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Abstract
Background: Assuring health equity throughout the U.S. continues to challenge the public 
and private research enterprise. Even with some progress, racial and ethnic health disparities 
continue, particularly among African Americans. Health equity for African Americans is 
improbable unless participation in clinical trials is measurably increased.

Method: To inform efforts to enhance participation, interviews were conducted with three 
African American leadership groups from across the country to document their perceptions of why 
the research community is unable to engage African Americans effectively in clinical trials. The 
results of thirty-five interviews, conducted from three leadership groups, were analyzed and are 
reported in this article. The leadership groups include health/education, faith, and civic society. 

Ethical Considerations: This research was conducted based upon the ethical protocols of the 
National Center for Bioethics in Research and Health Care, research ethics, and confidentiality.

Results: Findings indicate that trustworthiness must precede trust; both are essential in 
enhancing African American participation in research, especially in less understood clinical trials. 

*The authors express their thanks to Ethics, Medicine, and Public Health (2019) 10, 128-138 
for granting them permission to re-publish this important article in the Journal of Healthcare, 
Science, and the Humanities.



Articles

Journal of Healthcare, Science and the Humanities                                               Volume X, No. 1, 2020     105

Conclusion: Respondents agreed that the research community must demonstrate 
trustworthiness before trust can be established. They also indicated the importance of 
increasing the number of African American researchers in leadership roles. Also, suggestions 
were made regarding the need to develop short and long-term positive relationships between 
the research community and the African American population, at various levels, if increases 
in participation in clinical trials are expected. With the likely development of new clinical 
research and the attention to increasing excess deaths among African Americans, there must be 
representative numbers of African Americans and other underserved populations in leadership 
roles if health disparities are to be eliminated and health equity is to be achieved. 

Keywords: Clinical Trials, African American, Trust, Trustworthiness, Bioethics, Public Health 
Ethics

Introduction
Health is “the physical, social, psychological and spiritual well-being of the individual 

and group in their physical and social environment”[1]. Optimal Health is the best possible 
emotional, intellectual, physical, spiritual and socioeconomic aliveness that we can attain [2]. A 
vision beyond health to Optimal Health is a paradigm shift, for all peoples, especially African 
Americans who have experienced a disproportionate burden of morbidity and mortality [3, 4]. 
If the goal is eliminating health disparities and achieving racial and ethnic health equity, another 
paradigm shift is needed. The shift does not minimize the importance of human and financial 
resources needed to eliminate health disparities. However, achieving racial and ethnic health 
equity encourages a focus on research, specifically targeting current African American health 
status as a baseline, rather than comparing them to other groups. Comparing racial and ethnic 
groups has identified disparities, but these comparisons have done little to reduce them. New 
thinking about persistent health challenges may result in new strategies that include considering 
health equity and Optimal Health.

Current conversations about health continue to be both protracted and intractable 
in the United States and beyond. Except for selected Asian American ethnic subgroups, people 
of color in general, and African Americans in particular, lead in most categories of health 
inequalities [5]. Seldom, if ever, are positive and/or just health and health care outcomes 
reported in reference to racial and ethnic minority groups (people of color). To address this 
problem, research must include people of color in leadership roles, as well as participants in 
scientific research. By involving more people of color in the research enterprise, improvements 
in health and health care related to minority health are possible.

This article discusses the recent literature on the need to include African Americans 
in health research, specifically clinical trials (CTs). Further, we discuss salient research findings 
from a collaboration between Eli Lilly and Company (ELC) and the National Center for 
Bioethics in Research and Health Care at Tuskegee University (NBC). The collaboration 
included a multi-phase research effort to address the longstanding challenge of enhancing 
participation of African Americans in CT research. This collaboration was consistent with the 



Articles

106     Volume X, No. 1, 2020                                               Journal of Healthcare, Science and the Humanities

Federal Drug Administration-Section 907: Inclusion of Demographic Subgroups in Clinical 
Trials, published in the Federal Registry for public review. The Action Plan (Section 907) 
thoughtfully considers public feedback, congressional requirements, and the initial report 
findings. The plan presents 27 action items that focused on three priorities:

1. Quality: to improve the completeness and quality of demographic subgroup data;

2. Participation: to identify barriers to subgroup enrollment in clinical trials and employ 
strategies to encourage greater participation;

3. Transparency: to improve the public availability of demographic subgroup data [6].

One strategy to address these priorities, and a major focus and primary interest of both 
ELC and NBC, was to discern the ethical problems related to historic and current challenges 
borne out of the lived experiences of African Americans related to clinical research and health 
care delivery. To explore the erroneous assumptions regarding the lack of African American 
participation by researchers and others, this project included a multi-phase research design to 
determine how to enhance African American participation in human subjects research [7]. 
The overall project included several components: Assessment, Advocacy, Coordination, and 
Evaluation. The Assessment Phase included individual interviews to elicit the perceptions of 
designated leadership groups about human subjects research participation. A specific focus 
of these interviews was to document the challenges and opportunities related to the issues 
of trustworthiness and trust. The study aimed to document other obstacles to participation 
in research, which might be crucial to the appropriate biomedical and behavioral tailoring 
of pharmaceutical developments to better serve populations long excluded from CTs. The 
collaboration of ELC and NBC had the goal of eliminating health and health care disparities 
that were influenced by the lack of trust between the research community and African 
Americans. Both institutions acknowledged the legacy of the unethical U.S. Public Health 
Service Syphilis Study at Tuskegee [8, 9, 10].

The main objective of the research was to inform the development of evidence-based 
strategies that would build relationships between African American leadership groups, their 
constituencies, and the research community. To accomplish this objective, in-depth interviews 
with a national convenience sample of leading policy, education, health, faith, and civic society 
members of the African-American community were conducted. These categories were selected 
because they represented leadership groups that historically have provided guidance through 
major social justice challenges [11, 12]. These leadership groups continue to advocate on behalf 
of African American and other vulnerable populations on all aspects of health and well-being. 
They serve as more than stakeholders because they have been, and continue to be, sustaining 
pillars for the African-American community. These pillars have survived periods of social 
injustice including, but not limited to, segregation, the Jim Crow era, desegregation, integration, 
the Civil Rights Movement, Black Power Movement, etc. [13]. These individuals and 
organizations continue to be the major decision-makers in the African American population. 
The respect they command, both in and outside of the African American community, assures a 
venue to translate trustworthiness into trust. 
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The interviews addressed three major research questions:

1) Why do African Americans not trust research conducted by the scientific community?

2) What is needed to eliminate the barriers to participation in research, while enhancing 
the trustworthiness among the scientific community?

3) What recourse would be available when bioethics and public health ethics  
violations occur?

It is important to note that a pedestrian definition of trust is insufficient to cover the 
various nuances associated with this research effort. Thus, we begin by teasing out these nuances 
and settle on a definition of trust that is more guiding and compensatory. Space would not 
permit an exhaustive explication of trust (and its trustworthy dialogic), but a general accounting 
of trust as entailed in this research, as well as trust particularized to the African American 
community, is helpful. 

First, on a truncated general account, (one that clearly says little about the 
epistemology of trust but maximizes trustworthiness as a condition that would allow trust to 
flourish) Carolyn McLeod offers several views on what makes trust warranted (note the import 
of trustworthiness). She suggests, “trust is warranted, that is, 

1) Well-grounded, only if the trustee is trustworthy, which makes the nature of 
trustworthiness important in determining when trust is warranted. 

2) Justified, sometimes when the trustee is not in fact trustworthy, which suggests that 
the epistemology of trust is relevant. 

3) Plausible, only when it is possible for one to develop trust, given one’s circumstances 
and the sort of mental attitude that one can will oneself to have without any evidence 
of a person’s trustworthiness [14].

What is entailed in each of the above points is that trustworthiness is a sufficient 
condition for trust to flourish. However, if there is historical evidence in support of distrust, 
our research indicates that trustworthiness is a necessary condition for trust. Given that the 
one trusting is choosing to make herself vulnerable to the trustee, and furthermore, given that 
there are no guarantees that the trustee will keep her promise, the wisdom burden is on the one 
trusting to self-protect. 

Second, our research goes beyond trust generally to a particularization of trust that 
speaks to justification (this is derived from above). Even though our research has shown that 
there is a justification for distrust, two thoughts should remain in the forefront: 1) “one can 
will” oneself to trust—but this should be measured by the number of options available. The 
fewer options a person or group possess, the greater the need to trust “without any evidence 
of a person’s trustworthiness”; 2) “racial/ethnic minorities (people of color) should not be 
considered inherently mistrustful, even if the mistrust can be justified by historical injustices 
and disparities in available, assessable, acceptable, and quality healthcare. Such characterizations 
may create provider bias that, in turn, create major barriers for referral and compliance in 
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clinical trials” [15]. African Americans are suspicious—and they have a right to be [16]. One 
can argue that they should prioritize their suspicion and distrust of certain systems to give 
themselves a better chance for quality health and healthcare. On the other hand, one can argue 
that those who desire to be trusted should invest in their own trustworthiness by developing an 
attitude and a culture of empathy, compassion and care. It is very difficult for a person not to 
trust someone who proves his trustworthiness. 

In Trust and Trustworthiness, Russell Hardin writes of the synergy between the 
two terms [17]. However, he notes that discussions of trust rarely mention trustworthiness 
though it is often implied. L. Hertzberg writes, “Trust is always for something we can rightfully 
demand from others: misplaced trust, accordingly, is not a shortcoming on the part of the 
trustful person, but of the person in whom the trust was placed” [18]. This idea shifts the 
blame of a lack of trust, that is often placed on the African American community, to a lack of 
trustworthiness on the research community [19]. And it provides a basis for the development 
of an argument that fixes trustworthiness as a feature of care—i.e., a preoccupation with doing 
right to persons who have made themsleves vulnerable. 

Consequently, in this article we clarify the structure of trust and trustworthiness, 
and show how these specific dispositions are not merely attitudes and beliefs. Rather, we 
show how they represent feelings and emotions. These feelings and emotions constitute 
foundations for normative moral claims and judgements from both moral rationalism and moral 
sentimentalism. From the onset, it is not hard to discern how trust and trusting would make 
normative ethical sense from a Kantian (Immanuel Kant, 1724-1804), rule-based, obligatory, 
and deontological perspective. Trust, as a rational concept, makes perfect societal sense. Any 
calm, rational person, of average intelligence should not only see trust as a rational virtue, but 
they should see trust as an admirable disposition and the lack of trust (as opposed to a justifiable 
mistrust or distrust—both of which may be prudential) as perhaps having a deficiency of 
some sort. Trust is organic; mistrust or distrust is prudential on a rationalist account. But a 
sentimentalist account seems to be veridical as well. 

To be sure, everything we have said about trustworthiness thus far has tremendous 
value in cognitivism, and certainly this is easy to see. Cognitivism asserts that ethical sentences 
have truth value (they are either true or false) and are, therefore, propositional (rationally and 
sentimentally). A trustworthy person is acting morally when she keeps her promises, is reliable, 
or she acts in such a way as to not compromise the vulnerability of the trusting agent. Regardless 
of the metaethical canopy (moral realism, moral relativism—or anti-realism), such that one can 
speak propositionally, sentences can be constructed in defense of trustworthiness (e.g. a doctor 
may say to a patient, “I am committed to maintaining the integrity of the informed consent 
document.” If she maintains the integrity of the document, her proposition is said to be true, 
therefore, in this instance, and with respect to this patient, the doctor is acting in a trustworthy 
fashion. She is acting morally. She is acting untrustworthily, otherwise, and therefore she is 
acting immorally). Trust, however, is something different and ought to be the subordinate of 
(and even contingent upon) trustworthiness. Trust is not a moral attitude, it is an instinctive 
one, genetically based and socially developed. 
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Infants exhibit and express trust among their first instinctive actions. They are not 
acting cognitively, thus morally. They are acting instinctively. One can even say that they 
are acting phenomenologically. It is certainly true that trust (can and likely) is a disposition 
that has evolved in a kind of Social Darwinian way, but this evolution doesn’t mitigate a 
phenomenology to trust. Other terms may be applicable (e.g., faith, confidence in, reliance, or 
dependence), but additional terms are simply synonymous with the phenomenology of trust. 
Indeed, the infant’s trust of parent, particularly if the mother is breast-feeding, is an inductive-
base survival instinct—it is less of a proposition to trust and more of a non-cognitivist action 
that can be interpreted as trust. But phenomenolgically, it is the most basic trust of instinctive, 
sentient creatures, of which the human infant is one. The infant could never survive without 
a disposition to trust. From the beginning of life, trusting is necessary, natural and universal. 
As the infant continues to trust, and as the parent continues to care for the infant with 
consistency, they represent themselves as being trustworthy, i.e., reliable and competent to 
the point that trusting is less of a cognitive choice [45]. Reliable and competent parents, i.e., 
trustworthy parents, earn the trust of their children, which has far-reaching implications for 
both parent and child. First, the infant instinctively and justifiably allows itself to be vulnerable 
to the parent or their designee because past trusts were met efficaciously. Second, because 
trustworthiness is established and demonstrated with consistency, the child is then justified 
in extending the parent’s competence from feeding to other care-competencies, like changing 
their diaper, protecting them from darkness or loud noises, etc. Trustworthiness, then, is 
contingent upon the trustee’s cognitively inculcating certain values and principles that would 
increase the dialogue between the trusting agent and the trustee. In short, trusting is organic 
and non-moral (a thief ought to be able to trust his comrade, or co-conspirators in an evil plot 
trusts each other). Trustworthiness, on the other hand, is virtue based. Character is essential to 
being trustworthy.

Would anyone trust their doctor or attorney if he or she is of questionable character? 
Would any child trust a parent whose character has been demonstrably unreliable? Alternatively, 
would African Americans or any cautious group trust clinical trials researchers? Certainly 
not—and the historical evidence bears this out. Trust is a great principle for the provision of 
(utilitarian) happiness because a society is better off having most of its citizens trusting than 
distrusting—becoming vulnerable knowing that most people value trusting relationships 
is better than never becoming vulnerable, never trusting, never flourishing. Trusting, on a 
rule-utilitarian account is a good disposition to have, but if there is a demonstrable lack of 
trustworthiness in the character of those demanding trust, there can be no societal, viz, no 
flourishing in clinical trials. Until the last two decades, trustworthiness was historically—and 
unfortunately—left out of the structure of trust. Trust is dialogical with trustworthiness. There 
is no valid or meaningful trust if it functions, independently. Mono-logical trust has no value; 
it is itself vulnerable to gullibility if it is not made to be dialogical. On our account of trust 
(discursive trust, i.e., trust that is tied to trustworthiness), cognitive-trust and its counterpart 
(character-based) virtue-trustworthiness are valid and necessary for the participation of African 
Americans in clinical trials. This kind of dependent cognitive-trust/virtue-trustworthiness is 
advantageous to our present concern. 
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Background
Report of the Secretary’s Task Force on Black and Minority Health

In 1985, the U. S. Department of Health and Human Services released the, Report of 
the Secretary’s Task Force on Black & Minority Health, also known as the Heckler Report [20]. 
This pivotal report is the first time in U. S. history that the federal government acknowledged that 
morbidity and mortality could be chronicled by race and ethnicity [21]. More than thirty years 
later, African Americans still suffer from similar, and in some instances, worse health gaps and 
disease prevalence as presented in the report [22]. The US Department of Health and Human 
Services’ Office of Minority Health was established as an outcome of the 1985 finding [23].

Clinical Trials Participation Rates
According to Institute of Medicine, researchers failed to recruit an adequate number 

of subjects for clinical research 27% of the time, and 90% of clinical trials worldwide failed to 
enroll subjects within the allotted time [24]. Overall, the rate of participation in clinical trials 
is poor among certain groups and declining; however, it is poorest among African Americans. 
Little has been done to address or overcome recruitment obstacles for the general population.

African American Participation Rates
The recruitment and inclusion of the general population in clinical trials is difficult 

and in comparison, so is the rate of African American participation. In 2013, a report was 
drafted as a requirement by The Food and Drug Administration Safety and Innovation Act 
[25]. The FDASIA documented data on the participation of demographic subgroups (sex, 
age, race, and ethnicity) in clinical trials focused on new drugs and biological devices. African 
American participation in many of the studies was not representative of the US population 
or disease prevalence; specifically, for type 2 diabetes mellitus (T2DM). African American 
representation in clinical studies was less than 5%; however, African Americans make up 
approximately 13.3% of the U.S population and have a higher prevalence of T2DM [. The 
continual lack of participation of African Americans, disproportionately affected by many 
diseases, will only perpetuate the current health gaps. 

Why African Americans Do Not Participate?
Retention, Protection and Reward

The literature related to African American participation in clinical trials is 
significant, with numerous explanations [26], but minority recruitment into clinical trials 
continues to be a challenge [27]. Woods et al. reported that some of these challenges include 
transportation, work-related and family responsibilities, fear or suspicion of researchers and the 
institutions that promote clinical trials, and cultural factors that ultimately influence trust and 
trustworthiness [28].
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The United States Public Health Service Syphilis Study at Tuskegee. 
The United States Public Health Service (USPHS) Syphilis Study at Tuskegee is 

often used as a touchstone for many African Americans’ understanding of clinical research 
29, 30]. From 1932 to 1972, approximately 623 African American men located in Macon 
County, Alabama participated in a study to document the natural progression of syphilis in the 
Black population. The USPHS scientists/physicians engaged in an unethical investigation to 
document the adverse effects of the syphilis virus on the organs in the human system. Originally, 
the title of the study was the “Tuskegee Study of Untreated Syphilis in the Negro Male in 
Macon County Alabama” [32].The participants were told they were being treated for “bad 
blood,” a local term used to describe fatigue, anemia, and malaria, among other maladies. In 
exchange for participation, the men were offered meals, free health treatments (not for syphilis), 
and ensured burial stipends after their deaths [32]. Initially there was no proven treatment for 
the disease. However, after penicillin was determined a cure for syphilis in 1947, treatment was 
still withheld from the men. In fact, a unique “surveillance system” was designed to track the 
men wherever they went in the U.S. to assure that they would not receive treatment anywhere 
for the disease. By this time, many of the men had died and some of their wives and children had 
been infected” [33]. The establishment of Institutional Review Board regulations to approve all 
human subjects research was a direct result of the USPHS Syphilis Study at Tuskegee. 

Mays discusses the accepted notion that the lack of success in addressing health 
disparities in the African American community is attributed to skepticism towards research 
because of the Tuskegee Study of Untreated Syphilis in The Negro Male [27]. This belief 
is held despite studies that conclude that, while many African Americans may have little 
knowledge about the specific events associated with the Syphilis Study, there remains a “site of 
memory” that serves as a barrier among African Americans and other vulnerable populations 
about participating in human subjects’ research [32]. While willingness to participate may not 
necessarily be directly linked to the study in Tuskegee, there is a hesitation by many people 
because of myths that are associated with it. Myths influence perceptions whether they are true 
or false [30]. These myths perpetuate the legacy of the USPHS Syphilis Study as being the 
major cause of mistrust [33]. However, current bioethics and public health ethics violations 
continue to foster distrust in human subject research, including clinical trials.

African Americans’ Willingness to Participate in Clinical Trials
Few studies contradict the previously stated barriers to African American participation 

in clinical trials. Research reiterates the various themes surrounding this matter by constructing 
similar conclusions in varying populations [41]. Few data that link an individual’s willingness 
to participate in biomedical research and awareness of the study at Tuskegee. Instead, Katz and 
Warren suggest many other factors such as racial discrimination, health quality, and/or access 
to health care [30]. These current experiences result in African Americans cautious approach 
to research. The Tuskegee Legacy Project (TLP) Study (1992-1999; 2001-2009), addressed 
barriers related to the recruitment and retention of Blacks and other minorities in biomedical 
research studies [41].
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Gaps in the Literature
While many studies examined the attitude of the subjects recruited into clinical 

trials, or those who chose not to participate, very few studies have focused on the perspective 
of clinical researchers and barriers presented in the recruitment process. Few studies consider 
the perspectives of trustworthiness and trust and how these two themes are interpreted and 
perceived by those African Americans who belong to key groups that have influenced other 
African Americans throughout history, such as: (a) health and educational professions, (b) 
faith-based leadership and (d) civic society. 

Further, the current literature surrounding African Americans and clinical trial 
participation is limited in utility because few solutions have proposed and little has been done 
to rectify the lack of perceived trustworthiness of the research community. 

Study Methodology
The research team assembled by the NBC included a health service research scientist/

principal investigator, statistician/ computer analyst, medical anthropologist, and project 
director. The team met quarterly to discuss the implementation of the research. We conducted 
thirty-five interviews among three gatekeeper leadership groups over a 12-month period. We 
completed a review of the literature, which identified salient topics in the recent biomedical, 
behavioral, public health, and bioethics literature related to clinical trials, particularly those 
associated with African Americans and highlighting clinical trials. 

Sample
The three groups (and other key selected individuals, who did not fit into these 

categories, for example, Opinion Leaders) comprised the convenience sample. Individuals were 
identified based upon their economic, strategic, intellectual, and political positions. 

Health care professionals have large patient populations that they influence in a 
variety of ways. They also have a large impact beyond their patient populations to include health 
profession students, economic peers in other professions, and members of other economic 
groups. Campbell explains, the physician is seen as trustworthy, as someone whose views can 
be respected and depended upon” [39]. Within the African American community, the role of 
physicians as representing authority is even more salient. 

The faith community leadership has historical influence, not only with their specific 
congregations but also by reaching large sectors of the African American community because 
of the strong religious orientation of these communities. The PEW Research Center reports 
that 83% of Black people in the U.S have an absolute belief in God. Their White, Asian, Latino 
counterpart’s record, 61%, 44%, 59%, respectively [25]. The challenge for this research project 
was in scheduling interviews with faith leadership outside of the theological education sector. 
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Civic groups and other social organizations continue to play important roles in 
providing leadership for the African American population. While many social organizations 
have primary social, rather than social-action roles, most of them include civic and social 
responsibility within their missions. The National Association for the Advancement of Colored 
People and the National Urban League remain the two strongest civic organizations serving the 
African American population. We interviewed representatives from both organizations and the 
leadership from 100 Black Men, Inc.

The sample included:
• The President and two Past Presidents of the National Medical Association 
• Presidents/Deans of the Black medical and dental schools
• The President of the National Dental Association
• The Presidents and/or Deans of four predominately, Black theological seminaries 
• Leaders/ Presiding Pastors of two major religious institutions
• Leaders of the NAACP and Urban League
• 100 Black Men Inc.
• Selected Opinion Leaders

The Director of the NBC (PI) conducted all interviews to assure consistency in the 
interview process. A firm was contracted to transcribe the audio and provide transcriptions to 
the research team. 

Analysis
The transcripts from the interviews were entered into the Atlas-ti database and coded 

for analyses. Coding in qualitative research accommodates the exploratory nature of open-ended 
questions, and the complexity of textual responses obtained. Thus, the basic qualitative coding 
unit is a text segment, rather than a questionnaire response. Informed consent forms were 
discussed and signed by each interviewee and the Principle Investigator. 

Findings

Generational differences [different audiences]
The interviews identified salient perspectives on the generational and sex differences 

of potential CT target populations. The most pervasive theme regarding age cohorts was 
the difference in methods and motivation for accessing information in general, and health 
information specifically. As one respondent stated, 

“This generation can press a remote and they get immediate feedback. We live in a world 
of technology whereby generations may not see the need for research because they do not 
fully understand the paths people have tread to get where we are today. So, I think it is a 
generational gap, and we need to educate them on the importance.” 
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Social media, as used by the younger generation, was identified as key to how they seek 
information, rather than personal communication with trusted persons, e.g.,

“What is Facebook saying about it? What is social media saying about it? They’re even 
looking for ways to participate.”

In contrast to describing the “millennials,” the older generation was called the “silent 
generation” by interviewees: 

“We know the silent generation, the older generation, they look at things differently. Their 
values and their attitudes are different, and the way they perceive information is different 
from the millennials.”

Differences were also noted regarding the issue of trust; the younger generation was 
mistrusting the “system” and not necessarily separating science from government. Their mistrust 
was not necessarily grounded in a historical perspective: 

“When you look at the younger generation, they may not have the historical perspective 
of the mistreatment and the ethical conduct from years past of African Americans in 
experiments, but their mistrust would come more from the whole system of government…”

One of the medical leaders expressed hope that the younger generation would take 
more responsibility for community health, clearly a message about recruitment regarding 
participation and the importance of tailored medications: 

“Well, I would like to think that there is a new generation of people coming out who would 
look at the health system in a new way and see their responsibility in it, not just as patients 
or potential patients, but their responsibility as a part of the community to make sure that 
it serves the needs of the community.”

The value of reaching the younger generation was also noted, highlighting their 
economic power and the importance of information and education: 

Understanding of Research and the Importance of Research
The leadership interviews were eloquent regarding concerns that the African 

American community does not fully understand what research entails, nor the importance and/
or relevance of research to the health and well-being of their community. Critical was the idea 
that understanding the rationale for the development of population-specific drugs (epigenetics) 
and environmental/contextual effects/stressors such as poverty, racism, stress, and allostatic load 
were missing in most sectors. They saw this lack of understanding as one of the major obstacles 
to participation: 

“I think that the lack of understanding has to be in the introduction and understanding 
of research and all of its dimensions. And I think that a good starting point must be 
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in our academic institutions and letting that flow out and permeate the entire Black 
community.”

The Quality of the Relationship between People, Groups and Institutions 
Many of the respondents spoke about a fundamental lack of any relationship between 

the health system and the African-American community, not only the issue of medical mistrust 
(to be discussed following), but even the basics of protection, care and caring, and services. 
While doctors were the focus of the responses, the implication that the system does not serve 
the Black community in many ways was salient. As one respondent stated,

 “I think Black people need to be convinced that the healthcare system actually does care 
about them and their health, and not just their disease, but about them and their health. 
I think that sense of caring, the sense that this is truly a health care system for Black people 
is missing.”

Also commented on were the obstacles presented by Pharma:

“Lack of knowledge of Pharma about the core values and cultural norms. I think dealing 
with our community from a point of intelligence is the way to go.”

The overall conclusion of the respondents regarding relationships and CTs was, “If 
people see themselves as part of a system that cares, they are more likely to participate.” 	

The implications of this recommendation go far beyond the focus of CT recruitment 
and participation and speak to the issue of health disparities and underserved/poorly served 
communities.

Medical Mistrust
There is a significant literature exploring medical mistrust, which demonstrates an 

overall distrust by the African American community of research and the research community 
[16, 42, 43]. The leadership interviews confirmed findings in the literature regarding the 
importance of understanding issues of interpersonal trust within medical/health care 
relationships, and issues relating to the history and current experience of individuals and groups 
[39, 40, 41, 42]. The importance of legitimate sources of information, which may vary by 
topic, was raised, as well as how legitimacy is assessed considering trust and other factors. Also 
emerging as important were discussions about the role of the physician in building trust and 
the need for more Black physicians, as well as their advocacy and education about the substance 
and availability of CTs. However, concern was expressed about the lack of knowledge of CTs 
even among physicians. As one respondent stated, “When health providers are not telling patients 
about clinical trials, maybe it’s because they’re not aware of them themselves.” Others questioned 
practitioner’s knowledge and awareness of CTs as a basis for a lack of advocacy 
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Suggestions for addressing medical mistrust were forthcoming: 

“I think that to overcome the distrust we have is to educate people on why research and 
the clinical trial process is important to creating medicine and therapies that work. I 
don’t think a lot of people realize that the process through which medicine is created has a 
component of it that evaluates people and their medical profiles.”

“I also think that we know intuitively that Black people have different, differential, 
unique health challenges. We don’t trust that the mainstream pharmaceutical companies 
and the established medical profession will deal with that, but the education is that 
participating in the clinical trial process allows medicines and therapies to be built and 
designed with our challenges in mind.”

One of the most insightful comments, which addresses essential issues underlying 
medical mistrust, was the following: 

“The health professions have to be able to show that the greater purpose of medical 
research, medical practice, public health, are absolutely to maximize the health and well-
being of all people; and research that is conducted is not designed to sacrifice any person or 
group, or group of persons for the sake of everybody else.”

“…the health [professions] really have the greatest priority to be trustworthy. That doesn’t 
mean they are trustworthy.” 

Oversight, Protections, and Consequences of Violations
One of the major objectives of the study was to understand how the leadership viewed 

the issues of protections for participants and what consequences they believed existed and/or 
should exist. Discussions about private versus public sector research elicited the opinion that 
Pharma was motivated by “quest for profit and reputation”, rather than a commitment to health. 
On the other hand, many of the interviews cautioned about the African American community’s 
distrust of the “system” in general as well as the health care and research sectors. One of the areas 
of the interview focused upon the differences between the public and private sectors to better 
understand what issues of trust and trustworthiness might emerge, and as a segue into issues of 
protections and consequences. 

Giving “teeth” to the protections was clearly a concern. The following views provide 
insight into the opinions and priorities expressed:

“Now, clearly, there has to be enough protection in the patient information that one 
understands the risk before going into it. And so, I think that that’s the first level of 
assurances.” 

“To enhance the protocols in the clinical trials, the engagement really goes back to having 
an infrastructure that is sustainable and is longstanding that allows for the training of 



Articles

Journal of Healthcare, Science and the Humanities                                               Volume X, No. 1, 2020     117

people, for the education of various patients that will come through there, and the support 
system is there.” 

 “They were very big on IRB, institutional review boards, and these particular committees 
being composed of not just components of the people who are doing the research, but an 
ethical committee that encompasses several people. So, when you start to put those type of 
committees and those boards in place, it sorts of enhances the protection.”

Regarding policy implications, one of the leaders suggested:

“I think individual institutions and organizations that are performing clinical trials 
have their own set of policies. But having universal policies that are available to the 
public provides understanding of how clinical trials are conducted, how they’re provided 
oversight, so things of yesteryear do not occur again.”

Others stated,

“They’re universal policies. There should be universal policies set on clinical trials and 
research, and those should be known at every level.”

Key Suggestions for Elimination of Barriers to Recruitment
Throughout the interviews, suggestions for eliminating barriers to recruitment and 

participation in research/CTs emerged. These suggestions, in general and specifically, relating 
to the issues of relationships, messages, trust and strategies, which address perceived obstacles to 
involving the African American community in research. 

Trusted Sources of Information: 
Faith leaders have a significant role in communication, education, and advocacy. 

An example of this leadership is a curriculum for seminarians to better educate them about 
issues of health and health care in African American populations [44]. This curriculum is an 
important advance already said to be underway. However, it is important to understand how 
difficult it may be to reach some faith leaders and clergy. African American care providers 
that work in the community have significant potential to promote participation by educating 
patients about CTs and the personal and community advantages of tailored research. The 
content of education and messages about research and CTs were also discussed. Health literacy 
was identified as an important obstacle, crucial for recruitment as well as adherence and 
retention in CTs, e.g., “This must be achieved at two levels, knowing about medications and an 
understanding of the body and disease.”

Motivation to Participate
Respondents felt that recruitment must consider the perceived motivation for 

participation, for example, whether individuals have a personal or family experience of 
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disease is often crucial to participation in specific CT research. As explained by one of the 
medical leadership,

“I think a lot of this with participating in clinical trials with African Americans depends 
sometimes on the disease, what the clinical trial is about. Getting them to 	
participate depends on what stage of a condition they’re in.”

Type and Amount of Reward/Incentive 
The issue of incentives for research participation was carefully considered, with 

differences of opinion noted, including whether to offer payment for participation. Other types 
of rewards and incentives were also discussed with interviewees, including the importance of 
altruism, and how participation can be seen as a benefit to the community:

“I think people have to see an investment, a return on investment. They have to see a need 
that they’re helping someone else, whether it be a family, a community, and they have to be 
able to have a reward to know that they made a difference by participating.” 

Recruitment Strategies
Critical issues to consider included: 
• Appropriateness of the recruiter; 
• The reputation of the institution recruiting; 
• The message/explanation being given; 
• The need for details about what is being tested; and 
• Recruitment in small hospitals and public health centers.

Distinguish Long Term and Short-Term Goals for Participation
Tailored strategies were needed to support participation reflecting long term and 

short-term goals. Long term, for example, was said to be training of Black doctors and educators 
in seminaries. Short term was peer recruitment; contact at support groups, information at 
community clinics, provision of information to community doctors and navigators, videos with 
explanation of CTs as well as education about the need for tailored medications.

Conclusion
This qualitative study is a vanguard effort because data were obtained from the 

leadership of the African American community in the US, regarding their perceptions of, 
and reasons for, obstacles to participate in human subjects research by African Americans, 
specifically CTs. Reaching these experienced and knowledgeable individuals in face-to-face 
interviews across the country was facilitated because of the reputation of the National Center 
for Bioethics in Research and Health Care and the respect and trust which the Director 
holds among his peers. The research team is confident in the validity and importance of the 
interviewee responses given concerns about Pharma sponsored studies.
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What we have seen in these timely interviews is that trust and trustworthiness are 
critical issues, identified in the literature as obstacles, and in these interviews as solutions. The 
leadership, aware of the objective of the study, were generous in their suggestions for improving 
the participation of their constituencies because they understand the need for tailored medical/
health interventions that will address the long-standing and unacceptable health disparities 
in the US. They discussed, as does the literature, the importance of the history of unethical 
research and the sequelae of truth and myths. They also recognized, not well addressed in the 
literature, that there are important generational differences in the reasons for medical/health 
distrust. They highlight the need for the education of the health professions community, 
especially Black physicians in the community and in institutions, so that there will be a better 
understanding of the need for such research and what it entails. 

The leadership also stressed the need for reaching the faith leaders as well as the 
difficulty in gaining their understanding, and especially, their trust when the trustworthiness 
of the research community is not evident. This is true for both public and private sector efforts. 
Interestingly, the leadership placed emphasis on relationships between institutions, individuals, 
and the community as key to developing trustworthiness and trust. 

The perceived pharmaceutical industry’s objective as primarily profit was seen 
as undermining any attempts at developing these critical relationships. “Show that you 
care” was a salient theme. We would say, “prove” that there is a real commitment to African 
American health by developing culturally sensitive strategies for informing all constituencies. 
Understanding the history and values of the African American populations (plural because we 
stress generational issues) should be paramount in promotional efforts toward recruitment and 
participating in clinical trails 

The conclusion that we would draw from the study’s findings is that the history 
of unethical research, while important, is not the predominate factor operating to limit 
participation. There needs to be far better understanding of what, how, and who should 
carry out recruitment and provide the leadership. Appropriate and effective information 
must be disseminated by trusted sources of information who may not necessarily be receptive 
to collaboration. Relationships that build trust require commitment and understanding. 
Motivation for participation needs to be explored and built upon, and incentives and rewards 
need careful consideration, not simply IRB or institutional approvals. Finally, trust, and thus 
participation, will not occur if the institution and its representatives are not seen as trustworthy. 

The paradigm must change so that trustworthiness, not trust, is what is expected first.

Limitations
While this study provided a unique opportunity to learn from the African American 

leadership in the U.S., there were clear limitations and biases which must be noted. This study 
was designed specifically to explore gatekeeper/expert knowledge and suggestions to enhance 
recruitment, retention, and reward among the African American population. The leadership 
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interviewed represent senior and experienced individual men and women. Thus, perspectives 
of their constituents and the youth populations are not represented. Although small samples 
are typical for exploratory, qualitative studies, the lack of a representative sample and the 
convenience nature of the selection of respondents, clearly limits generalizability to even these 
leadership sectors.

Additionally, the respondents understood that they were advising Pharma, which 
may have biased their discussions. Finally, the interview involved one of their peers as the 
interviewer, so issues of trust and confidentiality may have affected the data both positively and 
negatively regarding validity. Nevertheless, the insights and perspectives of these key members 
of the leadership should guide the development of strategies to improve recruitment among 
African American communities.

References
1. Warren, R. (1998). Toward New Models, Section Introduction. p. 219. (In Victor De La 

Cancela, Jean Lau Chin and Yvonne M. Jenkins, Community Health Psychology, 
Empowerment for Diverse Communities, New York, New York, Routledge, 1st Edition

 
2. Chissell, J. (1993). Pyramids of power: an ancient African center approach to optimal health 

Positive Perceptions Publications. Baltimore MD

3. United States Department of Health and Human Services. (1985). Report of the Secretary’s 
Task Force on Black & Minority Health (Vol 1). Washington, DC: U.S. Government 
Printing Office

4. Satcher, D., Fryer, G.E., McCann, J., Troutman, A., Woolf, S.H., & Rust., G. (2005). What 
If We Were Equal? A comparison of the black-white mortality gap in 1960 and 2000. 
Health Aff Millwood. 24(2): 459-64.

5. United States Department of Health and Human Services, Office of Minority Health. 
(2016a). Cancer and African Americans. Retrieved from https://minorityhealth.hhs.
gov/omh/browse.aspx?lvl=4&lvlid=16

6. United States Department of Health and Human Services. (2015). Federal Drug 
Administration.  Federal Drug Administration Safety and Innovation Act. Retrieved 
from https://www.fda.gov/downloads/RegulatoryInformation/.../FDASIA/
UCM365544.pdf

7. Warren, R. C., Shedlin, M.G., & Alema-Mensah (2017). Clinical Trials: African American 
Leadership Interviews Final Report of the Literature and Findings. National Center 
for Bioethics in Research and Health Care, Tuskegee University.



Articles

Journal of Healthcare, Science and the Humanities                                               Volume X, No. 1, 2020     121

8. Jones, J. (1991). Bad blood: The Tuskegee syphilis experiments. New York: The Free Express.

9. Gray, F. (1998). The syphilis study. Montgomery, AL: New South Books

10. Reverby, S. (2009). The infamous syphilis study and its legacy: examining Tuskegee. Chapel 
Hill, North Carolina. University of North Carolina Press.

11. Du Bois, W.E.B. (1903). Souls of Black Folk. A. C. McClurg & Co. Chicago

12. Whelchel, L. (2011). The history and heritage of African-American churches: a way out of 
no way. Saint Paul MN: Paragon House

13. Anderson, C. (2016). White rage: unspoken truths of our racial divide. New York, NY and 
London: Bloomsbury

14. McLeod, Carolyn. “Trust.” https://plato.stanford.edu/entries/trust/

15. Crawly, L.M. (2001). African American participation in clinical trials: Situating trust and 
trustworthiness. J National Med. Assoc., 12S, 14S-17S. Retrieved from https://www.
ncbi.nlm.nih.gov/pmc/articles/PMC2719992/

16. Mark Owen Webb, “The Epistemology of Trust and the Politics of Suspicion.” Pacific 
Philosophical Quarterly 73 (1992) 390-400.

17. Hardin, R. (2002). Trust and Trustworthiness. Russell Sage Foundation

18. Hertzberg, L. (1988). On the attitude of trust. Inquiry, 31(3), 307-322.

19. Kennedy, B. R., Mathis, C. C., & Woods, A. K. (2007). African Americans and their distrust 
of the health care system: healthcare for diverse populations. Journal of Cultural 
Diversity, 14(2), 56.

20. Institute of Medicine. (2010). Transforming Clinical Research in the United States: Challenges 
and Opportunities 2010 Workshop Summary. Washington DC: The National Academy 
Press. Retrieved from https://www.ncbi.nlm.nih.gov/books/NBK50892/

21. U.S. Food & Drug Administration. (2013). FDASIA Section 907: Inclusion 
of Demographic subgroups in Clinical Tri Rel Links. Retrieved from 
https://www.fda.gov/RegulatoryInformation/LawsEnforcedbyFDA/
SignificantAmendmentstotheFDCAct/FDASIA/UCM389100_F

22. Centers for Disease Control and Prevention. (2017). Race. Retrieved from  
https://www.census.gov/topics/population/race/about.html



Articles

122     Volume X, No. 1, 2020                                               Journal of Healthcare, Science and the Humanities

23. Mays, V. M., Ponce, N. A., Washington, D. L., & Cochran, S. D. (2003). Classification of 
race and ethnicity: Implications for public health. Annu Rev Public Health, 24(1), 83-
110. Retrieved from https://www.ncbi.nlm.nih.gov/pubmed/12668755

24. Linden, H., Reisch, L., Hart, A., Harrington, M., Nakano, C., Jackson, C., and Elmore, J. 
(2007). Attitudes Toward Participation in Breast Cancer Randomized Clinical Trials 
in the African American Community. Cancer Nurs. 30(4): 261–269 

25. Pew Research Center. (2016). On Views of Race and Inequality, Blacks and Whites Are 
Worlds Apart. Retrieved from http://www.pewsocialtrends.org/2016/06/27/1-
demographic-trends-and-economic-well-being/

26. Bates, B.L., & Harris, T.M. (2004). The Tuskegee Study of Untreated Syphilis and public 
perceptions of biomedical research: a focus group study. J Natl Med Assoc. 2004 
Aug;96 (8):1051-64.

27. Mays, V. (2011). The untold story of the legacy of the of the Tuskegee study of untreated 
syphilis study in the negro male. In The Search for the Legacy of the USPHS Syphilis 
Study at Tuskegee, Rowman & Littlefield Publishers, Inc., 141-152, 2011.

28. Woods, M., Harris, K., Mayo M., Catley, D., Scheibmeir, M., and  Ahluwalia, J. (2002). 
Participation of African Americans in a smoking cessation trial: a quantitative and 
qualitative study. J Natl Med Assoc. 94(7): 609–618. 

29. Centers for Disease Control and Prevention, National Center for HIV/AIDS, Viral 
Hepatitis, STD, and TB Prevention. (2016). U.S. Public Health Service Syphilis Study 
at Tuskegee, The Tuskegee Timeline. Retrieved from https://www.cdc.gov/tuskegee/
timeline.htm

30. Katz, R., & Warren, R. (2011). The legacy of the united states public health syphilis study at 
Tuskegee. Latham, Maryland: Lexington Books

31. Katz, R. V., Wang, M.Q., Green, B.L., Kressin, N.R., Claudio, C., & Russel, S.L., & 
Somerville, C. (2008). Participation in biomedical research studies and cancer 
screenings: Perceptions of risks to minorities compared with Whites. Cancer Control., 
15(4), 344-351. Retrieved from https://www.ncbi.nlm.nih.gov/pmc/articles/
PMC2702154

32. Reverby, S. (2011). The Tuskegee Syphilis Study as a Site of Memory. In The Search for the 
Legacy of the USPHS Syphilis Study at Tuskegee, Rowman & Littlefield Publishers, 
Inc., 141-152. 

33. Brandon, DT, Isaac, LA, & LaVeist, T.A. (2005). The legacy of Tuskegee and trust in 
medical care: is Tuskegee responsible for race differences in mistrust of medical care?  
J Natl Med Assoc. 2005 97(7):951-6.



Articles

Journal of Healthcare, Science and the Humanities                                               Volume X, No. 1, 2020     123

34. Banda, D.R., Libin, A.V., Wang, H., Swan, S.M. (2012). A pilot study of a culturally targeted 
video intervention to increase participation of African American patients in cancer 
clinical trials. Oncologist. 2012; 17(5):708-14. doi: 10.1634/theoncologist.2011-0454.

35. Dhalla, S., & Poole, G. (2014). Motivators to Participation in Actual HIV Vaccine Trials.  
AIDS and Behavior. February 2014, Volume 18, Issue 2, pp 263–277

36. Durant, Legedz, Marcantonio, Freeman and Landon. (2011). Different Types of Distrust in 
Clinical Research Among Whites and African Americans. J Natl Med Assoc. 2011 Feb; 
103(2): 123–130. 

37. Lang, T., & Siribaddana, S. (2012). Clinical Trials Have Gone Global: Is This a Good 
Thing? PLoS Med 9(6): e1001228. https://doi.org/10.1371/journal.pmed.1001228

38. Langford, A.T.,  Resnicow,  K.,  Dimond, E., Denicoff, A.M., Germain, D.,  McCaskill-
Stevens, W., . . .Go., R. S. (2014). Racial/ethnic differences in clinical trial enrollment, 
refusal rates, ineligibility, and reasons for decline among patients at sites in the National 
Cancer Institutes’ Community Cancer Centers Programs. Cancer. 120(6): 877

39. Campbell, A.V. (1995). Health as liberation: medicine, theology, and the quest for justice. 
Cleveland, Ohio: Pilgrim Press.

40. Mainous, A.G., Smith, D., Geesey, M.E., and Tilley, B. (2008). Factors Influencing Physician-
Referrals of Patients to Clinical Trials. J Natl Med Assoc. 100(11): 1298–1303. 

41. Otado, J.,  Kwagyan, J., Edwards, D.,  Ukaegbu, A.,  Rockcliffe, F., & Osafo, N. (2015) 
Culturally Competent Strategies for Recruitment and Retention of African American 
Populations into Clinical Trials. Clin Transl Sci. 8(5): 460–466. 

42. Hammond, W.P. (2010). Psychosocial Correlates of Medical Mistrust Among African 
American Men. American Journal of Community Psychology, 45:87

43. Corbie-Smith, G., Thomas, S., Williams, M. & Nody-Ayers, S. (1999). Attitudes and beliefs 
of African-Americans towards participation in medical research. J. Gen. Inter. Med., 
124(9), 537-546. doi: 1046/j1525-1497.1999.07048.

44. Warren, R. C., Walker, Jr., B., Maclin, S.D., Miles-Richardson, S., Tarver, W., James, C. 
(2011) Respecting and protecting the beloved community, especially susceptible 
and vulnerable populations, introduction. Journal of Health Care for the Poor and 
Underserved. Vol.22, No. 8, 3-13.

45. Slote, Michael. (2013) From Enlightenment to Receptivity. New York: Oxford Press. 


