review and metasummary of attitudes toward research in
emergency medical conditions. Journal of Medical Ethics. 2014; 40(6):401-8. [PubMed:
23665997]

Livaudais-Toman J, Burke NJ, Napoles A, Kaplan CP. Health literate organizations: Are clinical trial
sites equipped to recruit minority and limited health literacy patients? Journal of Health Disparities
and Research Practice. 2014; 7(4):1-13.

Loutfy MR, LKV, Mohammed S, Wu W, Muchenje M, Masinde K, Salam K, Soje L, Gregorovich S,
Thardo W. Recruitment of HIV positive women in research: Discussing barriers, facilitators and
research personnel’s knowledge. Open AIDS Journal. 2014; 19(8):58-65.

Mainous AG 3rd, Smith DW, Geesey ME, Tilley BC. Development of a measure to assess patient trust
in medical researchers. Annals of Family Medicine. 2006; 4(3):247-52. [PubMed: 16735527]
McDonald KE, Kidney CA, Patka M. You need to let your voice be heard: research participant views

on research. Journal of Intellectual Disability Resarch. 2013; 57(3):216-215.

AJOB Empir Bioeth. Author manuscript; available in PMC 2018 August 15.



1duosnuen Joyiny 1duosnuey Joyiny 1duosnuen Joyiny

1duosnuep Joyiny

Smirnoff et al.

Page 13

McDonald M, Townsend A, Cox SM, Paterson ND, LaFreniere D. Trust in health research
relationships: Accounts of human subjects. Journal of Empirical Research in Human Research
Ethics. 2008; 3(4):35-47.

McKinstry B, Ashcroft REE, Car J, Freeman GK, Sheikh A. Interventions for improving patients’ trust
in doctors and groups of doctors. Cochrane Database System Review. 2006; doi:
10.1002/14651858.CD004134.pub2

Moreno G, Mangione CM, Meza CE, Kwon I, Seeman T, Trejo L, Moore M, Sarkisian CA.
Perceptions from Latino and African American older adults about biological markers in research.
Ethnicity and Disease. 2015; 25(3):355-62. [PubMed: 26347148]

Moreno-Jones G, Gachie CM, Fleming A, Napoles-Springer A, Mutran E, Manson SM, Perez-Stable
EJ. Ethnic minority older adults participating in clinical research: Developing trust. Journal of
Aging Health. 2004; 16(5 supplement):93S-123S. [PubMed: 15448289]

Ornato JP, McBurnie MA, Nichol G, Salive M, Weisfeldt M, Riegel B, Christenson J, Terndrup T,
Daya M. PAD Trial Investigators. The public access defibrillation (PAD) trial: Study design and
rationale. Resuscitation. 2003; 56(2):135-47. [PubMed: 12589986]

Ragin DF, Ricci E, Rhodes J, Holohan R, Smirnoff M, Richardson LD. Defining the “community” in
community consultation for emergency research: Findings from the Community VOICES Study.
Social Science and Medicine. 2008; 66(6):1379-92. [PubMed: 18237833]

Richardson LD. The ethics of research without consent in emergency situations. Mount Sinai Journal
of Medicine. 2005; 72(4):242-9. [PubMed: 16021318]

Richardson LD, Gunnels MD, Groh WJ, Peberdy MA, Pennington I, Wilets S, Campbell V, Van
Ottingham L, McBurnie MA. PAD Trial Investigators. Implementation of community-based public
access defibrillation in the PAD trial. Academic Emergency Medicine. 2005; 12(8):688-97.
[PubMed: 16079421]

Salsherg J, Parry D, Pluye P, Macrides S, Herbert CP, Macaulay AC. Successful strategies to engage
research partners for translating evidence into action in community health: A critical review.
Journal of Environmental and Public Health. 2015; 2015:191856. [PubMed: 25815016]

Scharff DP, Mathews KJ, Jackson P, Hoffsuemmer J, Martin E, Edwards D. More than Tuskegee:
Understanding mistrust about research participation. Journal of Health Care for the Poor and
Underserved. 2010; 21(3):879-97. [PubMed: 20693733]

Schmotzer GL. Barriers and facilitators to participation of minorities in clinical trials. Ethnicity and
Disease. 2012; 22(2):226-30. [PubMed: 22764647]

Sevelius JM, Deutsch MB, Grant R. The future of PrEP among transgender women: The critical role of
gender affirmation in research and clinical practice. Journal of the International AIDS Society.
2016; 19(7 Supp 6):21105. [PubMed: 27760683]

Shelton RC, Winkel SN, Davis G, Roberts N, Valdimarsdottir H, Hall SJ, Thompson HS. Journal of
General Internal Medicine. 2010; 25(6):549-55. [PubMed: 20195782]

PAD Trial Investigators. The Public Access Defibrillation and Survival from Out-of-Hospital Cardiac
Aurrest. New. England Journal of Medicine. 2004; 351:637-46.

Thompson HS, Valdimarsdottir HB, Winkel G, Jandorf L, Redd W. The Group-Based Medical
Mistrust Scale: Psychometric properties and association with breast cancer screening. Preventive
Medicine. 2004; 38:209-218. [PubMed: 14715214]

Traverso-Yepez M, Maddalena V, Bavington W, Donovan C. Community capacity building for health:
A critical look at the practical implications of this approach. SAGE Open. 2012 Jun.:1-12.

Tilburt J, Ford JG, Howerton MW, Gary TL, Lai GY, Bolen S, Baffi C, Wilson RF, Tanpitukpongse TP,
Powe NR, Bass EB, Sugarman J. Applying justice in clinical trials for diverse populations. Clinical
Trials. 2007; 4:264-269. [PubMed: 17715253]

U.S. Census Bureau. 2010 Census. U.S. Department of Commerce; 2010.

U.S. Census Burea. America speaks: A demographic profile of foreign language speakers for the US:
2000. U.S. Department of Commerce; 2000.

U.S. Census Bureau. American Community Survey 2013. U.S. Department of Commerce; 2013.

US Department of Health & Human Services. NIH guidelines on the inclusion of women and
minorities as subjects in clinical research. NIH GUIDE. 1993; 23(11):59FR11146-11151.

AJOB Empir Bioeth. Author manuscript; available in PMC 2018 August 15.



1duosnuepy Joyiny 1duosnuely Joyiny 1duosnuey Joyiny

1duosnuep Joyiny

Smirnoff et al.

Page 14

US Department of Health & Human Services. Protection of human subjects: Informed consent and
waiver of informed consent requirements in certain emergency research. Final Rules. (21 CFR Part
50.24 and 45 CFR Part 46.1010). Federal Register. 1996 Oct 2.61:51498-533. [PubMed:
10161558]

US Department of Health & Human Services Food and Drug Administration. Guidance for
Institutional Review Boards, Clinical Investigators and Sponsors: Exception from Informed
Consent for Emergency Research. Federal Register. 2000 Mar 30.

U.S. Department of Health & Human Services. Amendment: NIH Policy and Guidelines on the
inclusion of women and minorities as subjects in clinical research. National Institutes of Health;
2001.

US Department of Health and Human Services Food and Drug Administration. Draft Guidance for
Institutional Review Boards, Clinical Investigators, and Sponsors: Exception from Informed
Consent for Emergency Research, July 2006. 71. Federal Register. 2006 Aug 29.:51143.

US Department of Health and HumanServices Food and Drug Administration. Guidance for
Institutional Review Boards, Clinical Investigators, and Sponsors: Exception from Informed
Consent for Emergency Research, March 2011. 76. Federal Register. 2011 Apr 4.64:18558-18559.

U.S. Department of Health and Human Services National Institutes of Health. Monitoring Adherence
to the NIH Policy on the Inclusion of Women and Minorities as Subjects in Clinical Research;
Comprehensive Report: Tracking of Human Subjects Research as Reported in Fiscal Year 2008
and Fiscal Year 2009. 2010. http://orwh.od.nih.gov/research/inclusion/pdf/Inclusion-
ComprehensiveReport-FY-2008-2009.pdf

Wright S. Trust and trustworthiness. Philosophia. 2010; 38(3):615-27.

Yarborough M, Edwards K, Espinoza P, Geller G, Sarwal A, Sharp R, Spicer P. Relationships hold the
key to trustworthy and productive translational science: recommendations for expanding
community engagement in biomedical research. Clinical Translational Science. 2013; 6(4):310-3.
[PubMed: 23919367]

Zong J, Batalova J. The limited English proficient population in the United States. Migration Policy
Institue; 2015.

AJOB Empir Bioeth. Author manuscript; available in PMC 2018 August 15.


http://orwh.od.nih.gov/research/inclusion/pdf/Inclusion-ComprehensiveReport-FY-2008-2009.pdf
http://orwh.od.nih.gov/research/inclusion/pdf/Inclusion-ComprehensiveReport-FY-2008-2009.pdf

Page 15

Smirnoff et al.

Author Manuscript

T alqeL

Author Manuscript

T 12 1z 6C TL'6C aa]100 awos
LT 89 0S 6¢ v’y | $S9] 40 [00yds ybIH
J|9A3] [euollednp3
ge ST 14 V4 Ge'0e Y09%$<
G5 2 69 4 6v'LY 09-02$
01 €9 6T 6¢ 51943 »0z$>
|awooul pjoyasnoH
14 55 0¢ 69 €5 09<
G5 74 0L 1€ 74 09>
:aby
1S 65 19 99 79 afewa
54 € 11 x4 1. LT | 99.68p ajenpeib-1sod
[44 8 €T 91 €V'eT 8a163p s,J0jayoeg
LT 12 L2 6¢ TL'GC afay02 awos
T 89 05 6C yT'ey | SSd| 0 Jooyas ybiH
:]aAs] [euoeanp3g
qe o7 A 1z 602 M09$<
55 (44 69 44 6v'Ly 09-02$
(0} €9 67 62 qT'Ze M0z$>
|awooul pjoyssnoH
74 GG 0¢ 69 €5 09<
55 14 0L 1€ 14 09>
9By
1S 65 19 99 79 a[ewsad
4 14 €e Ve 9 e
-19pus9
(€2)9 | (B 2z | (voT) B2 | (0ST) 2V gGe onsiIsIoRIRYD
4330 | oune soelg auUM | (u) 9% rezoL

GGe=N swuedionued Apnis Jo sansusiderey) siydesbowsq

Author Manuscript

Author Manuscript

AJOB Empir Bioeth. Author manuscript; available in PMC 2018 August 15.



Page 16

Smirnoff et al.

57 € 1T 12 12T | 9316ap srenpeib-1sod
[44 8 €T 91 eY'eT 8a16ap s, Jojayoeg
J3y30 | ouneT >oelg SUUM | (U) 9% resoL

Author Manuscript

Author Manuscript

Author Manuscript

Author Manuscript

AJOB Empir Bioeth. Author manuscript; available in PMC 2018 August 15.



1duosnuey Joyiny 1duosnuen Joyiny 1duosnuey Joyiny

1duosnuen Joyiny

Smirnoff et al.

Table 2
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Question as delivered in interview

% Agree or
strongly agree

1 My attitude towards medical research can best be described as positive 85.3

2 Doctors and healthcare workers would not involve me in research that might be harmful 57.3

3 Doctors and healthcare workers sometimes hide or with-hold information from individuals 61.8

4 Doctors and healthcare workers sometimes involve patients in medical research without their knowledge or 44.6
permission

5 Doctors and healthcare workers perform research on left-over blood from patients without their permission 27.5

6 People who participate in medical research are like human guinea pigs 43.9

7 | believe that medical researchers are often more interested in fame or making money than in helping people or 25.8
saving lives

8 People from my racial/ethnic group are asked to participate in research more often than people from other groups 35.6

9 Within the healthcare system, people from my racial/ethnic group are treated differently than people from other 53.1
groups

10 | I would be more comfortable having research explained to me by a doctor or health care worker with a racial or 40.0

ethnic background similar to mine
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Factor (score range for factor) | Mean score Significant demographic variables | Mean Score P value
for factor demographic variable
in this factor
General Trustworthiness (2-10) | 7.41 Age
>60 7.42 p <0.05
<60 7.09
Children living at home
Children at home 7.59 P <0.01
none 6.92
Disability status
Not disabled 7.65 <0.05
Disabled 6.86
Deception (3-15) 9.34 Personal experience of research
experience 9.72 <0.05
none 9.00
Marital status
Single 9.67 <0.05
Married 8.82
Race/ethnicity
Black 9.97 P=10.08
Latino 9.12
Exploitation (2-10) 5.69 Educational attainment
High school or less 5.97 p=0.05
Post grad 5.16
Discrimination (3-15) 9.42 Language preference for interview
Spanish 10.24 <0.05
English 9.23
Race/ethnicity
Black 10.51 Black vs White:
White 9.12 .
Latino 10.23 White vs Latino: p

=0.06
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