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CHAPTER 1 

Introduction 
 

1.1 Statement of the Problem 
 

Although cancer is the leading cause of death among Hispanics in the United States 

(U.S.), only 2-4% of Hispanics participate in cancer clinical trials, limiting the 

generalization of findings and increasing treatment inequity [1]. Hispanics are the second- 

largest ethnic group in the U.S., accounting for nearly 20% of the population and are 

continuing to grow [2]. Over 125,000 new cancer cases will be diagnosed annually across 

the Hispanic community, with approximately 20% of men and 17% of women dying from 

some form of the disease during their lifetime [3]. Clinical trial participation is integral to 

the advancement of treatments and preventative care; however, minority ethnic groups are 

not participating in clinical trials at a comparable rate as White, Non-Hispanics [1]. Lack of 

overall diversity inhibits the efficacy of treatment options and thus increases the disparity of 

treatment received between diverse populations [4]. To increase engagement, and 

subsequent decrease in morbidity and mortality within this population, factors aiding and 

hindering the recruitment process must be established. 

Research conducted on barriers to minority participation in clinical trials has failed to 

substantially represent the Hispanic oncologic population [5, 6]. Limited research exists that 

provides insight from Hispanic oncological patients' viewpoint regarding the barriers they 

encounter when enrolling in and being recruited for cancer clinical trials. Of the studies 

conducted that have accessed the Hispanic community, willingness to participate has been 

reported, yet participation remains low, raising the question of additional unknown barriers 

[7, 8]. To date, no known research has identified both barriers and facilitators to participation 

among this population, while simultaneously examining the patient and recruiter viewpoints 
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for similarities and differences – herein lies the gap. Securing data from both views is 

necessary to provide a comprehensive foundation from which intervention work can be 

developed in the future. Additionally, exploration of the convergence of perceived barriers 

and facilitators will elucidate areas in need of intervention development, while divergence 

will explain areas of disconnect that should be discussed and addressed. 

 
 

1.2 Purpose of the Study and Long-Term Goal 
 

The purpose of this embedded, mixed-methods cross-sectional study was to explore the 

perceived barriers and facilitators to participation in cancer clinical trials for Hispanic 

patients as perceived by both patients and recruiters. Patients can provide insight to the 

intrapersonal, interpersonal, and community barriers, while clinical trial recruiters can 

further discuss barriers beyond the patient purview, to include public policy and institutional 

barriers. The information elicited from this study will guide future development of 

interventions aimed at mitigating barriers and expanding facilitators. 

My long-term goal is to improve healthcare outcomes and reduce inequities among the 

Hispanic oncological population. The incidence of cancer among the Hispanic population is 

higher than any other disease, and the care involved with the diagnosis is costly [3, 9]. 

Clinical trial participation can provide researchers and those providing direct patient care 

the evidence to implement innovative treatments, ultimately improving health outcomes and 

healthcare inequities among underserved populations – an objective shared by numerous 

health organizations [3, 4, 10]. As such, the findings of this study will provide a foundation 

for future intervention development aimed at increasing clinical trial participation among 

the  Hispanic  oncologic  population.  Increased  participation  in  cancer  clinical  trials  by 
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Hispanic populations will improve the generalization of study findings, improve treatment 

options, and reduce the inequities in access to care and healthcare outcomes. 

1.3 Specific Aims 
 

Research Question: What are the perceived barriers and facilitators to clinical trial 

participation from the perspective of Hispanics who are undergoing and who have completed 

cancer treatment and clinical trial recruiters? 

Research Aim 1: To describe barriers and facilitators to Hispanic participation in cancer 

clinical trials, as perceived by Hispanics who are undergoing and who have completed 

cancer treatment. 

Research Aim 2: To describe barriers and facilitators to Hispanic participation in cancer 

clinical trials, as perceived by clinical trial recruiters. 

Research Aim 3: To examine the convergence and divergence of perceived barriers and 

facilitators to Hispanic participation in cancer clinical trials between patients who are 

undergoing and who have completed cancer treatment and clinical trial recruiters. 

1.4 Significance of the Problem 

1.4.1 Significance to Society 

Cancer care has a substantial economic impact on society. In 2017 alone, 147.3 billion 

dollars was disbursed nationally for cancer-related treatments and care [9]. This expenditure 

increases when the care and treatment needed are deferred. The later the stage in which a 

cancer diagnosis is made, the more extensive and less efficacious treatment options become, 

ultimately increasing the cost of care [11]. Unfortunately, uninsured patients or those from 

historically disadvantaged ethnic minority groups like Hispanics have less access to care and 

are more likely to be diagnosed with late-stage cancer [11, 12]. Participation in cancer trials 

could decrease morbidity and mortality rates, which in turn would reduce the overall cost of 
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care [11]. Hispanic and underserved patients, however, are less likely to participate in 

clinical trials and are hindered by limited funding for clinical trials at local healthcare 

institutions [1, 3, 13, 14]. Therefore, with an underserved population not accessing care that 

can potentially improve their health, there is a need to explore barriers and facilitators that 

are influencing their decision to participate [7, 8]. 

1.4.2 Significance to Healthcare 
 

Rising cancer care costs lead to poor quality of life and decreased survival rates, which 

are more commonly seen among the medically underserved, including the uninsured, poor, 

and ethnic minorities [48]. Inpatient hospitalizations, advanced disease, and end of life care 

create the most financial burden for those who have cancer, with new cancer drugs priced 

as high as $100,000 annually [48]. With these extreme costs of care, patients are faced with 

the decision to pursue treatment or forego potentially lifesaving medical care to deter 

personal bankruptcy [48]. While out-of-pocket cost-sharing steadily increases, even those 

insured are finding difficulty affording the care [48]. Additionally, the emotional toll of 

mounting medical bills and unemployment due to illness can create further deterrents from 

seeking treatment [48]. 

Clinical trial participation can provide patients with potentially efficacious therapies that 

may be beyond their affordability [4]. Over 27 million people lack insurance coverage in the 

U.S., with legal documentation status directly associated with eligibility for coverage [49]. 

In 2016, there were an estimated 8 million Hispanic immigrants who were undocumented 

living in the U.S [50]. Consequently, the Hispanic population is the least likely to have health 

insurance coverage of all ethnic groups [41]. Deficits in insurance coverage inhibit access 

to care and impact clinical trial participation as disadvantaged patients are less likely to 

participate in clinical trials than those with higher annual incomes [11, 13, 14]. Additionally, 
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funding influences care availability, as institutions in areas with limited funding suffer from 

decreased participation and a lower number of available clinical trials [14]. Areas with the 

highest per capita incomes report higher rates of engagement, but also boast more significant 

numbers of accredited hospitals and treating oncologists [14]. 

The conditions in which individuals live, work, and learn are called social determinants 

of health (SDOH) [78]. These determinants impact a person’s well-being and contribute to 

disparities and healthcare inequities [78]. are The Healthy People 2020 initiative uses the 

social determinants of health framework to explore how an individual’s health status can be 

affected by outside factors, several of which were noted to influence a patient’s ability to 

participate in clinical trials, ultimately increasing the disparity of treatment options [77, 78]. 

Five primary constructs in this framework include: “economic stability, education, 

neighborhood and built environment, health and health care, and social and community 

context [77, 78]. The Hispanic oncologic population may be affected by one or more these 

constructs, which can ultimately hinder clinical trial participation [39]. 

Participation in cancer clinical trials can lessen the disparity of treatment received 

between diverse populations, improving patient outcomes [4]. It can provide the Hispanic 

oncologic population with innovative therapies that may not otherwise be promoted or 

offered to them [4]. Identifying barriers and facilitators to participation is the initial step in 

developing processes that will ultimately improve health inequities and health outcomes in 

this vulnerable population. 

1.4.3 Significance to Nursing Research 

Cancer clinical trials focus on studying the effectiveness of new treatments, preventative 

measures, diagnostic testing strategies, symptom management, predictive modeling, and 

interventions   within   the   oncologic   population   [53].   These   trials   can  demonstrate 
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relationships between nursing interventions and patient outcomes and are integral to the 

research process, establishing an evidence-based platform from which nursing practice may 

be derived [52]. Further, these trials provide nurse researchers with data utilized to guide 

future nursing practice aimed at improving patient outcomes [52]. Researchers in general 

struggle to attract and retain Hispanic participants in cancer clinical trials, regardless of the 

increased disease burden within the population [1, 5, 6]. 

Participant diversity is critical to nurse researchers seeking to apply clinical trial findings 

beyond those in their study, with low participation impacting the generalizability of data 

secured [9, 14, 39, 51]. Further, with 0.1% of all current cancer clinical trials specifically 

focusing on Hispanics, lack of participation is even more apparent [15]. The American 

Cancer Society, American Association for Cancer Research, American Society of Clinical 

Oncology, and the National Cancer Institute have called for increased funding opportunities 

of research focused on greater minority population inclusion in cancer research initiatives 

[54]. 

1.4.4 Significance to Nursing Practice 

Nurses provide advocacy, psychological support, outcome evaluation, patient education, 

assessment, monitoring, and symptom management to patients throughout the clinical trial 

process [55]. As an advocate, nurses can provide opportunities and education for the 

underserved who may not have previously had access or knowledge of available treatment 

options, such as the Hispanic oncologic population [56]. Nurses play a critical role in 

recruitment, as they often promote potential clinical trials, educate patients and families on 

available studies for participation, and provide essential care to cancer patients throughout 

the care continuum of the clinical trial [55, 56]. Therefore, possessing an understanding of 

barriers that Hispanic oncology patients face when attempting to participate in clinical trials 
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may assist nurses in adjusting and improving processes. Increased participation allows for a 

wider variety of treatment options to be delivered and tested, raising the possibility of 

improving patient care outcomes [1, 17, 41]. 

Advanced Practice Providers (APPs, APRNs, ARNPs) play pivotal roles in the oncology 

clinical continuum, often seeing patients more frequently than physicians [57]. APPs often 

provide greater access to care for underserved populations by working within ethnically and 

geographically diverse communities [58]. APPs are critical to the clinical trial process, as 

they identify patients to enroll, educate on available clinical trials, provide care throughout 

the study, and interact and collaborate with the clinical trial team members to ensure optimal 

patient care [57]. Although the scope of practice differs in each state, APPs have an 

overarching goal of improving healthcare outcomes and have direct accountability for the 

management of care [59]. When access to clinical trials is impeded, APPs are unable to 

present their patients with all viable healthcare options. Therefore, for APPs to provide 

patients with comprehensive care options, barriers to access must be addressed. 

In closing, this study will add to the existing literature by describing barriers and 

facilitators to Hispanic participation in cancer clinical trials as perceived by both patients 

and recruiters. Research completed to date has failed to capture this information 

simultaneously within both groups; therefore, a thorough examination of the convergence 

and divergence of the factors has not been completed. The findings from this study will be 

utilized as a foundation for future intervention development aimed at bolstering facilitators 

or mitigating barriers to clinical trial participation among this underserved population. 



8  

CHAPTER 2 
 
 

Theoretical Framework and Literature Review 
 
 

2.1 Scientific Premise 
 

Several studies have explored the rationale for the lack of participation, yet many reported 

difficulties with the inclusion of representative samples in their studies [1, 5, 8, 17-20, 24, 

29-31, 34-37, 47]. Studies conducted from the viewpoint of patients are often hampered by 

its inclusion criteria, such as being gender-specific, cancer-specific, or sampling in an area 

with a predominant population from one country of origin [1, 6-8, 17-21, 24, 26, 32-37, 47], 

resulting in data that lack generalizability. Limitations of the studies that focus on the 

perceptions of recruitment personnel include enrollment of administrative or managerial 

positions, rather than those interacting with potential participants directly [29, 30, 31]. The 

literature does not reflect a current account of both barriers and facilitators to Hispanic 

participation in cancer clinical trials from the perspectives of patients or recruiters [5, 6, 14, 

16-18, 20-22, 24-27, 32-35, 47]. Further, no known studies have collected data from both 

patients and recruiters simultaneously; therefore, divergence and convergence of perceived 

barriers and facilitators remains unknown. As several agencies are calling for greater 

minority inclusion in cancer research, it is imperative to identify barriers and facilitators to 

participation in cancer research in this population [54]. 

2.1.1 Patient perspective 
 

The patient's perspective of participation in clinical trials has been explored using 

methods including qualitative focus groups, one-on-one semi-structured interviews, cross- 

sectional surveys, retrospective case studies, longitudinal studies, as well as systematic 

reviews of the literature, and a prevalence study on trial data [1, 8, 16-28]. Although the 
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methodology is diverse, limitations in subject representation exist, as well as a lack of focus 

specifically on oncology clinical trials [16-17, 27]. A study conducted to explore the 

experiences and perceptions of ethnically diverse individuals when participating in health- 

related research was completed. However, they recruited an all-female sample, 28% of 

whom self-identified as Hispanic, with 73% of those being of Mexican origin [16]. Given 

the sample, findings cannot be generalized to all Hispanics or males. Another study explored 

perceptions of barriers to clinical trial participation among Hispanic and African American 

patients ages 50 to 80 but did not restrict participation to oncology trials [17]. Greater 

applicability and cultural competence arise from research with a more diverse sample. As 

such, the current state of the literature reflects the need for more diverse samples to obtain 

an accurate account of the barriers faced when enrolling in oncology clinical trials. 

Qualitative studies conducted with minority participants reported consistent themes 

emerging from the patient perspective, including communication needs, relationship with 

providers, shared decision making, clinical trial knowledge, and trust [1, 16, 18, 21-22]. One 

such study exploring Mexican American perspectives on participation in clinical trials found 

similar themes, with the addition of clinical trial understanding and fear as potential barriers 

[1]. Another added concern arising from health literacy and language needs to assist patients 

with the decision to participate in clinical trials [21]. Participants expressed the need for a 

clear understanding of clinical trial processes and the resulting lack of participation due to 

increased uncertainty and fear experienced from the unknown [21]. Another limitation to 

the current literature is that much of the data were collected over a decade ago, making its 

applicability to the present day much more static [20, 21]. Additionally, of the few Hispanics 

who participated in the research, the majority was female, of specific sub-ethnicities that 

varied per study, and some had no history of cancer [1, 16, 21]. Exploration of these barriers 
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will lead to innovative solutions to mitigate barriers, which in turn improves participation, 

health outcomes, and health inequities among this population. However, to succeed in doing 

so, more recent data from a representative sample should be collected, as perceptions can 

vary between subethnicities from those of different countries of origin, and those inflicted 

with the disease. 

Studies conducted using quantitative methods often fail to include a representative 

sample of the Hispanic oncologic population. One study used a cross-sectional design to 

explore barriers and facilitators to recruitment among Hispanic breast cancer patients; 

however, the majority of the participants were of Dominican nationality, limiting the 

generalizability of the findings to other Hispanic populations [19]. Another cross-sectional 

study explored the benefit an oncology nurse navigator had on increasing access to clinical 

trials for minorities. Although the intervention increased access to available trials, only 

African American participants were recruited, limiting the findings [22]. Similar to the 

qualitative studies described above, data from larger, representative samples remain 

outdated, affecting their present-day applicability. Finally, a cross-sectional study conducted 

in 2012 on 944 Latinos within nine different clinics found that 65% surveyed noted 

willingness to participate, after being provided education regarding cancer clinical trials [8]. 

The desire to participate is evident, reflecting a need to ascertain additional barriers beyond 

the patient perspective that are preventing enrollment. 

Lastly, systematic reviews conducted on barriers and facilitators with minority 

participation in clinical trials further highlight the lack of representation. One such review 

among African Americans, Latinos, Asian Americans, and Pacific Islanders reported no 

distinct barriers for Latinos, which was attributed to having very limited (three) studies that 

focused solely on Latinos [27]. Further, only 11 of the 44 studies in the review were 
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oncology-related [27]. Another review focusing on barriers to participation in 

underrepresented populations reported barriers like those in the qualitative work, including 

lack of awareness of clinical trials and lack of opportunity to participate in clinical trials. 

However, of the 65 total articles reviewed, only 12 studies focused on Latinos/Hispanics 

[17]. 

Limited research exists that provides insight from Hispanic oncological patients' 

viewpoint regarding the barriers they encounter when enrolling in and being recruited for 

cancer clinical trials. Additionally, as the available research focuses on barriers to 

participation, facilitators that could aid the process remain unknown. The issue of low 

participation has been discussed in the literature for over a decade, yet participation rates 

remain low. Without this information, any interventions developed to increase participation 

likely lack cultural competence and relevancy. The development of improved interventions 

based on current, culturally competent knowledge will increase participation, which will 

enhance research, healthcare inequities, and healthcare outcomes in this population. 

 
2.1.2 Recruiter Perspective 

 
Research methodology utilized in studies conducted to explore the recruiter's perspective 

includes qualitative focus groups, one-on-one semi-structured interviews, cross-sectional 

surveys, mixed methods, and a systematic review of the literature [29-38]. Of note, as with 

the studies that explored the patient perspective, studies focused on the recruiter perspective 

also lack a representative sample. Various personnel participate in these studies, including 

managers, Primary Investigators, referring clinicians, cancer center leaders, and research 

staff [29-37], but not individuals working directly with the patients in the recruitment 

process. To date, no study has reported the sole view of recruiters regarding participation in 
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cancer clinical trials among the Hispanic population. This perspective is integral to 

understanding what barriers exist beyond those known to the patient. 

Qualitative studies that explored the recruiter's perspective reported convergence of some 

major themes, including inclusion criteria, patient beliefs, training needs of recruitment staff, 

or language or literacy competency [29, 32-37]. Further, recruitment personnel at five NCI- 

designated cancer centers were interviewed and reported organizational priorities and 

financial support as motivators for minority recruitment [37]. In 2018, several focus groups 

discussed the concerns of contextual factors in the recruitment process, including 

immigration status, medical mistrust, and medical literacy concerns among Hispanic 

patients [36]. Themes arising from the recruiter perspective highlight additional barriers and 

facilitators to those noted within the patient's perspective – namely, at the organizational or 

policy level. As such, to conduct a comprehensive study to report all barriers and facilitators 

affecting the recruitment process, both perspectives are needed. To date, no such research 

exists. 

Quantitative studies utilized cross-sectional surveys to discuss barriers and facilitators for 

minority populations, resulting in similar findings to the qualitative literature [30, 31]. After 

surveying 520 research professionals, enrollment of minorities in clinical trials was 

inversely associated with distrust, race, availability of interpreters, and translated materials 

[31]. Additionally, a mixed-methods study conducted described the most frequently cited 

barrier to participation among African Americans and those in rural communities was a lack 

of awareness of clinical trials [30]. While this study was not specific to the Hispanic 

oncologic community, it emphasizes the difficulty in attracting and retaining participation 

among minority populations and notes barriers as awareness, trust, and knowledge of 

clinical trials [30]. 
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Although barriers have been reported in several studies, these were collected from several 

participants in various positions within the organization and not solely from the recruiters 

with direct patient interactions. The recruiter's perspective is integral to accurate reporting 

of barriers and facilitators, as they receive information directly from the patients and are 

familiar with inclusion, exclusion criteria, and protocols for each study. Professionals in 

positions without direct contact to the recruitment population will be further removed, and 

the information provided may not reflect current barriers and facilitators to participation. 

Additionally, the studies generalize findings to all minorities with different medical 

conditions. Therefore, there is a need to secure data specifically from those working directly 

with the Hispanic oncologic community. Gaps in the current literature reflect cultural 

incongruence, as most studies soliciting Hispanic participation cannot secure a substantively 

diverse sample that will allow findings to be generalizable to a greater Hispanic population. 

Aside from cultural incongruence, the available research does not reflect the perspectives of 

the recruiters working directly with the oncologic community; therefore, the information 

secured may not be reflective of what is being shared by the population of interest. Lastly, 

the literature highlights the issue of minimal participation among this population. 

To date, there have been no known studies conducted that utilize representative samples 

of both Hispanic oncology patients and clinical trial recruiters. Securing the perceptions of 

both groups simultaneously provides current, culturally competent data from which future 

interventions can be developed. These interventions, aimed at increasing participation, will 

subsequently expand the generalizability of research findings, provide treatment alternatives 

to those in need, decrease health inequities in oncology care, and improve healthcare 

outcomes for this population. 
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2.2 Theoretical Framework 
 

An adapted Socioecological Model (SEM) was utilized as the framework for the study as 

it depicts the hypothesized levels of barriers and facilitators impacting clinical trial 

participation: intrapersonal, interpersonal, institutional, community, and public policy 

factors [39]. Of note, the framework illustrates an individual's behavior as being influenced 

by multiple internal and external factors [39]. Thus, an individual's choice to participate in 

cancer clinical trials relies upon an intricate system of multilevel barriers that must be 

addressed and mitigated. This framework best depicts barriers and facilitators faced by 

Hispanics when enrolling in cancer clinical trials, as it reflects a comprehensive view of all 

applicable levels of concern [39]. 

The adapted framework (Figure 2.1) reflects the postulated relationship between the 

major constructs. Additionally, the "institutional" level was changed to "organizational" to 

allow for more inclusivity of types of influences in this category, including inpatient, 

outpatient, research facilities, cancer care centers, etc. [39]. 

2.2.1 Operational Definitions 
 

Intrapersonal: factors assisting or inhibiting a patient from enrolling in clinical trials that 

stem from personal knowledge, attitudes, and characteristics [39]. Variables include own 

beliefs or biases, language barriers and literacy, and knowledge of clinical trials. 

Interpersonal: factors assisting or inhibiting a patient from enrolling in clinical trials that 

stem from the patient-provider or patient-recruiter relationship [39]. Variables include trust 

in the provider, trust in the recruiter, and communication between parties. 

Organizational: factors assisting or inhibiting a patient from enrolling in clinical trials 

stemming from institutional guidelines or study constraints [39]. Variables include research 

priorities of the organization and inclusion criteria guidelines. 
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Community: factors assisting or inhibiting a patient from enrolling in clinical trials 

stemming from community resources or their community network [39]. Variables include 

community resources and shared decision making. 

Policy: factors assisting or inhibiting a patient from enrolling in clinical trials stemming 

from public policy guidelines [39]. Variables include healthcare policy and access, and 

immigration policy and status. 

 
 

Figure 2.1: Adapted version of Salihu's SEM framework [39] 
 

 

2.3  Preliminary Pilot Data 
 

An exploratory, descriptive qualitative pilot study utilizing semi-structured interviews 

was conducted in September of 2019 to explore the perceptions of barriers and facilitators 

to cancer clinical trial participation among the Hispanic cancer population. The literature 

indicates little involvement from the Hispanic oncologic community in research [1]. The 

pilot study intended to aid in determining the feasibility of reaching this population. 
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Two participants were interviewed from each group, for a total of four interviews. 

Utilizing thematic analysis [67], there were four major themes identified from each group, 

with some convergence evident. Patients’ themes identified: (1) lack of clinical trial 

knowledge; (2) trust issues affecting participation; (3) access issues and participation fears; 

and (4) altruism: desire to help others. Recruiters’ themes identified: (1) clinical trial 

knowledge; (2) trust issues; (3) not meeting eligibility criteria; and (4) language proficiency. 

Theoretical concepts supported by the patient themes were (1) intrapersonal; (2) 

interpersonal; (3) organizational and intrapersonal; and (4) intrapersonal, respectively. 

Theoretical concepts supported by the recruiter themes were (1) intrapersonal; (2) 

interpersonal; (3) organizational; and (4) interpersonal, respectively. 

In addition to the themes identified, the pilot study findings revealed several items that 

informed the methodology of the current proposed study. The first item, unsurprising given 

the topic, was the difficulty in finding patients to participate. Several revisions of the 

sampling protocol were completed following unsuccessful participant recruitment. Along 

with a very limited recruitment protocol, the pilot's inclusion criteria hindered the 

recruitment of participants. Six potential patients completed the web-based Research 

Electronic Data Capture program (REDCap®) survey, with five willing to participate in a 

phone interview. However, only two of the five met inclusion criteria, as the remainder did 

not have a present history of cancer or were not fluent in English. This situation mirrors the 

literature reporting that patients are willing to participate, but are unable to enroll due to 

outside factors, such as inclusion criteria [7, 8]. Inclusion criteria concerns was also a strong 

theme arising from the recruiters in the pilot, as recruiters responded needing very specific 

populations. Recruiters noted after screening, many potential participants didn't meet study 

criteria. Additionally, participants were not provided with incentives for their time. Patients 
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in the pilot noted that the cost of participation was a perceived deterrent and that incentives 

would assist in mitigating this. Lastly, recruitment may have been hindered due to language 

barriers, since all recruitment activities were completed in English with no translation 

services offered. Recruiters noted that translation services and reading materials aided in 

their endeavors when recruiting. Any study literature (informed consent and study protocols) 

written in the potential participant's native language facilitated the recruitment process. 

To secure greater participation, the current study broadened sampling methods and 

inclusion criteria, along with providing materials and language services in both English and 

Spanish. With these updates, the data secured from this larger, more diverse population will 

aid in future intervention development aimed at increasing clinical trial participation among 

Hispanic oncologic patients. 
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CHAPTER 3 
 
 

Methodology 
 
 

3.1 Research Design 
 

An embedded, mixed-methods cross-sectional study was conducted to examine the 

perceived barriers and facilitators to participation as described by both patients and 

recruiters [63]. Quantitative data were collected via a cross-sectional survey, followed by an 

optional qualitative semi-structured one-on-one telephone interview to explore barriers and 

facilitators not addressed in the survey instruments. The analyses for both collection 

methods were undertaken simultaneously, as the findings from each complemented and 

informed the other. 

 
 

3.2 Sample and Setting 
 

Purposive sampling was used to recruit the sample of the two groups of interest – 

Hispanic cancer patients and cancer clinical trial recruiters. The P.I. aimed to secure a total 

of 75 participants for the patient sample group, therefore a non-completion rate of 

approximately 20% was calculated due to the inherent concerns of recruitment within this 

population. A total of 95 accessed the survey, with a final total of 85 patients completing the 

survey for inclusion in the analysis. 

To achieve the sample goal of 40 recruiter participants and based on an anticipated non- 

completion rate of 20%, the P.I. aimed to recruit 50 participants. Of the 56 participants who 

accessed the survey, only 30 completed the survey sufficiently to be included in the analysis. 

 
 

3.2.1 Sample Size 
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Patients. A sample size of 85 individuals successfully completed the cross-sectional web- 

based survey. Every participant was asked in the survey if they wanted to participate in a 

one-on-one semi-structured interview via the telephone. Although the participation of each 

individual was requested, and an additional incentive was offered for this participation, only 

15 participants noted willingness to participate in an interview. Of those 15 potential 

participants, only 4 completed the one-on-one interview. The P.I. reached out to each 

potential participant once every 2 weeks for 2 months to schedule the interview. Those who 

were unable to complete the interview cited current chemotherapy treatment and feeling too 

ill to participate; or simply never responded to the multiple attempts at contact. 

Recruiters. A sample size of 30 individuals successfully completed the cross-sectional 

web-based survey. Everyone in the recruiter group was asked to participate in a one-on-one 

semi-structured interview via telephone. A total of 15 recruiter interviews were conducted, 

with the remainder of survey participants declining to participate in the interview for reasons 

unknown and undisclosed to the P.I. 

 
 

3.2.2 Inclusion/Exclusion Criteria 
 

3.2.2.1      Inclusion Criteria 
 

Patients. Patients must: (1) have had a previous or current history of cancer within the 

last five years; (2) have self-identified as Hispanic; (3) have been 18 years of age or  older; 

(4) have been verbally fluent in either English or Spanish; (5) have been able to read and 

write in English or Spanish; and (6) have had access to the Internet or a smartphone equipped 

with Internet access capability. 

Recruiters. Recruiters must: (1) have been verbally fluent in English; (2) have been able 

to read and write in English; (3) have been employed, or previously employed, for at  least 
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three months in a position in which research recruitment activities as a primary job duty; (4) 

have had experience recruiting the Hispanic population for cancer clinical trials; and (5) 

have had access to the Internet or a smartphone equipped with Internet access capability. 

3.2.3 Methods of Subject Recruitment 
 

3.2.3.1 Patients 
 

After permission from the Vanderbilt University Institutional Review Board (IRB), the 

sample was recruited by the Primary Investigator (PI) via (1) ResearchMatch.org, (2) the 

community-at-large, (3) through the National Association of Hispanic Nurses (NAHN) 

Chapters, (4) Sigma Theta Tau International (STTI) communication channels; (5) the 

Vanderbilt University research listserv; (6) participating cancer centers; and (7) social media 

sites of cancer support groups. Recruitment materials for the patient group was available in 

English and Spanish to mitigate language barriers in the recruitment process. 

(1) ResearchMatch.org was used as a primary recruitment tool to reach volunteers 

nationwide. This national health volunteer registry was created by several academic 

institutions and is supported by the U.S. National Institutes of Health as part of the Clinical 

Translational Science Award (CTSA) program. ResearchMatch.org has a large population 

of volunteers who have consented to be contacted by researchers about health studies for 

which they may be eligible [45]. This recruitment tool was successful in recruiting 

participants for the pilot that guided this proposed study and, thus, was utilized again. 

(2) The community-at-large was accessed by the distribution of IRB-approved bilingual 

study flyers by the P.I. to various locations in the U.S. This included cancer centers, 

outpatient cancer clinics, Hispanic community centers, and individuals involved with or who 

had a connection to, the participant group sought, with permission. Study flyers   contained 
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study and contact information, along with the web-based public screening survey link to 

access the survey online. 

(3) As a current member of NAHN, the P.I. distributed the study flyer to the local Chapter 

Leader for distribution among their members, who may have had direct contact with the 

Hispanic oncologic population. 

(4) As a current member of STTI, the P.I. posted the study flyer on the internal 

communication website to reach those who may have direct contact with the Hispanic 

oncologic population. 

(5) VUMC IRB-approved study flyers were distributed via the Vanderbilt Medical Center 

communications channel, the University research listserv. 

(6) The P.I. recruited patients from cancer centers in Nashville, by means of flyer 

dissemination and posting within those local cancer centers. 

(7) Lastly, the study flyer was posted to Reddit social media sites of cancer support 

groups, with permission from those sites. 

3.2.3.2 Recruiters 
 

The sample was recruited via (1) ResearchMatch.org, (2) the Vanderbilt University 

research listserv, (3) the community-at-large, (4) the National Association of Hispanic 

Nurses (NAHN), (5) the Society of Clinical Research Associates (SOCRA), (6) Sigma Theta 

Tau International (STTI) communication channels; (7) participating cancer centers; and (8) 

social media sites of clinical trial recruiter organizations. 

(1) ResearchMatch.org was used as a primary recruitment tool to reach volunteers 

nationwide. 

(2) VUMC IRB-approved study flyers were distributed via the Vanderbilt Medical Center 

communications channel, the University research listserv. 



22  

(3) The community-at-large was accessed by the distribution of VUMC IRB-approved 

study flyers by the P.I. to locations in the U.S. This included individuals connected with 

cancer centers and interested parties that are involved with or have a connection to, the 

participant group sought. Study flyers contained study and contact information, along with 

the web-based public screening survey link to access the survey online. 

(4) As a current member of NAHN, the P.I. distributed the study flyer to the local Chapter 

Leader for distribution among their members, who may themselves be, or have contact with, 

individuals that are eligible to participate. 

(5) The P.I. distributed the study flyer to Chapter Leaders of SOCRA for distribution 

among their members. The contact listing for Chapter Leaders is readily available to the 

public on the organization website. 

(6) As a current member of STTI, the P.I. posted the study flyer on the internal 

communication website to reach those who may have been eligible to participate. 

(7) The P.I. recruited from cancer centers in Nashville, by means of flyer dissemination 

and posting within those local cancer centers. 

(8) Lastly, the study flyer was posted to research professional social media sites, to 

include LinkedIn, by leaders of the organizations. 

The P.I. kept close contact with recruitment organization leaders to continue recruitment 

efforts throughout the data collection phase. As the survey was distributed online, faster 

timing of communication and reminders was recommended, as emails are easily dismissed 

or forgotten [68]. 

3.2.4 Strategies to Ensure Human Subjects Protection 
 

Participant protection in the form of confidentiality and informed consent was provided 

before, during, and following the completion of the study. The P.I. completed Human 
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Research Protections Training through the VUMC IRB and completed ongoing training to 

ensure proper protocols are known and followed. 

Approval of the study by the VUMC IRB and the Scientific Review Committee (SRC) at 

Vanderbilt-Ingram Cancer Center was secured before the study's initiation. The VUMC IRB 

ensures that all approved studies protect the participants' rights, welfare, and privacy. The 

SRC ensures that all research conducted under the Center upholds the highest standards of 

scientific principles and integrity. 

3.2.4.1 Informed consent (Appendix A) 
 

A waiver of documentation for informed consent form was granted from the VUMC IRB. 

Informed consent was provided to each potential patient participant online in their language 

of choice, English, or Spanish [66]. Potential recruiter participants received informed 

consent online in English. Upon completion of the informed consent, the participant was 

directed to the study's screening questions to determine eligibility. 

3.2.4.2 Confidentiality 
 

Confidentiality is of heightened importance for minority populations, particularly 

undocumented individuals, for fear of repercussions, such as deportation, if sensitive 

information is shared or released [36]. As such, no personal health information was collected 

during the survey beyond what was requested in the inclusion criteria. A study ID was 

assigned to each participant to retain anonymity (Recruiter 1, Recruiter 2, Patient 1, Patient 

2, etc.). If the participant chose to volunteer to complete the one-on-one telephone interview 

following the survey, only contact information was requested: email and/or phone number. 

At the end of the study, participant contact information was deleted. 

3.2.4.3 Risk for participation 



24  

Confidentiality was maintained throughout the study as described above. As participation 

was entirely voluntary, if a patient or recruiter felt as though they were experiencing any 

risk from participation, they were free to withdraw from the study at any time. This was 

communicated in the informed consent information at the onset of participation. No 

participant reported unforeseen issues or emotional upset during or as a result of their 

involvement within the study. 

3.2.4.4 Reporting of adverse events 
 

No participant reported an adverse event as a result of study involvement, however if they 

had, the incident would have been reported immediately to the P.I., the dissertation 

committee, and the VUMC IRB. Each participant was provided with the contact information 

to the VU IRB Office should they have concerns regarding personal rights of participation 

or any other study-related questions or thoughts. 

3.2.4.5 Study withdrawal 
 

Participation in the study was voluntary, and participants could withdraw from the study 

at any time. No participants chose to withdraw during the one-on-one interviews. 

3.2.4.6 Secure data storage. 
 

Completed surveys were downloaded from a secure, web-based database and uploaded 

to a secured Vanderbilt University research network file on Box. Qualitative interview 

transcripts and coding documents were placed within a secure file on Box. The data will be 

kept in the Box file and maintained by the P.I. for the required ten years. At that time, all 

data will be destroyed. 

 
 

3.3 Data Collection Methods 
 

3.3.1 Study Overview of Procedures 
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An embedded, mixed-methods cross-sectional study was conducted to examine the 

perceived barriers and facilitators to participation as described by both patients and 

recruiters. Data were secured and managed via a REDCap® electronic data capture tool 

hosted by Vanderbilt University [44, 65]. REDCap® is a secure, web-based software 

platform designed to support data capture for research studies, providing 1) an intuitive 

interface for validated data capture; 2) audit trails for tracking data manipulation and export 

procedures; 3) automated export procedures for seamless data downloads to common 

statistical packages; and 4) procedures for data integration and interoperability with external 

sources [44, 65]. The web-based survey was followed by an optional semi-structured one- 

on-one telephone interview, meant to capture additional barriers and facilitators not 

addressed in the survey instruments. 

3.3.2 Instruments 
 

3.3.2.1 Demographic questionnaire (Appendix B) 
 

Sample characteristics were secured through a demographic questionnaire. Data 

requested included age, gender, ethnicity, race, country of origin, and preferred language. 

Patients were asked about a history of a previous or current diagnosis of cancer, along with 

two additional questions regarding history of clinical trial participation ("have you ever been 

recruited into a cancer clinical trial?" and "have you ever participated in a cancer clinical 

trial?"). This additional information was utilized to provide further description of the patient 

participants. Omitting questions about prior clinical trial experience was noted as a 

limitation in a study utilizing the scale; therefore, it was added here to strengthen the insight 

provided by the scale itself [40]. 

3.3.2.2 Barriers to Clinical Trial Participation (BCTP) Scale (Appendix C) [40]. 
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The BCTP was used to assess clinical trial participation barriers among the patient 

population. It is a 19-item 5-point Likert scale (1 = strongly disagree to 5 = strongly agree) 

that is comprised of four subscales: lack of personal benefits, lack of community support, 

mistrust, and lack of familiarity with clinical trials; and yields a total score for each of the 

subscales, with a high score of 25 per subscale. Higher scores reflect greater perceived 

barriers. The scale was validated in a minority population, and forward and back-translated 

in Spanish with reconciliation. The scale has good internal consistency, with an overall 

Cronbach's alpha of 0.89 [40]. Moderate internal consistency was previously reported 

among the four subscales ranging from 0.59-0.78, with Cronbach's alphas of 0.60 (lack of 

personal benefits), 0.59 (lack of community support, 0.74 (mistrust), and 0.78 (lack of 

familiarity with clinical trials) [40]. In the current study, the scale continued to show good 

internal consistency, with an overall Cronbach’s alpha of 0.93, and subscale Cronbach 

readings of 0.90 (lack of personal benefits), 0.80 (lack of community support, 0.80 

(mistrust), and 0.74 (lack of familiarity with clinical trials). 

3.3.2.3 Tanner Questionnaire (Appendix D) [30]. 
 

The Tanner questionnaire was developed to examine clinical trial recruiter experience 

and gain their perceptions of barriers to the recruitment of South Carolinian African 

American and rural communities. The questionnaire includes demographic questions, 

questions regarding recruitment techniques, and those regarding perceived barriers. The 

questions addressing perceived barriers are measured as a base 12 item, 5-point Likert (1 = 

strongly disagree to 5 = strongly agree) grouping that is asked separately for each population 

of interest. An ordinal measure for each of these 12 Likert-scale items is reported separately. 

No subscales exist within these 12 items. The developers have not disclosed psychometrics 

on the questionnaire, only noting in the one study it was used that it was developed from the 
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extensive literature on barriers to clinical trial participation [30]. In the absence of this 

psychometric data, its successful use in the original study provided face validity and 

feasibility of its use for the currently proposed study [30]. 

As the questionnaire was not originally developed to secure perceptions regarding the 

Hispanic population, the perceived barriers to Hispanic participation questions were added 

as a modification to the original questionnaire (Appendix D). The P.I. reproduced the same 

questions used on the instrument for the other populations (African American, rural) and 

added the Hispanic population heading for clarity. Additionally, since the questionnaire was 

sent to recruiters outside of South Carolina, and maintaining participant anonymity was 

essential in this study, the following question was removed: "which medical/academic 

center(s) are you primarily affiliated with," and replaced with "which type of healthcare or 

research institution are you currently affiliated with?" 

3.3.2.4 One-on-one semi-structured interviews (Appendices E) 
 

Semi-structured interviews were conducted with participants from each group, patients 

and recruiters. The interview guides were translated into the participants’ preferred 

language, English or Spanish. The interviews addressed facilitators and additional barriers 

not measured by the BCTP scale (organizational and policy) or Tanner questionnaire 

(organizational) and were designed to explore the participants' perceptions of their 

experiences. This qualitative data added to the information collected from the quantitative 

measures to provide a robust account of the current barriers and facilitators to clinical trial 

participation among Hispanic oncology patients. 

3.3.3 Protocol for Data Collection and Management 
 

3.3.3.1 Procedure: Quantitative data collection 
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After VU IRB and SRC approval was obtained, participants were recruited for the study. 

Participants were directed by the participant link to the REDCap® site respective of their 

sample (patient or recruiter) to complete the Informed Consent. The Informed Consent and 

all study items were available in English or Spanish to patient participants, to facilitate 

understanding in the participant's preferred language. Materials were provided in English to 

the recruiter participants, as the survey instrument for this population have yet to be 

translated and validated in other languages. 

Upon completion of the Informed Consent, the participant was asked Inclusion/Exclusion 

Criteria via a Screening Questionnaire to determine eligibility. If eligibility was met, the 

participant was provided with a survey for completion based on their respective participant 

group (patient or recruiter). In both sets of surveys, demographics were collected. Two 

additional questions were asked of the patient group regarding history of participation in 

clinical trials. Patients were then prompted to complete the BCTP scale. Recruiters 

completed the Tanner questionnaire following the demographic data. 

Following the completion of their respective REDCap® survey, each participant (patient 

or recruiter) was provided information describing the qualitative component of the study and 

asked if they would consider participating in an optional, brief one-on-one semi-structured 

interview via telephone and why this additional information was needed. If they chose not 

to participate in the interview, their survey responses were saved, and the P.I.'s contact 

information was provided for any further questions or concerns. The participant provided a 

preferred email address to send the $25 e-gift card as a thank you for their time and 

participation. 

3.3.3.2 Procedure: Qualitative data collection 
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If the participant chose to continue, contact information (phone number and/or email 

address), and preferred language was requested to set up the telephone interview at a 

mutually convenient time. The participant was contacted, and the interview scheduled. Upon 

completion of informed consent, recorded telephone interviews were completed with the 

P.I. Recording was completed with a handheld recorder placed near the telephone to ensure 

both parties were recorded clearly for transcription purposes. The interviews took no longer 

than 15 minutes. Once completed, the participant was provided the P.I.'s contact information 

for any further questions or concerns and asked their preferred email address for the 

appreciation $25 e-gift card to be sent for their participation. 

Recordings of the telephone interviews were uploaded to a secured password-protected 

Vanderbilt University research network file on Box. Once uploaded securely, they were 

deleted from the handheld recording device and sent to the Vanderbilt Qualitative Core to 

be sent to Rev.com for transcription via a secured network. Upon receipt of the transcription, 

the P.I. matched the transcription to the recording to ensure transcription was correct. Upon 

validation of the transcript, member checking was conducted post-transcription for accuracy 

and clarification. The P.I. made any corrections on behalf of the participant and resent for 

approval. Only final approvals were included and uploaded to Dedoose.com for assistance 

with data management. 

Field notes were collected during and after the one-on-one telephone interviews to aide 

with analysis and researcher reflection to identify and mitigate any potential bias [70]. Field 

notes served to further increase qualitative rigor. 

 
 

3.4 Data Analysis 
 

3.4.1 Missing data 
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In the case of items missed entirely at random, only those with all required items of the 

BCTP and Tanner questionnaire completed were included in the analysis. No information is 

currently available regarding validity for either the BCTP or the Tanner scale with 

component item responses missing nor how to handle randomly missing item responses. 

Therefore, item responses were required for those measures in the respective REDCap® 

surveys. Missing responses to other questions (e.g., demographics) were allowed and spoke 

to the generalizability of the results. 

3.4.2 Analysis for aims 
 

Both quantitative and qualitative data were used to address each of the study aims. 

Descriptive statistics were used to summarize the demographic characteristics of both the 

quantitative patient and recruiter samples, as well as the qualitative subsamples of patients 

and recruiters. 

3.4.2.1 Aims 1 and 2 
 

3.4.2.1.1 Quantitative 
 

Descriptive statistics were used to summarize the subscales of the BCTP patient measure. 

If normally distributed, mean and SD were used; if not, median and IQR. Frequency 

distributions and median (IQR) were used to summarize the responses to the respective items 

on the Tanner questionnaire. 

3.4.2.1.2 Qualitative 
 

Semi-structured interview transcripts and field notes were used to analyze the qualitative 

data from both the patients and recruiters. Inductive content analysis was utilized to identify 

emerging themes [62]. Inductive content analysis is better suited for research with little to 

no previous studies, indicating this method was appropriate for this study [62]. Data 

organization and management was accomplished using the Dedoose.com software [74]. 
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Two coders, the P.I. and an analyst consultant with over 20 years of qualitative analysis 

experience, had their own login to the system and independently coded for comparisons to 

ensure consistency. 

Using content analysis, the first level analysis involved reading the transcripts followed 

by two coders deriving broad codes independently. A code book containing 22 codes was 

developed (Appendix F). Upon completion of the broad codes and using an iterative process, 

the coders met to discuss and reach consensus on the assigned code groups. The second and 

third level of analysis reconceptualized the code groups into broader, higher-order 

categories, to provide more meaning and description. Finally, the categories, through 

abstraction, were reinterpreted as salient themes, validated by participants' quotes [62]. This 

intercoder agreement between the P.I. and qualitative research consultant increased 

reliability of the interpretive coding process. Excerpts of codes, categories, and themes 

(Appendix G) as well as coding frequencies as reported by Dedoose.com, an app for 

analyzing qualitative data [74] are attached (Appendix H). Coding frequencies were utilized 

to determine the weight in which each barrier or facilitator carried as described by patients 

and recruiters (Appendix H) . 

3.4.2.1.2.1 Qualitative Rigor 
 

Rigor was established following Lincoln and Guba's evaluative criteria of credibility, 

confirmability, transferability, and dependability [61]. Trustworthiness was established 

when the results provided a rich description of the experience that is corroborated by the 

participants. Credibility was established by member checking to validate that; indeed, 

researcher interpretations had been corroborated by the participants as accurate and that the 

research did not silence or marginalize their voice. Additionally, interviews, audio 

recordings, and the transcripts, served to validate the other, ensuring that the data were 
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representative of their experiences. Confirmability was addressed by congruence among two 

people about the accuracy, relevance and meaning of the data. It was further enhanced 

through clear description of the analysis. Transferability was addressed through a clear 

description of the research process and thick, rich description of the findings, enabling the 

reader to transfer information to other like populations and settings. The breadth of 

understanding was strengthened further by including participants of varying ages, genders, 

cancer histories, geographic locations, and recruitment experiences (recruiters). Field notes 

were recorded by hand during and after each interview to enhance replicability, which 

served to strengthen dependability. Field noted included P.I. insights, notes, impressions, 

and were reviewed for relevance to the study data. Interviews were conducted by the P.I. to 

ensure procedure consistency and protocol compliance throughout the study. 

Reflexivity was addressed by the P.I. by reflecting on personal past experiences with the 

study topic and how they may have shaped interpretations. As a previous oncology nurse 

and Hispanic female, I have cared for Hispanic oncology patients who, by their accounts 

and perceptions, were not provided the treatment opportunities as others in their position. 

These concerns fueled my interest in the topic of healthcare inequities among the Hispanic 

oncologic population and the need to examine perceptions of care and treatment. While I 

cannot forget these interactions and their impact on me and my research interest, I had to 

ensure that they did not cloud my judgement throughout the study. I maintained an open 

mind and reported the perceptions as they were presented. Interpretations of the data were 

made with reflection to previous literature and field notes were kept to remind me of the 

potential bias I may bring, as an individual that has personal connections with the population 

being  studied.  Additionally,  I  had  frequent  meetings  with  two  faculty  advisors     and 
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conducted robust discussions to ensure I was not injecting bias during the research and 

analysis process. 

3.4.2.2 Aim 3 
 

To examine the convergence of the patient and recruiter reports of the relative importance 

of the barriers to clinical trial participation, each respective type of barrier received a rank 

value within each sample. For example, if the scores on the lack of mistrust subscale on the 

BCTP were the 3rd highest of all the subscale scores for the sample, then that subscale 

received a value of “3”. The item responses for the respective types of barriers on the Tanner 

questionnaire were ranked in similar fashion for the recruiters. For example, “patients lack 

confidence in medical research” is the respective item on the Tanner questionnaire for the 

“mistrust” subscale on the BCTP. 

Following the quantitative ranking, the qualitative and quantitative data sets were merged 

for each sample group. This data were then utilized to analyze complete data convergence 

and divergence between sample groups. 

3.4.3 Sample size justification 
 

This was not a hypothesis-testing study and thus, the quantitative sample sizes were based 

on the number of participants (patients and recruiters) that were expected to be recruited 

during the proposed study timeline (see sample recruitment section above). The qualitative 

sample sizes were based on sample sizes for data saturation recommendations in the 

literature and findings from qualitative investigators including those conducted in the 

Hispanic population [14, 21, 28-30, 33-37]. 
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CHAPTER 4 
 
 

Results 
 
 

4.1 Sample Characteristics 
 

4.1.1 Patient sample 
 

Of the individuals solicited for enrollment in the study, a total of 95 individuals accessed 

the RedCap® surveys. Eighty-seven accessed the English version of the survey, while 8 

accessed the Spanish version. Of the 87 who accessed the English version, one individual 

opened the survey but completed nothing, two individuals did not meet inclusion criteria, 

and four failed to continue the survey following completion of the demographic questions. 

Of the 8 individuals who accessed the Spanish version, one individual opened the survey 

but completed nothing, one individual failed to continue following the screening questions, 

and one failed to continue following completion of the demographic questions. Therefore, 

the analysis sample for the patient group is comprised of 85 participants (80 from the English 

version, 5 from the Spanish). 

The demographic characteristics of the analysis sample are summarized in Table 4.1.1. 

The median age for the sample was 52 years (N=84, IQR 46-56). Slightly more males (56%) 

than females (43%) participated in the survey and approximately 84% (n=71) participants 

self-reported as White or Caucasian. All participants were Hispanic, with the majority 

reporting as Mexican, Mexican American or Chicano (68.2%, n=58). Sixty percent (n=51) 

reported that they had been recruited into clinical trials in the past, yet only 30.6% (n=26) 

stated that they had participated in clinical trials. 

Table 4.1.1 Patient sample characteristics (N=85) 
 N % Median IQR 
Age 84  52 46, 56 
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Gender     
Male 48 56.5   
Female 37 43.5   

Ethnicity     
Black or African American 1 1.2   
White or Caucasian 71 83.5   
Other 13 15.3   

Hispanic     
Mexican, Mexican American, 
Chicano 

58 68.2   

Puerto Rican 15 17.6   
Cuban 8 9.4   
Another Hispanic, Latin(x), or 
Spanish Origin 

4 4.7   

American Spaniard 1 1.2   
Brazilian 1 1.2   
Dominican 1 1.2   
Panamanian 1 1.2   

Preferred Language 84    
English 70 83.3   
Spanish 14 16.7   

Fluent in Spanish?     
Yes 50 58.8   
No 35 41.2   

Recruited into cancer clinical trials     
Yes 51 60.0   
No 34 40.0   

How did you hear about clinical 
trial? 

 
51 

   

Oncologist 24 47.1   
Primary Care Provider 13 25.5   
Another Medical Provider 5 9.80   
A friend 9 17.6   

Participated in cancer clinical trials     
Yes 26 30.6   
No 59 69.4   

 
 

4.1.2 Recruiter sample 

Of the recruiters solicited for enrollment in the study, a total of 56 at least opened the 

RedCap® survey. Of those 56, three individuals completed nothing, 15 individuals did not 

meet inclusion criteria, and eight failed to complete anything beyond the demographics or 

did not complete the scale used for analysis. Therefore, the analysis sample for the recruiter 
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group is comprised of 30 participants. 
 

Demographic characteristics of the 30 recruiters are summarized in Table 4.1.2. The 

median age for the sample was 37 (IQR 33-52). The majority of participants were female 

(80%, n=24) and more than half self-reported as White or Caucasian (60.0%, n=18) 

Approximately two-thirds of the recruiters were not Hispanic (67%, n=20) while those who 

reported being Hispanic were almost dispersed evenly among country of origin. The 

majority of the sample was not fluent in Spanish (63%), while the other 37% were. 

Table 4.1.2 Recruiter sample characteristics (N = 30) 
 N % Median IQR 
Age 30  37 33, 52 
Gender     

Male 6 20.0   
Female 24 80.0   

Ethnicity 29    
Native American/Native Alaskan 1 3.45   
Asian 4 13.8   
Black or African American 1 3.45   
White or Caucasian 18 62.1   
Other 5 17.2   

Hispanic     
No 20 66.7   
Yes, Mexican, Mexican American, 
Chicano 

2 6.7   

Yes, Cuban 2 6.7   
Yes, Another Hispanic, Latin(x), or 
Spanish Origin 

5 16.7   

Colombian 2 6.7   
Salvadorian 2 6.7   
Spanish-Brazilian 1 3.3   

Preferred Language     
English 27 90.0   
Spanish 3 10.0   

Fluent in Spanish     
Yes 11 36.7   
No 19 63.3   

 
 

4.2 Quantitative Analysis 
 

Results from the BCTP scale, reflecting the patients’ perspective on barriers to   clinical 
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trial participation, are summarized in Table 4.2.1. The higher the score, the greater the 

perceived barrier to participation. The scores range from 1-5, with 5 being the highest. 

Perceived barriers scores were highest for mistrust (median 3.0, IQR 2.4-3.2), followed by 

the lack of familiarity subscale (median 2.8, IQR 2.0-3.0), lack of personal benefits subscale 

(median 2.5, IQR 1.7-3.0), and finally lack of community support subscale (median 2.3, IQR 

1.6-3.0). 

Summaries of responses to the Tanner survey, reflecting the recruiters’ perspective on 

barriers to clinical trial participation, are summarized in Table 4.2.2. The higher the score, 

the greater the agreeance with the statement. Of the 12 items, a patient’s lack of knowledge 

about the idea of clinical trials (median 4.0, IQR 4.0-5.0) scored the highest as a perceived 

barrier among the recruiter population. That was followed closely by a patient’s lack of 

information about available trials (median 4.0, IQR 4.0-4.3), a patient’s fear of participating 

in clinical trials (median 4.0, IQR 3.0-5.0), a patient’s negative perception about clinical trials 

(median 4.0, IQR 3.0-5.0), and a patient’s lack of confidence in or distrust of medical research 

(median 4.0, IQR 3.0-5.0). Unwillingness of local physicians/doctors to engage in accrual 

was the lowest perceived barrier among the group (median 3.0, IQR 2.0-4.0). 

Median patient reports via the BCTP were ranked from highest to lowest; as were the 

individual line items from the Tanner scale that measured similar variables. These ranks are 

shown in Table 4.2.3 in order of greatest to least perceived barrier to clinical trial 

participation. Although patients perceived mistrust (median 3.0, IQR 2.4-3.2) as the greatest 

barrier, recruiters perceived lack of familiarity (median 4.0, IQR 4.0-5.0) as the greatest 

barrier to participation. Patients perceived lack of familiarity (median 2.8, IQR 2.0-3.0) as 

the second highest barrier, while lack of personal benefit (median 4.0, IQR 3.0-5.0) fell 

second for the recruiter group. Lack of personal benefit (median 2.5, IQR 1.7-3.0) was 
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ranked third for the patient group, while mistrust (median 4.0, IQR 3.0-5.0) ranked third 

among the recruiters. Lastly, lack of community support was ranked last as a barrier for both 

patients (median 2.3, 1.6-3.0) and recruiters (median 3.0, IQR 2.0-4.0). 

Table 4.2.1 Hispanic cancer patients’ perspectives on barriers to clinical trial participation, 
using the BCTP Scale (N=85) 
 Median IQR 
Personal Benefit 2.5 1.7, 3.0 
Community 2.3 1.6, 3.0 
Mistrust 3.0 2.4, 3.2 
Familiarity 2.8 2.0, 3.0 
Total Score 2.8 2.0, 3.0 

 
Table 4.2.2 Clinical trial recruiters’ perspectives on barriers to clinical trial participation, 
using the Tanner measure (N=30) 
 Median IQR 
Patients lack knowledge about the idea of clinical trials 4.0 4.0, 5.0 
Patients lack information about available trials 4.0 4.0, 4.3 
Patients have fear of participating in clinical trials (i.e., fearful 
about something untested, fear of randomization) 

4.0 3.0, 5.0 

Patients have negative perceptions about clinical trials (i.e., I will 
be treated like a guinea pig) 

4.0 3.0, 5.0 

Patients lack confidence in or distrust medical research (i.e., 
historical abuses of research participants) 

4.0 3.0, 5.0 

Patients have limited accessibility to trial sites 4.0 3.7, 4.3 
Patients have low literacy or low health literacy 4.0 3.0, 4.0 
Patients’ insurance will not cover clinical trials procedures or 
drugs 

4.0 2.7, 4.3 

Local physicians/doctors are unaware of ongoing trials 4.0 2.7, 4.0 
It is difficult to find potential participants 3.5 2.0, 4.3 
Patients desire other treatments 3.0 2.0, 4.0 
Local physicians/doctors are unwilling to engage in accrual 3.0 2.0, 4.0 

 
Table 4.2.3 Barrier comparisons between patient and recruiter groups 
Rank Patients Rank Recruiters 

Barrier Median IQR Barrier Median IQR 
1 Mistrust 3.0 2.4, 

3.2 
1 [Familiarity] 

“Patients lack 
knowledge about the 
idea of clinical trials” 

4.0 4.0, 
5.0 

2 Familiarity 2.8 2.0, 
3.0 

2 [Personal benefit] 
“Patients have 
negative perceptions 
about clinical trials 

4.0 3.0, 
5.0 
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     (i.e., I will be treated 
like a guinea pig)” 

  

3 Personal 
benefit 

2.5 1.7, 
3.0 

3 [Mistrust] “Patients 
lack confidence in or 
distrust medical 
research (i.e., 
historical abuses of 
research participants)” 

4.0 3.0, 
5.0 

4 Community 2.3 1.6, 
3.0 

4 [Community] “Local 
physicians/doctors 
are unwilling to 
engage in accrual” 

3.0 2.0, 
4.0 

 
 

4.3 Qualitative Analysis 
 

Of the 85 patient participants completing the survey portion of the study, 4 completed 

one-on-one interviews in English. Of the 30 recruiter participants that completed the online 

survey, 15 participated in one-on-one interviews. Saturation was achieved at 4 patient 

interviews and at 8 recruiter interviews. 

4.3.1 Patient themes 
 

4.3.1.1 Theme 1: Inclusivity 
 

The theme “inclusivity” comprises barriers and facilitators a patient may experience 

related to access to cancer clinical trials. The theme addresses the organizational concept in 

the proposed framework, as it discusses factors assisting or inhibiting a patient from 

enrolling in clinical trials stemming from institutional guidelines or study constraints. 

Patients describe transportation, clinical trial scheduling, perceived affordability, and 

meeting inclusion criteria as potentially problematic to their participation. 

Patients voiced concerns about transportation, stating trials need to be “easily able to get 

to.” Further, patients suggested that a trial should have flexible scheduling, because if it 

“interferes too much with [their] work schedule” it would make it “hard” to participate. 

Patients also voiced concerns regarding perceived affordability of clinical trial involvement. 
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Patients were concerned with potential out-of-pocket fees and believe trials made available 

to those with lower incomes would improve participation. Lastly, patients also mentioned 

the need for inclusion criteria improvement. Patients perceive clinical trials aren’t being 

discussed or “offered” due to their cancer stage or because English is not their primary 

language. Patients voiced: 

“I probably would have been open to them [clinical trials] but, again, it’s just no 

one is reaching out to you in the cancer center, or it’s not even a topic of 

conversation at the oncologist. Perhaps it was because I was stage one and not 

something like stage four…” (Patient 1) 

“…I don’t think because of the language barriers that a lot of people are 

asked…” (Patient 3) 

[When asked about facilitators to participation]: “Yeah, that it probably wouldn't 

cost a whole lot out of my pocket” (Patient 3) 

4.3.1.2 Theme 2: Trial education and understanding 
 

The theme “trial education and understanding” includes barriers and facilitators a patient 

may experience related to knowledge and comprehension of the clinical trial process that 

facilitates making an informed decision on participation. This theme addresses the 

intrapersonal concept within the proposed framework, as it discusses factors that stem from 

personal knowledge, attitudes, or characteristics. Two subthemes emerged during analysis 

for this theme: (a) knowledge, familiarity, and understanding, and (b) literacy. 

Knowledge, familiarity and understanding describes the patient’s comprehension and 

acquaintance with the purpose, process, and protocols involved with clinical trial 

participation. Patients discussed not knowing what clinical trials were, how to “become part 

of a trial,” and not having information regarding the “efficacy rates for [their] specific 
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culture.” Patients further described their comprehension of the clinical trial process by 

stating: 

“I know that they are out there, however, I don’t know how I would become part 

of a trial” (Patient 1) 

“I don’t really know a whole let about them. I know the NIH is usually the one 

that I know if they have any clinical trials going on is the company that would do 

them…” (Patient 3) 

Literacy describes the patient’s ability to read and understand information regarding the 

clinical trial. Patients expressed concern for the literacy level of older Hispanics, as they feel 

they have more trouble reading and completing clinical trial paperwork. One patient stated: 

“…the older Hispanics, they're not quite as literate. So yes, you might be able to 

give them a piece of paper to read, but if they can't read, then they're not going 

to tell you they can't read unless you can sense from them, especially in their own 

language…” (Patient 3) 

4.3.1.3 Theme 3: Trust in trials. 
 

The theme “trust in trials” encompasses the patient’s confidence, or lack thereof, in any 

part of the clinical trial participation experience. This theme discusses factors assisting or 

inhibiting a patient from enrolling in clinical trials that stem from the patient-provider or 

patient-recruiter relationship, thus addressing the interpersonal concept in the proposed 

framework. Aspects aiding consideration to participate in clinical trials are included, as 

these may help build and promote trust in the process. Thus, the theme also addresses the 

intrapersonal domain of the SEM, with factors stemming from personal knowledge, 

attitudes, or characteristics. Three subthemes emerged during analysis: (a) trust, (b) gaining 

trust, and (c) participation consideration. 



42  

Trust describes a patient’s confidence in the research process, to include the study 

protocol, recruiter, or provider. The patients described Hispanics “associat[ing] danger” 

with clinical trial participation, not trying new treatments because of lack of confidence, as 

well as having past history clouding their confidence in the process. A participant noted how 

confidence in clinical trials was broken by past history: 

“… [A family member] ended up passing away from leukemia and she had 

participated in a clinical trial. My family kind of blamed that for it. I think it's a 

lot of just association with something traumatic…” (Patient 2) 

Gaining trust describes the activities that can be done to increase and maintain a patient’s 

confidence in the research process. Patients stated that receipt of clinical trial information 

from a trusted source, such as their oncologist, would make them more willing to participate 

in clinical trials. Additionally, having someone review the clinical trial process in detail, in 

“layman’s terms,” helps with confidence in the process, comprehension, and willingness to 

participate. Patients appreciate follow up and help from recruiters and coordinators 

throughout the clinical trial process. Patients noted: 

“Possibly something that would prevent me is not getting the information from 

my oncologist…” (Patient 1) 

“I did end up doing the clinical trial. I did it because a nurse at [name of facility 

removed for anonymity] helped explain the packet…she kind of broke it down for 

me in layman’s terms…” (Patient 2) 

“…cancer patients are really overwhelmed. Just know that there’s so many things 

going on, so many moving pieces…having people reach out and just follow up 

and make sure that it’s kind of in the back of their mind, because there’s so many 

other things going on…” (Patient 2) 
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Participation consideration describes factors that patients may find helpful in building 

confidence in participation. Patients often review the risks and benefits to participation, 

which help build confidence in the clinical trials process. Patients described reviewing 

personal benefits to participation, benefits to other Hispanics, clinical trial incentives, 

efficacy of treatment and treatment type. Patients viewed perceived personal benefit in 

participation “to help [themselves],” benefit to others to “stop them from getting sick too,” 

and efficacy in treatment with minimal invasiveness of procedures, as important factors to 

increase confidence in clinical trials. If a treatment’s efficacy is low, questionable, or 

involves more invasive procedures, confidence in the treatment and clinical trial is 

diminished. Participants voiced: 

“…if I felt the treatment that I was given wasn’t going to work or was 

questionable, then I would want to try something else…” (Patient 1) 

“Some possible side effects would turn me off depending on what it is, if it was 

too broad of a treatment…” (Patient 3) 

“Any kind of invasive treatment or too invasive would probably not make me want 

to do it.” (Patient 3) 

4.3.1.4 Theme 4: Instrumental communication. 
 

The theme “instrumental communication” comprises the processes surrounding the 

utilization of language and languages services during the clinical trial process. Since this 

theme discussed factors that could assist or inhibit a patient from enrolling in clinical trials 

stemming from communication techniques between two or more entities, it addresses 

interpersonal concept in the proposed framework. Two subthemes that emerged from the 

interviews were: (a) translated materials, and (b) translator availability or deficit. 
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Translated material includes any documentation regarding or referring to any part of the 

clinical trial process in written form, to include marketing materials, protocols, trial 

documentation and informed consents. Participants were unaware of any bilingual written 

documentation offered describing clinical trials. Being able to read trial materials “in their 

own language” could facilitate recruitment efforts. Participants stated: 

“…I feel like Spanish forms and flyers are huge. Having things translated into 

Spanish so that they understand is a big one. Just access to those information 

packets that typically aren't there. They're usually just in English…I think access 

to information is key…” (Patient 2) 

“…having information set in a bilingual way so that if there is a lack of English 

understanding, they can read it in their own language.” (Patient 1) 

Translator availability or deficit is defined as a patient’s access to translator or 

interpreter services during the clinical trial process. Patients described the need for 

interpreter services to ensure understanding of all clinical trial procedures. The availability 

of interpreter services was described as “hit or miss.” Patients indicated: 

“…they don’t understand quite everything that’s going on and they really need 

somebody to get them to get the whole gist of what’s going on and what might 

happen…” (Patient 4) 

“…a lot of the Spanish speaking patients…only understand what they are either 

agreeing to or agreeing not to do and they don’t fully, really, really comprehend 

the studies or the treatment…” 

(Patient 3) 
 
 

4.3.2 Recruiter themes 
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4.3.2.1 Theme 1: Inclusivity 
 

The theme “inclusivity” from the recruiters’ perspective comprises barriers and 

facilitators a patient may experience related to access to clinical trials. As with the theme 

discussed in the patient sample, this theme addresses the organizational concept in the 

proposed framework. In addition to describing the organizational concept, it adds factors 

assisting or inhibiting a patient from enrolling in clinical trials stemming from public policy 

guidelines. Therefore, the policy concept within the proposed framework is addressed as 

well. Three subthemes emerged from the analysis: (a) trial accessibility, (b) policy 

qualifiers, and (c) organizational operations. 

Trial accessibility is described as factors related to transportation to and from the clinical 

trial site, flexibility in scheduling of clinical trial procedures, perceived affordability, and 

meeting inclusion criteria to participate. Recruiters described location of the nearest clinical 

trial as a barrier to participation, as patients cannot secure transportation to attend visits 

required for the trial. Recruiters stated that having telehealth visits in lieu of in-person visits 

could assist in mitigating this common barrier. Also noted was increased flexibility in 

scheduling would assist with competing responsibilities, such as childcare. Recruiters stated 

securing reliable childcare was a great concern of their Hispanic participants. Recruiters 

voiced: 

“…access in general is really bad, and with them cutting down all the bus 

lines…coming into downtown is a very difficult thing for people to do…because 

there’s not really a direct route that direction…” (Recruiter 10) 

“…the biggest thing that studies can do to increase participation, is have some 

sort of, even if it was like a few visits or a telehealth visit…it’s much easier for us 
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to call them at home than them come to the hospital for an appointment…” 

(Recruiter 6) 

“… a lot of my patients just say “Oh, I have no childcare. I have no ride to get 

there.” A lot of my patients take public transportation to get to their 

appointments…” (Recruiter 6) 

“…very, very limited time points. So, if a time point is very structured and it's 

very strict, it really, really hinders almost the eligibility of the patient. If we don't 

have a patient that has transportation, or means to get to the hospital, and they 

have to be here within one week, it really, really makes it more difficult…” 

(Recruiter 6) 

“…access to the medical center…I see that a lot of Hispanics that go to small 

clinics in the community and usually those clinics are not involved in research…” 

(Recruiter 12) 

Inclusion criteria can act as a barrier to clinical trial participants, as recruiters indicated 

that many studies require participants to be English-speaking. Even if the patient meets 

medical criteria to participate in the study, they are excluded due to not meeting primary 

language criteria. Recruiters stated: 

“…when they want to participate, the trial is offered in English and the trial says, 

"Only for English-speaking participants". That immediately excluding the non- 

speaking English participants and that's very sad...” (Recruiter 11) 

“…Some of the clinical trials are not open for Latinos, so limitations in inclusion 

of Latinos in clinical trials; because those trials has to be translated in Espanol 

and they have to be approved by the IRB and they have to hire staff.” (Recruiter 

11) 
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“…I think that the only thing that's really harmful for some of my studies, is some 

of the studies are literally only for English speaking patients. And that's not 

through any fault of the patients or anything like that. It's just based on resources 

that the programs have, or something like that. So maybe there's a call center and 

the call center may not have any Spanish speaking employees. And when that 

happens, I can't obviously enroll any patients that don't completely understand 

the English language…” (Recruiter 8) 

Lastly, perceived affordability and insurance coverage may act as barriers to participation. 

Recruiters mentioned insurance coverage may limit inclusion to a study due to policy 

specifics. However, they also note that Medicaid and Medicare are more apt to cover research 

expenses. There is concern for those without insurance coverage, as some expenses are 

expected to be paid by the participant’s insurance plan, thus creating an extensive out-of- 

pocket expense for those without. Recruiters voiced: 

“…a lot of our patients, especially that are local patients, there's no insurance 

barriers or anything like this. Especially since a lot of patients on Medicaid or 

Medicare here. And those ones are very open for research, I've found…” 

(Recruiter 8) 

“…once you go through everything and you find out that they don't have 

insurance and that max them out from coming here, because the only thing that's 

covered by the study is usually only if it's an investigational drug. Everything is 

expected to be paid for by the patient's insurance…” (Recruiter 5) 

“…unfortunately, with our institution, we just have certain insurances that we're 

allowed to take here…” (Recruiter 4) 
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“…if the government would provide free access, I mean, would at least make them 

to feel like they have access to hospitals when they need, not only case of ER visits. 

That would be more helpful…” (Recruiter 12) 

Policy qualifiers describes a participant’s citizenship or immigration status. Recruiters 

discussed how immigration or citizenship status were barriers to participation due to the 

patient’s concern of anonymity. However, recruiters noted if the study qualifies for social 

security exemption, these barriers are mitigated as participants can retain their anonymity 

regardless of legal status. Recruiters described: 

“…minority and rural populations seem to be much more apprehensive about 

sharing their Social Security number with the research team. But I know there are 

exceptions in place. There's a team at the medical center that does Social Security 

exemptions for research studies...So I know there are ways around it…” 

(Recruiter 9) 

“…being able to serve the undocumented community would be really helpful as 

well I think, without them being afraid to access care…” (Recruiter 10) 

“…I mean, I've been in situations where maybe they're not U.S. citizens, and they 

are very standoffish...they don't want to give you any information that could get 

them into trouble…” (Recruiter 1) 

Organizational operations indicate the culture of an organization and institutional 

guidelines that may promote or inhibit participation from the Hispanic oncologic population. 

Recruiters noted some institutions may be “better equipped” to handle diverse populations 

and thus are more successful in securing participants for clinical trials. For example, having 

diverse, culturally competent employees assisting the population makes the organization 
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more inviting to participants. Patients need to be familiar with and trust the institution where 

the clinical trials are being completed to consider participating. 

“…when this information is coming from an organization that they know and 

trust, even if it's a very small organization, that's going to hold a whole lot more 

weight…” (Recruiter 13) 

“…it's Caucasian that comes in here most of the time, and I feel like that's 

threatening when a minority population walks in, and everybody they see is 

Caucasian. All the doctors are Caucasian…” (Recruiter 1) 

“…the mentality of the teams that have been focused in clinical trials for so many 

years - only including whites - has to change too. So it's not only the community 

that we need to change or the engagement, it's the internal system that we 

have…has to be a little bit more open, open train, have more resources, more 

financial resources to be able to include the community input a little bit more…” 

(Recruiter 11) 

4.3.2.2 Theme 2: Trial education and understanding 
 

The theme “trial education and understanding” from the recruiters’ perspective includes 

barriers and facilitators a patient may experience related to the knowledge or comprehension 

understanding of the clinical trial process that may facilitate making an informed decision on 

participation. This theme discusses factors assisting or inhibiting a patient from enrolling in 

clinical trials that stem from the patient-provider relationship, patient-recruiter relationship, 

personal knowledge, attitudes, or characteristics. Therefore, it addresses both the 

intrapersonal and interpersonal concepts of the proposed framework. Three subthemes 

emerged during analysis for this theme: (a) knowledge, familiarity, and understanding, (b) 

literacy, and (c) effective communication. 
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Knowledge, familiarity and understanding describes the potential participant’s 

comprehension and acquaintance with the purpose, process, and protocols involved with 

clinical trial participation. Recruiters noted that many potential study participants do not 

know clinical trials exist or do not completely comprehend what clinical trials are, so they 

have greater hesitancy to participate. It was voiced if more education was available to 

patients, including relevant marketing to the population, patients may be more “accepting 

once they understand it more”. Recruiters went on to state: 

“…. I think just getting the knowledge out there about research and clinical trials 

is the most beneficial…” (Recruiter 3) 

“…And those minority populations don't even know research exists, so that isn't 

an option to them…” (Recruiter 3) 

“…Another thing that I believe would be very helpful in general, if the TV shows, 

especially related for the Spanish population, they would have a space just talking 

about research…” (Recruiter 12) 

“They just don't understand what we're going to be doing” (Recruiter 1) 
 

Literacy describes the patient’s ability to read and understand information regarding the 

clinical trial. Recruiters stated the patient’s ability to make an informed decision on 

participation could be impaired due to poor understanding of healthcare and treatment 

options. Translation services can assist but including family members as conversation 

facilitators improved this barrier. Recruiters stated: 

“…if they're older and a child can't come with them, that usually facilitates their 

decision-making, they just think, "Well, let me just say no, because my child isn't 

here to help me decipher if I should do this or not”… (Recruiter 7) 
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“…her health literacy was low and she was alone in the clinic and didn't have 

her daughter with her...I called the patient with a Spanish translator outside of 

the clinic and offered to three-way call her with the daughter, that way we could 

all have a discussion…” (Recruiter 7) 

Effective communication describes the way the participant is provided information 

regarding the clinical trial to ensure understanding of the process. Potential participants need 

to understand and confirm that clinical trials aren’t just “experiments” on them. Clear 

communication, at their level of understanding, facilitates the clinical trial participation 

process. Recruiters stated: 

“If the study is not very well defined, and if the study has a lot of jargon that we 

have to go over, that is very difficult for others to understand... It makes them shy 

away from it. If it's not something that they're fully on board with, and that they 

fully understand completely, they're just going to run away from it…” (Recruiter 

6) 

“…help them understand that we're not doing experiments. This is what's been 

conveyed to me personally on numerous occasions. We're not doing experiments 

on them because they're Hispanic. We're not using them because we don't want 

to use a white person. We're doing it because we need to know that it works in all 

populations not just in the white population…” (Recruiter 9) 

4.3.2.3 Theme 3: Trust in trials 
 

The theme “trust in trials” from the recruiters’ perspective encompasses the patient’s 

confidence, or lack thereof, in any part of the clinical trial participation experience. This 

theme discusses factors assisting or inhibiting a patient from enrolling in clinical trials that 

stem  from  the  patient-provider  or  patient-recruiter  relationship,  thus  addressing       the 
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interpersonal concept in the proposed framework. Aspects aiding consideration to participate 

in clinical area included, as these may help build and promote trust in the process. Thus, the 

theme also addresses the intrapersonal concept, with factors stemming from personal 

knowledge, attitudes, or characteristics. Three subthemes that were similar to the patient 

group emerged during analysis: (a) trust, (b) building and gaining trust, and (c) participation 

consideration. 

Trust describes the patient’s confidence in the research process, to include the study 

protocol, recruiter, or provider. Recruiters noted that distrust in the health care system still 

exists within the population, which hinders confidence of the research process, the provider, 

and the recruiter. Recruiters noted that potential participants have voiced concerns over 

getting different treatment “because they’re Hispanic” or being treated as “test subjects” 

when dealing with their health. However, recruiters also noted that although there may be 

trepidation in the population to participate, if there is trust in the provider, the patient was 

more willing to participate in the study. Recruiters stated: 

“…Usually, if the doctor talks to them first, they feel more comfortable with... 

Somehow, they have a lot of trust on the physicians…” (Recruiter 12) 

“…There's a lot of misconception of research…The common question is what are 

you going to do with my blood? Are you selling my blood? Why do I have to get 

blood work? Why do I need to get so many blood works every month or sometimes 

every week or every two weeks? So, I think it's just that they don't know enough 

about research. They distrust research and they also have misconception of 

research too…” (Recruiter 14) 
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“…So I don't know if it's because there's some distrust between non-Hispanic and 

Hispanic communities, that they're not comfortable with a non-Hispanic 

practitioner…” (Recruiter 10) 

Building and gaining trust describes the activities that can be done to promote, increase 

and maintain a patient’s confidence in the research process. Recruiters noted difficulty in 

developing trust and identified ways to approach potential participants that could help build 

trust with the population. Recruiters stated that utilizing “culturally appropriate education 

materials,” working with a trusted physician to recruit, and working with patients in their 

native language facilitate trust building and increase the likelihood of participation. 

Recruiters further stated: 

“…it does take a longer amount of time and it's harder to build a relationship 

with a patient whenever you don't speak Spanish.” (Recruiter 7) 

“…one thing that helps with recruitment, no matter what culture you're dealing 

with, but if you have a physician that's on board…and that physician says, "Hey, 

this is [name removed for anonymity]. She's going to talk to you about this 

lymphedema study." That opens the door because it's almost like they trust their 

doctor. If she's sending you in…That's one foot in the door…” (Recruiter 1) 

“…they find out about the study in their culture, whether it's their church, if it's a 

Jewish population, at their synagogue, whatever, they're just going to be a little 

bit more trusting…you have to build their trust. That may mean multiple visits, 

multiple phone calls, handouts, meet with them, before they will ever commit to 

doing your study. It may be that for the first visit or two, it's just a social visit…” 

(Recruiter 1) 
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Participation consideration from the recruiters’ perspective describes factors that 

patients may find helpful in building confidence in participation. Potential participants utilize 

efficacy of treatment, treatment type, study incentives to participate, altruism, and weigh 

risks and benefits to treatment to build their confidence in the clinical trials process. 

Recruiters noted altruism as a facilitator to participation, as potential participants exhibiting 

altruism reported “support[ing] science” and that “advancing science is good for the 

community”. Treatment efficacy and type can hinder participation as patients will turn down 

participation if there is a safety concern or if there is an “easier” treatment option that may 

be less invasive. Lastly, incentives may assist with potential burden of participation, however 

a recruiter also noted that incentivizing studies makes it seem as though the researchers must 

“sweeten the pot” for participation, which may cause concern. Recruiters also voiced: 

“…the main deterrent was really just lack of research in specific to side effects, 

amongst certain demographics specifically in different races. I have a lot of 

patients that ask, is side effects increased amongst different populations, 

Hispanics, African -Americans, etc.” (Recruiter 3) 

“…[Patients state:] No, I'll take the standard of care treatment. I'll take the quote 

unquote "easier route" and just have this one appointment, where it takes care of 

my issue, and I'm good to go for six months or a year," whatever it may be…” 

(Recruiter 6) 

“…Some women are all for it. And they don't have a lot of barriers, and if they 

do, they're willing to figure it out if the study is going to be worth their while…” 

(Recruiter 6) 

4.3.2.4 Theme 4: Instrumental communication 
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The theme “instrumental communication” from the recruiters’ perspective comprises the 

processes surrounding the utilization of language and languages services during the clinical 

trial process. As with the theme from the patient sample, this theme discusses factors assisting 

or inhibiting a patient from enrolling in clinical trials that stem from communication 

techniques between individuals, thus addressing the interpersonal concept in the proposed 

framework. Similarly, two subthemes emerged from the interviews: (a) translated materials, 

and (b) translator availability or deficit. 

Translated material is defined as any documentation regarding or referring to any part of 

the clinical trial process that is in written form - marketing materials, protocols, trial 

documentation or informed consents. Several recruiters expressed having translated materials 

facilitates the recruitment and participation process. Several noted deficits in the availability 

of translated materials and informed consents, which has caused barriers within the clinical 

trial process. Further, one participant in the study noted never having seen a Spanish informed 

consent at their institution. Others noted: 

“The one thing that I really come across is that a lot of times we don't have a 

Spanish consent form.” (Recruiter 1) 

“Well, on the same end, you do see some studies that right when they open they 

are allowing you to have a Spanish consent, fully translated. If I could think back 

of sometimes an institutional barrier is we would create a short form and of 

course, to get things translated, costs money and different times, depending on 

budget...So when you see a study who has translated the consent, and he has a 

certificate of translation, that is nice knowing that they've done the legwork for 

you. And so that does help…a lot of studies will say that it's difficult, again, to 
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translate and get the same message across or the same question across…” 

(Recruiter 15) 

“…So sometimes I'll get little extra materials like brochures and stuff like that. 

And those may only be provided to me in English, whereas if they were possibly 

in Spanish, that might be a little bit more helpful…” (Recruiter 8) 

Translator availability or deficit is defined as a patient’s access to translator or interpreter 

services when needed during the clinical trial process. Recruiters noted difficulty in finding 

interpreter and recruiter services to facilitate communication with Hispanic, Spanish- 

speaking participants. Further, if accessible, those services are not always readily available, 

which causes problems when a patient calls with questions or concerns and the recruiter 

cannot communicate with the patient. A recruiter expressed witnessing a “loss of enthusiasm” 

with potential participants when confronted with the issue of limited translation services. 

Lastly, when translators are available, having a third person now involved in the process can 

also hinder rapport. Recruiters voiced having a coordinator or recruiter who can speak 

Spanish is the “ideal situation”. Others stated: 

“When we don't have, we do need someone that has formal training as an 

interpreter, which sometime it can be hard to find someone that formally has the 

title. Our IRB don't allow us to use someone from the staff that is proficient, but 

don't have the official title as interpreter. That also sometimes is a issue because 

sometimes we find there's a potential patient right there, but we don't have any 

interpreters available, so then we miss the patient. I think if we could use someone 

that could speak Spanish, instead of someone that has formal education as 

interpreter, that would be helpful as well…” (Recruiter 12) 
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“I think the best thing that has been implemented already, and that's kind of just 

where my mind goes, is the use of a translator. If someone in their native tongue, 

isn't speaking it, like there's not a coordinator that speaks Spanish, for example, 

as long as there's a translator, I think patients are more inclined. And that was a 

policy that my institution has put in place, that the patient cannot sign a consent 

form without someone speaking their own language. And it's really, really 

helped.” (Recruiter 6) 

“I've been a cancer researcher for 10 years now. So I've seen a lot of patients 

over the course of that time, and I had very few Hispanic patients. I know that at 

my last facility, we didn't have any kind of translation or interpreter department. 

And so we didn't have the option to have any Spanish speaking patients, so that 

may have contributed some to that issue…” (Recruiter 10) 

4.3.2.5 Theme 5: Community outreach and support 
 

The theme “community outreach and support” encompasses Hispanic engagement, 

education, and support throughout the clinical trial process. Community can also be described 

within the Hispanic oncological population into subcommunities, such as religious 

affiliations and geographical areas. This theme addresses the community concept within the 

proposed framework, as it describes factors that assist or inhibit a patient’s clinical trial 

enrollment stemming from community resources or the community network. Two main 

subthemes emerged during analysis of the data: (a) engaging and educating the community 

and (b) community support. 

Engaging and educating the community describes the activities that researchers and 

recruitment personnel complete to reach the population sought for the studies. These 

activities can include having speakers in the community, creating community   partnerships 
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with leaders, and completing educational activities with groups to better inform them of the 

clinical trial process. Several recruiters noted that going out into the community and speaking 

with the patients about the research, providing them with resources and information, would 

facilitate clinical trial recruitment. Recruiters felt that more outreach should be completed, 

noting greater integration into the Hispanic community being needed, along with more work 

with Hispanic religious communities and community centers. Additionally, recruiters and 

researchers need to engage and communicate with local human service agencies that the 

Hispanic community trusts. 

“…You need to continue being engaged with the Hispanic 

community…developing those relationships help recruit in any moment for 

different types of clinical trials. But there is not that involvement. I don't see too 

many researchers in the community working with the community, gaining, doing 

talks, and letting the community know them. I struggle a lot finding the Spanish 

speaking researchers that go with me to talk about something, about any clinical 

trial that is specific or about cancer clinical trials…And in the other hand, from 

the medical system or from the research organization, they have to send 

everything in the language and with the respect of the culture, cultural norms, to 

be able to attract and to include that population…” (Recruiter 11) 

“I'm very, very lucky that I get to work with an outreach program at our institution 

that we partner with local hospitals and kind of the lesser fortunate areas of town 

to be able to offer some clinical trials to minority population.” (Recruiter 3) 

“I think just that reaching the community and making them aware of... That could 

be something just kind of doing presentations and just kind of knowing what is 
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research, who are working there, so the people there and what are the results they 

were having…” (Recruiter 14) 

Community support details any assistance or encouragement the patient may need with 

participation in clinical trials, to include religious support, help with family obligations, and 

aid from local agencies. A recruiter mentioned greater success in participation accrual in 

areas that geographically have a more diverse population. Recruiters also mentioned that 

patients often do not want to be a burden on their community with participation scheduling, 

childcare, and transportation. Therefore, being a perceived burden on others in the 

community can hinder participation. 

“…I feel like my Hispanic patients that I take care of, family is ultimately number 

one. I've never seen patients so well taken care of. And they just have so many 

people who want to help them. And it's heartwarming. And I think a lot of times 

they think I don't want to put my family through much, I don't want to have them 

come to extra visits or add this extra burden on them…” (Recruiter 15) 

“…but we have had better success at other hospitals that's more in the downtown 

area. So that helps. It's more of a diverse population in that area than where we're 

at…” (Recruiter 4) 

“…they need to really be included with local human service agencies that the 

community trusts. Those are really much more successful. You're going to be able 

to get much more participation for the Hispanic community when it's a small 

office of case managers that help…” (Recruiter 13) 

4.3.3 Convergence and Divergence of Themes 
 

Patients and recruiters both discussed barriers and facilitators within the themes of 

inclusivity,   trial   education   and   understanding,   trust   in   trials,   and         instrumental 
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communications. Although some themes addressed more concepts from the proposed 

framework than others, convergence was seen in four of the five themes. Divergence was 

seen regarding community outreach and support, as this was a theme not discussed in the 

patient sample as it was in the recruiter sample. Figure 4.3 below highlights the convergence 

and divergence seen between the two samples regarding subthemes and their associated 

concepts. Items in red are facilitators, items in black are barriers, and items in white are 

both, barriers and facilitators.  

Figure 4.3 Convergence and Divergence of Subthemes Between Sample Groups 

 

4.4 Convergence of Quantitative and Qualitative Data 
 

Given the embedded research design [63], quantitative and qualitative findings were 

combined for the patient and recruiter participant groups and summarized in Table 4.4.1 and 

Table 4.4.2, respectively. Although qualitative findings were originally sought to inform the 

quantitative methods of this study, there is evidence of convergence in each participant group. 
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Within the patient participant group, qualitative and quantitative data converged among 

three of the four BCTP subscales: lack of personal benefit, mistrust, and lack of familiarity. 

Divergence was seen for lack of community support, the fourth subscale on the BCTP in that 

the issue was not mentioned in the qualitative responses. The qualitative data brought greater 

depth to the subscales, as items like mistrust were able to be further broken into subthemes 

of building trust and mistrust in research. 

Within the recruiter participant group, qualitative and quantitative data converged among 

nine of the twelve items on the Tanner scale (see Table 4.4.2 below). Divergence was seen 

with the other three items: local physicians are unaware of ongoing trials, it is difficult to find 

potential participants, and local physicians are unwilling to engage in accrual, as these topics 

did not arise during qualitative interviews with the recruiters. Like the results in the patient 

group, the recruiter group also saw added value to the qualitative data secured, as areas like 

community outreach and support were added to the data set. 

 
Table 4.4.1. Patient Sample Data Convergence and Divergence 

Concept Qualitative Quantitative (BCTP) 
Intrapersonal Code: personal benefit 

Theme: trust in trials 
Exemplary Quote: “Well, I think if I 
felt that the treatment that I was 
given wasn't going to work or was 
questionable, then I would want to 
try something else or perhaps if I 
had tried treatments and I was still 
battling cancer, I would try 
something else” 

Lack of personal benefit 

Median 2.5, IQR 1.7-3.0 

Community Not discussed Lack of community support 
 
Median 2.3, IQR 1.6-3.0 

Interpersonal Code: mistrust in research 
Theme: trust in trials 
Exemplary Quote: “They associated 
danger with that [participation]” 

Mistrust 
 
Median 3.0, IQR 2.4-3.2 

Intrapersonal Code: familiarity or knowledge Lack of familiarity 
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 Theme: trial education and 
understanding 
Exemplary Quote: “More 
information about what kind of 
clinical trials are out there for 
cancer research. Because unless 
you really go digging for it, you 
don't learn too much on your own” 

Median 2.8, IQR 2.0-3.0 

Organizational Code: access to trials 
Theme: inclusivity 
Exemplary Quote: “Like work 
schedule because... Yeah, 
scheduling because if it interferes 
too much with my work schedule, 
that would be hard” 

N/A 

Organizational Code: inclusion/exclusion criteria 
Theme: inclusivity 
Exemplary Quote: “…I don't think 
because of the language barriers 
that a lot of people aren't asked 
about it. They have to find out about 
treatment research themselves…” 

N/A 

Organizational Code: perceived cost 
Theme: inclusivity 
Exemplary Quote: “that they'd be 
made available to even people of 
low income, that there was ways to 
have that done” 

N/A 

Intrapersonal Code: literacy 
Theme: trial education and 
understanding 
Exemplary Quote: “…the older 
Hispanics, they're not quite as 
literate. So yes, you might be able to 
give them a piece of paper to read, 
but if they can't read, then they're 
not going to tell you they can't read 
unless you can sense from them, 
especially in their own language. 
Because that happens a lot, the 
illiteracy in the Hispanic 
population. That if they can't read 
what you give them, even in their 
own language that they have the 
actual translator to explain and 
help them through it” 

N/A 

Interpersonal Code: translated materials N/A 
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 Theme: instrumental 
communication 
Exemplary Quote: “We could try 
having information set in a 
bilingual way so that if there is a 
lack of English understanding, they 
can read it in their own language” 

 

Interpersonal Code: translator deficit 
Theme: instrumental 
communication 
Exemplary Quote: “Because I know 
there's some translators some 
places, and then some it's hit or 
miss if I know someone” 

N/A 

Interpersonal Code: trusting communication 
Theme: trust in trials 
Exemplary Quote: “Yeah, because if 
it's coming from somebody with a 
medical background [inaudible] 
that much more effective than me 
telling them secondhand what I 
heard on the call” 

N/A 

Interpersonal Code: building trust 
Theme: trust in trials 
Exemplary Quote: “I mean, I would 
say cancer patients are really 
overwhelmed. Just know that there's 
so many things going on, so many 
moving pieces, so many, even just 
psychologically, a lot of things 
going on. Follow up, making sure 
that you're not leaving it in just my 
hands like, "Hey, here's this clinical 
trial packet. Let us know if you want 
to participate…” 

N/A 

Intrapersonal Code: type of treatment 
Theme: trust in trials 
Exemplary Quote: “Any kind of 
invasive treatment or too invasive 
would probably not make me want 
to do it” 

N/A 

Intrapersonal Code: altruism 
Theme: trust in trials 
Exemplary Quote: “…and others 
too. To stop them from getting sick” 

N/A 

 

Table 4.4.2. Recruiter Sample Data Convergence and Divergence 
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Concept Qualitative Quantitative (Tanner) 
Intrapersonal Code: familiarity or knowledge 

Theme: trial education and 
understanding 
Exemplary Quote: “They just don't 
understand what we're going to be 
doing” 

“Patients lack knowledge 
about the idea of clinical 

trials” 
 

Median 4.0, IQR 4.0 – 5.0 

Intrapersonal Code: available trials 
Theme: trial education and 
understanding 
Exemplary Quote: “And those 
minority populations don't even 
know research exists, so that isn't 
an option to them” 

“Patients lack information 
about available trials” 

 
Median 4.0, IQR 4.0 – 4.3 

Interpersonal Code: fear/mistrust in research 
Theme: trust in trials 
Exemplary Quote: “…I have 
worked with a number of patients 
who have expressed a distrust of 
the research experience. They don't 
want to feel like they're test 
subjects, or something's being 
tested on them. Or that they don't 
want to feel like they're not getting 
the treatment that everybody else is 
getting. They're getting some sort of 
experimental thing that they don't 
know what's going to happen. 
Those are, I think, my two biggest 
barriers” 

“Patients are afraid of 
participating in clinical 
trials (i.e., fearful about 

something untested, fear of 
randomization)” 

 
Median 4.0, IQR 3.0 – 5.0 

Organizational Code: inclusion / exclusion criteria 
Theme: inclusivity 
Exemplary Quote: “Some of the 
clinical trials are not open for 
Latinos, so limitations in inclusion 
of Latinos in clinical trials; because 
those trials has to be translated in 
Espanol and they have to be 
approved by the IRB and they have 
to hire staff” 

N/A 

Interpersonal Code: mistrust in research 
Theme: trust in trials 
Exemplary Quote: “I think the 
biggest thing, again, is just kind of 
that mistrust of the research 
process. They feel like they're test 
subjects or like a lab rat…” 

“Patients have negative 
perceptions about clinical 
trials (i.e., I will be treated 

like a guinea pig)” 
 

Median 4.0, IQR 3.0 – 5.0 
“Patients lack confidence in 
or distrust medical research 
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  (i.e., historical abuses of 
research participants)” 

 
Median 4.0, IQR 3.0 – 5.0 

Organizational Code: Access to trials 
Theme: Inclusivity 
Exemplary Quote: “First, access to 
the medical center. At least for my 
experience, I see that a lot of 
Hispanics that go to small clinics in 
the community and usually those 
clinics are not involved in research. 
If they don't have access because 
just like the one that I work with, it 
makes harder for us to recruit 
there” 

“Patients have limited 
accessibility to trial sites” 

 
Median 4.0, IQR 3.7 – 4.3 

Intrapersonal Code: health literacy 
Theme: Trial education and 
understanding 
Exemplary Quote: “her health 
literacy was low and she was alone 
in the clinic and didn't have her 
daughter with her. And so, I called 
the patient with a Spanish 
translator outside of the clinic and 
offered to three-way call her with 
the daughter, that way we could all 
have a discussion, that would kind 
of simulate what it was like pre 
pandemic and had better success 
that way. So, I think trying to 
include family members when 
possible, of course, if the patient 
wants a family member included” 

“Patients have low literacy 
or low health literacy” 

 
Median 4.0, IQR 3.0 – 4.0 

Organizational Code: insurance barriers 
Theme: inclusivity 
Exemplary Quote: “Well, I know 
from our area of the diversity 
aspect, we have a lot of patients 
that aren't able to come to our 
clinic because of their insurance 
issues. So, a lot of those people are 
seen at other facilities where we're 
working with them currently to try 
to open a multi-site research 
facility so that we were able to 
capture minorities, but our main 
issue is insurance” 

“Patients’ insurance will not 
cover clinical trials 

procedures or drugs” 
 

Median 4.0, IQR 2.7 – 4.3 
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Organizational Not discussed “Local physicians/doctors 
are unaware of ongoing 

trials” 
 

Median 4.0, IQR 2.7 – 4.0 
Organizational Not discussed “It is difficult to find 

potential participants” 
 

Median 3.5, IQR 2.0 – 4.3 
Intrapersonal Code: personal benefit 

Theme: trust in trials 
Exemplary Quote: “I have been 
declined a lot whenever the patients 
just desire hysterectomy and just 
want to solve their problem once 
and for all” 

“Patients desire other 
treatments” 

 
Median 3.0, IQR 2.0 – 4.0 

Interpersonal Not discussed “Local physicians/doctors 
are unwilling to engage in 

accrual” 
 

Median 3.0, IQR 2.0 – 4.0 
Organizational Code: organizational culture 

Theme: inclusivity 
Exemplary Quote: “…it's 
Caucasian that comes in here most 
of the time, and I feel like that's 
threatening when a minority 
population walks in, and everybody 
they see is Caucasian. All the 
doctors are Caucasian” 

N/A 

Policy Code: citizenship status 
Theme: inclusivity 
Exemplary Quote: “I mean, I've 
been in situations where maybe 
they're not U.S. citizens, and they 
are very standoffish, and don't want 
to... they don't want to give you any 
information that could get them into 
trouble” 

N/A 

Community Code: community engagement 
Theme: community outreach and 
support 
Exemplary Quote: “I'm very, very 
lucky that I get to work with an 
outreach program at our institution 
that we partner with local hospitals 
and kind of the lesser fortunate 
areas of town to be able to offer 

N/A 
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 some clinical trials to minority 
population” 

 

Community Code: community support 
Theme: community outreach and 
support 
Exemplary Quote: “…I feel like my 
Hispanic patients that I take care 
of; family is ultimately number one. 
I've never seen patients so well 
taken care of. And they just have so 
many people who want to help 
them. And it's heartwarming. And I 
think a lot of times they think I don't 
want to put my family through 
much, I don't want to have them 
come to extra visits or add this 
extra burden on them” 

N/A 

Interpersonal Code: communicating for 
understanding 
Theme: trial education and 
knowledge 
Exemplary Quote: “communicate 
with them at their level so they 
understand it” 

N/A 

Interpersonal Code: building trust 
Theme: trust in trials 
Exemplary Quote: “gaining that 
trust on the front end is just really 
important” 

N/A 

Interpersonal Code: mistrust of provider 
Theme: trust in trials 
Exemplary Quote: “So I don't know 
if it's because there's some distrust 
between non-Hispanic and 
Hispanic communities, that they're 
not comfortable with a non- 
Hispanic practitioner” 

N/A 

Interpersonal Code: trusting communication 
Theme: trust in trials 
Exemplary Quote: “We just tread 
lightly with it, as long as we're 
honest and open, and have just a 
genuine conversation. Still get the 
information that we need. 
Obviously, that's our job, but 
making sure that the patient feels 
comfortable, it's going to open a lot 
more doors for us with the patients, 

N/A 
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 because it's very, very easy for the 
patient just to close up and say, 
"Hey, I don't want to hear any 
more." 

 

Intrapersonal Code: altruism 
Theme: trust in trials 
Exemplary Quote: “support to 
science, support in the 
advancements of science from the 
Hispanic community” 

N/A 

Interpersonal Code: translated materials 
Theme: instrumental 
communication 
Exemplary Quote: “the one thing 
that I really come across is that a 
lot of times we don't have a Spanish 
consent form” 

N/A 

Interpersonal Codes: translator deficit & 
translator barriers 
Theme: instrumental 
communication 
Exemplary Quote: “they don't have 
anybody with them that can 
interpret it for them, and maybe we 
don't even have an interpreter 
available. A lot of our instruments 
have not been tested in a Hispanic 
version” 

N/A 

 

4.5 Revised Conceptual Framework 
The conceptual framework was updated with the findings of the study. Although the 

five main concepts remain unchanged, items detailed within them were updated to add 

qualitative and quantitative findings, such as the removal of “shared-decision making” 

under the community concept, as this was not perceived to be a factor from either patients 

or recruiters. Additionally, items such as “trust in the provider” and “communication” were 

updated to “trust (building, gaining, maintaining)” and “trusting communication” under the 

interpersonal concept, since trust was described in greater detail as an action term than 

simply an emotion. Further, “communication” was vague under the original interpersonal 

concept and thus “trusting communication” describes the form of communication needed to 
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facilitate participation, as perceived by patients and recruiters. The community concept was 

updated to include “community engagement”, as this describes the actions needed to 

achieve participation, rather than simply noting “community resources”. The policy concept 

was updated to simply note citizenship and immigration status, while the intrapersonal 

concept added “altruism” and “familiarity” of clinical trials. This revised framework 

reflects the most recent data on the subject and will guide future intervention development. 

 
 

Figure 4.5 Revised Conceptual Framework 
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CHAPTER 5 
 
 

Discussion 
 
 

5.1 Meaning of Findings in Relation to Aims 
 

The rates in which Hispanic patients participate in cancer clinical trials remains low, even 

with cancer being the primary cause of death within the population [1]. This study sought to 

elucidate barriers and facilitators of Hispanic participation in cancer clinical trials, as 

perceived by both patients and recruiters. Research completed previously failed to 

substantially represent the perceptions of Hispanic oncology patients and the recruiters 

working arduously to recruit them into clinical trials [5,6]. This study secured both 

perspectives, utilizing an embedded mixed-methods research design, to bring new light to 

the topic that has remained of the utmost importance. This design allowed qualitative one- 

on-one interviews to strengthen the discussion regarding perceptions while also addressing 

factors not measured by the quantitative instruments. 

Patients perceived several intrapersonal, interpersonal, organizational, and community 

factors as barriers or facilitators to clinical trial participation, which were a reflection of the 

related SDOH. Recruiters perceived several of the same, with the addition of policy factors. 

Several factors noted in previous research, such as mistrust and clinical trial education 

surfaced as anticipated during the study [1,16,18,21-22]. However, other factors previously 

noted in research, were expounded upon, such as deficiency in translation services and 

materials [21]. As expected, convergence was seen between the patient and recruiter groups 

regarding several factors, such as trial accessibility and healthcare access concerns, however 

divergence was seen when discussing factors more procedural in nature, such as community 

engagement or inclusion criteria. These results will add to the current literature and aid in 
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intervention development for both patients and recruiters to increase clinical trial 

participation for the Hispanic oncological population as well as highlight the need to account 

for the impact of the SDOH experienced by this vulnerable population. 

5.1.1 Aim 1 
 

Patients identified several factors as either facilitating or impeding clinical trial 

participation in cancer clinical trials. Mistrust, lack of familiarity in clinical trials, lack of 

personal benefits, and lack of community support were reported as factors that hindered 

clinical trial participation, from greatest to least, respectively. These findings mirror the 2016 

study in which the same instrument was utilized, correlating religiosity to clinical trial 

participation among Latina women, as they too placed the factors in this order [40]. Although 

the current study achieved a greater diversity in the patient sample group, the results were 

consistent. 

Qualitative data collected in the current study reflected greater depth of barriers and 

facilitators to clinical trial participation, as patients described barriers within the themes of 

inclusivity, trial education and understanding, trust in trials, and instrumental 

communication. 

Inclusivity. Patients discussed concerns with access to trials, to include transportation 

concerns, scheduling conflicts, and perceived out-of-pocket expense. Patients noted that 

clinical trials would need to be “easy to get to,” and flexible to schedule, since working 

around a work schedule would be difficult. Also, patients expected clinical trial participation 

include out of pocket costs and believed more patients could participate if they were “made 

available” to people of “low income”. These barriers are similar to what has been previously 

reported in the literature, as patients were concerned with work constraints and the 

implications of participating in clinical trials, such as missed pay and childcare   [19,22,71]. 



72  

Further, in a qualitative study conducted in 2005, only 50% of participants noted feeling as 

though they could overcome a transportation barrier to access clinical trials [20]. 

Trial education and understanding. Patients expressed feelings of inadequate education 

regarding clinical trials, as they noted that they were simply provided with a packet to read. 

Further, one patient noted that clinical trial information isn’t readily available, and a patient 

would need to go research the information on their own to learn about trial processes and 

availability. Regarding clinical trial knowledge, understanding, familiarity, and literacy, of 

those participating in the interviews, only one was a previous participant in a clinical trial 

and spoke to that experience. Qualitative focus groups conducted in 2012 showed similar 

findings, as 30% of participants had previously heard of clinical trials [21]. 

Instrumental communication. Patients discussed concerns with instrumental 

communication services, especially translator deficits, and lack of translated materials. 

Patients noted that most information packets provided regarding cancer clinical trials are in 

English, thus excluding those who are Spanish speaking. Translator availability is of concern, 

as patients note they are not always readily available, and a patient would want this service 

to guide them and answer questions that may arise during and throughout the trial. A 

qualitative study conducted in 2005 reported that 38% of Latinas who were interviewed 

identified communication in Spanish or with a translator was an important factor to 

participation in breast cancer prevention trials [20]. Patients need clinical trial information 

provided in the language in which they have the most understanding. 

Trust in trials. Another strong theme seen within the literature in several minority 

populations is that surrounding trust in any part of the research process. Participants in this 

study noted the need to receive information from a trusted individual, with one noting “not 

getting the information from [their] oncologist” would deter their participation. Therefore, a 
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trusted source helps build and maintain the trusting relationship needed for participation in 

research. Patients seek out trusted individuals for clinical trial information and many had 

levels of mistrust, perceiving their involvement as “guinea pigs” [1,21]. Additionally, trust 

can also be deterred by past experience, as one participant noted family trust was broken 

when a family member was perceived to be adversely affected by the clinical trial. We have 

seen this mistrust in the literature surrounding history of abuse of vulnerable populations in 

research, therefore trust must be fostered and built to facilitate participation [71]. 

Lastly, along with building, maintaining, and fostering trust, patients discussed personal 

and altruistic benefits from participation, as well as concern for invasiveness of treatment 

and efficacy. If patients perceived the treatment to be “questionable,” “too invasive,” or if it 

failed to “help” them or others in the community, participation would be declined. A study 

found that of 14 Latinas interviewed, the theme of perceived benefits, weighed heavily on 

their intent to participate. Namely, 42% of the participants thought that participation benefits 

were ambiguous and didn’t believe that others would benefit from their participation in the 

future [20]. Further, a group of 128 Mexican Americans participated in focus groups and 

noted a barrier to their participation was lack of knowledge of perceived benefits. However, 

the findings from the P.I.’s pilot study indicated participants were willing to participate in 

clinical trials if they perceived altruistic benefits from their participation. 

It is important to note that policy factors such as immigration or citizenship status were 

not discussed within the patient sample. This could be that those participating were citizens 

and thus were not concerned with this aspect, which if accurate, causes pause as it strengthens 

the possibility that those concerned with this factor remain unwilling to participate. It was 

previously reported that a significant barrier to participation in cancer clinical trials is the 

fear of documentation status being divulged [72]. Given the current political climate in   the 
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U.S., it was expected to be discussed, but ultimately was not mentioned in the patient 

interviews. 

Patients voiced perceptions of several factors as barriers or facilitators to clinical trial 

participation. These perceived barriers were supported by those in the literature, and minimal 

differences were seen between the current study participants and those in previous studies, 

in some cases dating back over a decade [1, 20, 21, 71]. 

5.1.2 Aim 2 
 

Recruiters reported factors that facilitate or impede clinical trial participation in cancer 

clinical trials similar to those reported by participants. When completing the Tanner scale, 

recruiters perceived lack of knowledge regarding clinical trials and lack of information about 

available trials as the most significant barriers to Hispanic participation in cancer clinical 

trials. Patients fearing participation, negative perceptions regarding clinical trials, and 

distrust in medical research followed in perceived severity. Recruiters gave the lowest scores, 

which implies lower severity, to treatment types, and providers being unaware or unwilling 

to engage in accrual. 

Qualitative data expounded on the Tanner scale findings. Recruiters described barriers 

and facilitators within the themes of inclusivity, trial education and understanding, trust in 

trials, instrumental communication, and community outreach and support. 

Inclusivity. Researchers discussed participation barriers regarding access, including 

transportation issues, scheduling conflicts, insurance barriers, and inclusion criteria. 

Researchers perceived access to clinical trials as a potential barrier to participation. 

Recruiters in this study noted that patients often express transportation issues, scheduling 

flexibility, and perceived financial expense as reasons for not participating. Having “limited 

time points” in the schedule for the clinical trial was a hinderance, as recruiters noted that 
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patients were unable to make appointments. These factors mirrored those in the literature, as 

logistic barriers and tight timelines were barriers expressed by recruiters [33]. However, the 

more these barriers could be mitigated, the more they became facilitators to enrollment. 

Recruiters noted that more flexible scheduling and “telehealth check-ins” instead of in-person 

visits have facilitated participation in current studies. In addition to logistical barriers, 

recruiters also confirmed Hispanic oncologic patients are often excluded from clinical trials 

due to strict inclusion criteria. Recruiters noted patients are being excluded due to pre- 

existing “co-morbidities”, but one of the most common exclusions was primary language. 

Recruiters reported several studies require the patient to speak English, thereby immediately 

excluding Hispanics who are Spanish speakers. This finding was also seen in the literature, 

as multiple factors often exclude patients from participating in clinical trials [35]. 

Trial education and understanding. Recruiters also identified patient knowledge, 

understanding, familiarity, education, and literacy as barriers to participant accrual. 

Recruiters noted patient hesitancy if the study was “not well defined” or contains a lot of 

“jargon.” Recruiters discussed having someone on site or on staff devoted to clinical trial 

education that would facilitate the education process, as the process lasted “several hours” at 

times, due to the extent of the questions that arose during the session. Recruiters discussed 

that patients are “more accepting” of clinical trial participation when they understand the 

process more and when they are informed of the research protocol. These findings were 

similar to that of a qualitative study conducted on cancer program physicians in 2000. The 

physicians also identified lack of information regarding clinical trials along with patient fears 

and distrust of the medical system as barriers to participation [73]. 

Trust in trials. Mistrust in the medical system among minority populations is a long- 

standing  theme  in  the  literature  surrounding  minority  populations.  Literature    reviews 
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regarding recruitment and retention of minorities have noted mistrust in the medical 

profession as a barrier, given the history of abuse among vulnerable populations in research 

in the past [17, 27, 71]. When discussing trust in trials, recruiters voiced mitigating distrust 

in the medical system by the initiation of recruitment by a trusted individual, such as a 

provider. When a provider introduces the recruiter to the patient, to “set the stage”, the patient 

is more inclined to participate, as they trust the provider’s judgment. Additionally, recruiters 

noted in-person recruiting, rather than telephonic recruiting, assists in building the trust 

between the recruiter and the patient. Recruiters reported greater success when the patient 

trusts the recruiter. Recruiters should use “honest and open” conversation with the patients 

to build and maintain trust with the patients. This way of adapting to the patient’s needs was 

discussed in previous research completed with recruiters in different medical centers. The 

focus groups found that using culturally appropriate language, adapting to contextual factors, 

and adapting for mistrust of medical research were integral to the success in recruitment [36]. 

Recruiters noted that the way in which a participant views the risks and benefits to 

participation, whether they are personal – as in efficacy or invasiveness of treatment - or 

benefiting the community at large – as in greater research equality – play a role in accrual. 

Recruiters noted that patients are deterred by studies with lack of research on side effects or 

those that they consider a “safety concern” because the treatment may “not be beneficial” to 

their condition. However, if patients feel as though what they “are doing advances science 

for the community,” they are more willing to participate. Further, according to recruiters, 

type of treatment can be a barrier to participation, as less invasive options are preferred. A 

study conducted regarding factors of influence in recruitment to research, research type was 

often a barrier [34]. Other factors identified as barriers by the recruiters include citizenship 

and immigration status. Many recruiters noted apprehension among potential participants 
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regarding learning citizenship or immigration status. Recruiters noted that patients are very 

“standoffish” and don’t want to provide any citizenship details such as social security 

numbers to participate, for fear they will “get into trouble.” Recruiters expressed that some 

requirements, such as securing social security numbers, are lifted in some of their studies, so 

those who may be undocumented need not be concerned and can proceed in participation. 

The barrier surrounding citizenship or immigration status has been reported in the past, as 

recruiters voiced the need for anonymity and adaptation to contextual factors like 

immigration status to recruit patients to clinical trials [36]. 

Instrumental communication. Recruiters voiced translation services are critical in 

participation facilitation. Several recruiters noted a lack of translated materials, to include the 

informed consent, which can cause a substantial barrier to participation, delaying the accrual 

process due to waiting for translation of materials, and hindering understanding of clinical 

trial procedures. Recruiters who reported having all materials translated also reported an 

improvement in the recruitment process. Additionally, concerns were raised regarding 

translator availability, as recruiters noted that they may not have access to translators at every 

moment they are in need. One recruiter noted that they offer availability to their participants 

24/7, however they do not speak Spanish. As such, although they are available for the patient 

to call, they may not be able to communicate with the patient at the patient’s time of need 

due to translator unavailability. Recruiters noted that in certain facilities, translation services 

are unavailable, therefore this excludes the ability to work with Spanish-speaking 

participants. The concerns of translated materials and translator unavailability has surfaced 

in past literature as well [31, 36]. Recruiters in the current study discussed organizational 

barriers, namely insurance coverages accepted and diversity of those within the organization. 

Many  recruiters  reported  turning  away  potential  participants  due  to  specific  insurance 
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coverage, as their institution was “very strict” with acceptable policy types. Some recruiters 

noted that those without insurance were not accepted at their institution, thereby increasing 

exclusivity of participation in the organization. Aside from institutional guidelines, recruiters 

also noted a barrier can be the culture of the institution. Recruiters reported feeling as though 

not having a diverse workforce creates significant barriers to participation, as potential 

patients can feel threatened when “everybody they see is Caucasian.” Additionally, 

information coming from a trusted organization holds a “lot more weight.” 

Community outreach and support. Finally, recruiters discussed community engagement, 

education, and securing community support as integral components to the recruitment 

process. A previous study conducted reported a potential solution for distrust and lack of 

information is to have community physicians make personal contact with the community 

[73]. The recruiters in this study discussed the importance of community engagement, noting 

that recruiters needed to go out into the community, provide education, and do these steps in 

the community’s primary language. Recruiters described the need for greater community 

marketing and engagement at community centers and local churches, to reach potential 

participants. Recruiters also described community engagement efforts such as tv 

commercials and bilingual marketing strategies within the hospitals have facilitated the 

education and participation accrual. Recruiters working at institutions with outreach 

programs reflected that they were able to offer clinical trials to minority populations in areas 

of lower socioeconomic status due to these partnerships. Therefore, community engagement 

and outreach can play a significant role in facilitation participation among the Hispanic 

oncologic population. 
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Recruiters voiced perceptions of several factors as barriers or facilitators to clinical trial 

participation. Many of those expressed were similar to those in the literature, which again 

highlights the ongoing need for intervention development to assist in participation accrual. 

 
 

5.1.3 Aim 3 
 

Although patients and recruiters both acknowledged that mistrust, lack of familiarity, 

lack of personal benefit, and lack of community support are significant barriers to clinical 

trial participation, divergence is seen based on how these barriers are ordered in significance. 

Patients perceive mistrust, lack of familiarity, lack of personal benefit, and lack of 

community support as the most significant barriers, in that order. Recruiters, however, 

perceive lack of familiarity, lack of personal benefit, mistrust, and lack of community support 

as significant barriers to participation, in that order. Although the order of how each of the 

first three barriers diverged between groups, convergence was ultimately seen with lack of 

community support being the last of the four for both groups. The patient group did not 

address community outreach or support in their qualitative results, but recruiters had 

substantial discussions about the value of community engagement with participation accrual. 

It is interesting that recruiters placed community engagement at the bottom hierarchically. 

This could be simply due to the minimal subscales utilized and inevitably one area had to 

score lowest but could also symbolize the extreme importance of the other three areas 

regarding Hispanic oncologic patients and their recruitment activities. 

Qualitative theme convergence was evident, as both groups discussed barriers and 

facilitators under themes of inclusivity, trial education and understanding, trust in trials, and 

instrumental communication. Although not all factors under each area were discussed within 

both  groups,  many  factors  were  similar.  Divergence  was  evident  with  the  theme     of 
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community outreach and support in the recruiter groups, but as this was not discussed in the 

patient group. Although this was a divergence among groups, it was not surprising, as this 

theme discussed engagement processes, which are not always evident to the patient 

population, so this was a challenging to ascertain, especially with the small number of 

patients completing the qualitative portion of this study. 

 
 

5.2 Strengths and Limitations 
 

This study sought to describe barriers and facilitators to clinical trial participation among 

the Hispanic oncologic population. Study strengths include research design, sample 

representation, study timeliness, and language services. Limitations include inclusion 

criteria, lack of comprehensive instrument, and low participation from patients in the 

qualitative interviews. 

5.2.1 Strengths 
 

Research design. The embedded mixed-methods design is an inherent strength for the 

study, as it allowed for simultaneous analysis of both quantitative and qualitative data [63]. 

As quantitative methodology can fail to factor context into its analysis, the addition of 

qualitative data can fill these gaps and provide rich description that would otherwise be 

deficient [63]. When completing research on a subject that has intrinsic contextual factors 

such as perceptions of barriers and facilitators to Hispanic participation in cancer clinical 

trials, a mixed methods approach can better assist in securing robust data to describe the 

phenomenon [63]. 

Although research has examined the barriers to Hispanic participation in the past, this is 

the first known study utilizing the embedded-mixed methods design and exploring barriers 

and facilitators as perceived by both patients and recruiters simultaneously. This study design 



81  

also allowed for the exploration of convergence and divergence of factors among both sample 

populations. The current literature reflects a variety of research methods, including cross- 

sectional surveys, systematic reviews, retrospective case studies, longitudinal studies, 

systematic reviews, qualitative focus groups, and qualitative one-on-one semi-structured 

interviews [1, 8, 16-38]. Therefore, this study is novel in that it carried out the aims using a 

cross-sectional survey and one-on-one semi-structured interviews. The current literature 

focuses on a singular population perspective (patients or recruiters), failing to explore both 

barriers and facilitators to Hispanic participation in cancer clinical trials as perceived by both 

patients and recruiters [5, 6, 14, 16-18, 20-22, 24-27, 32-35, 47]. Finally, as no studies have 

explored barriers and facilitator perceptions in both populations within the same study, 

convergence and divergence is also lacking in the literature. Therefore, the research design 

utilized in this study fills several gaps in the current literature. 

Sample representation. The current study included a representative sample of Hispanic 

oncology patients and cancer clinical trial recruiters during the survey portion of the study. 

The inclusion criteria prevented extraneous data points from a non-representative sample. 

When reviewing the literature regarding patient participation in clinical trials, some studies 

aimed at securing Hispanic participants did not reach those with a history of cancer, so those 

participants were unable to speak to the specific barriers that may surround the oncologic 

population [16, 17]. Other studies were able to secure participants with a history of cancer, 

but captured a large sub-group of Hispanics, as one cross-sectional reported 77% of 

participants self-identified as Dominican; or another study that reported 73% of their 

participants self-identified as Mexican [16, 19]. Additionally, gender representation within 

the current literature utilizes and reports more female than male participation [1,7, 6, 20, 21, 

40]. The current study was successful in securing a sample population of patients with a 
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history of present or previous cancer diagnosis, and a slight majority of male participants 

(56%). Many of the participants in the current study were Mexican (68%), however there 

was representation from other Hispanic sub-groups present, as the others self-reported as 

Puerto Rican, Cuban, Spaniard, Dominican, Panamanian, or Brazilian, which allowed for 

greater diversity in the overall patient sample. Securing a representative sample for this 

portion of the study is integral to the generalizability of the results to the Hispanic population. 

Along with the Hispanic patient population, the current study was able to secure a 

representative sample of the recruiter population for the survey portion. Recruiters were 

solely sought for participation in this study, which differs from the available literature, as 

previous research utilized a variety of research personnel for sample groups [29-37]. Most 

studies explored the recruiter perspective but allowed individuals within the entire research 

process – managers, cancer center leaders, research staff, recruiters, clinicians, and primary 

investigators – to participate in the study, rather than solely with the recruiters as the current 

study did [29-37]. Securing the information from the individuals recruiting for the cancer 

clinical trials will provide much more meaningful and representative data, rather than  those 

who may not routinely recruit or recruit at all. 
 

Study timeliness. The current study provides updated and timely data related to 

perceptions of both patients and recruiters regarding barriers and facilitators to Hispanic 

participation in cancer clinical trials. There is a need for timely information, as many studies 

were conducted over a decade ago among the patient population [20, 21]. In 2017, several 

agencies, the American Cancer Society (ACS), the American Association for Cancer 

Research (AACR), the American Society of Clinical Oncology (ASCO), and the National 

Cancer Institute (NCI), worked jointly to administer recommendations regarding minority 

participation in cancer research activities, with a focus on greater inclusion [54].  Therefore, 
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this study provides timely information regarding participation barriers the population may be 

experiencing, while also meeting the call for greater minority inclusion in cancer research 

activities [54]. 

Language services. As previous studies noted that patients were concerned with 

translated materials or the availability of a translator, the current study ensured that these 

barriers were minimized [1, 17, 31]. Bilingual marketing materials to advertise recruitment, 

bilingual surveys validated in Spanish for patient participants, and bilingual interviewers for 

the qualitative portion of the study, were utilized to ensure language barriers were mitigated 

throughout all portions of the study. 

5.2.2 Limitations 
 

Low participation from patients for qualitative interviews. Of the 85 participants in the 

patient group who completed the survey, only five opted to participate in the interview, with 

four of the five successfully completing the interview. The fifth potential participant was 

completing chemotherapy during the study and was too ill to participate. Semi-structured, 

one-on-one telephone interviews were conducted with both samples, due to the necessity to 

follow COVID-19 protocols, as in-person interviews and focus groups could not be 

conducted due to social distancing guidelines. Focus group sessions or in-person interviews 

would be better utilized in this population in the future, as previous research has been 

successful in securing participation with these methods. It has been reported that individuals 

feel more comfortable discussing concerns in a group among peers, or face-to-face with 

someone where they can better control the data being shared [16, 21, 25-26, 60]. 

Lack of comprehensive instrument. The study was unable to utilize one instrument to 

measure all concepts. Qualitative interviews were utilized to address barriers and facilitators 

not  measured  by  the  BCTP  scale  (organizational  and  policy)  or  Tanner      instrument 
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(organizational) [30, 40]. Therefore, a comprehensive tool should be developed that can 

address all concepts related to barriers and facilitators to Hispanic participation in cancer 

clinical trials. 

Inclusion criteria. As discussed previously, a REDCap® survey was utilized to collect 

data from both the patient and recruiter populations with each respective instrument. Utilizing 

this method of data collection, the inclusion criteria required all participants to have access 

to the Internet or an Internet-enabled smartphone to complete the study. Lower income 

families in the population could encounter barriers limiting their access to the Internet [75]. 

Therefore, the inclusion criteria may have inadvertently excluded patients from the Hispanic 

oncologic population that would have met all other inclusion criteria. 

 
 

5.3 Implications of Findings 
 

The Hispanic oncologic population is not participating in cancer clinical trials at rates 

comparable to other populations [1]. This lack of participation leads to over generalization 

of results, which could lead to poor efficacy of treatment among this vulnerable population 

[1]. This study intended to highlight barriers and facilitators to Hispanic participation in 

cancer clinical trials to provide a representative, current data set in which intervention 

research could be based upon in the future. Through an embedded, mixed methods design, 

quantitative data and qualitative themes resulted in similar barriers and facilitators to those 

discussed in the literature [1, 16, 18, 19, 21, 22, 71]. Although the findings were similar, the 

literature originally did not utilize a representative sample and analyze the convergence and 

divergence of factors among both the patient and recruiter populations. This study was able 

to secure a diverse sample of patients and recruiters which improved the applicability of the 

study findings, given the improved representation for these populations. However, although 
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the science can be updated to reflect the new data secured in this study, it does highlight the 

concern that the issue of clinical trial participation among Hispanic oncological patients is 

long standing and has not improved over the decades in which research has described it. 

Implications for policy, practice, and research will be discussed here in detail, highlighting 

the findings of this study and how those can facilitate potential change. 

5.3.1 Nursing Policy 
 

In 2017, the ACS, AACR, ASCO, and NCI worked together to administer 

recommendations regarding minority participation in research activities [54]. This joint effort 

highlighted the need for greater inclusivity in research activities, including cancer clinical 

trials. Patients and recruiters both voiced concerns in the current study regarding insurance 

coverage and affordability. With the need for more participation, but with financial concerns 

looming, grant funding should be bolstered to offset these potential financial pitfalls. 

Additionally, for those insured, coverage should be extended to encompass experimental 

treatments to mitigate this potential barrier to participation. 

Organizational level. Studies have explored the training needs of recruitment personnel 

to optimize minority recruitment in cancer clinical trials and reported that research personnel 

are often not trained adequately, as training does not focus on factors influencing 

participation and cultural awareness [29, 36]. The current study also supports this need, as 

recruiters reported “cultural competency and inclusion and trainings of unconscious bias” 

would be beneficial to their ability to recruit the Hispanic oncology population. Therefore, 

organizations can facilitate participation by providing those recruiting the patient population 

with culturally appropriate, in-service trainings that highlight contextual factors for the 

population and how to mitigate their potential unconscious bias during recruitment activities. 

By developing policies or guidelines to standardize training, not only will this benefit the 
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Hispanic oncologic population, but can also be applied to other minority populations being 

recruited into clinical trials. 

Along with contextual trainings on minority populations, organizations should also work 

to employ more diverse recruiter populations. The current study highlighted the need for the 

recruitment and clinical personnel to “look” like the population being recruited, as having an 

environment with little to no Hispanic representation was thought of as potentially 

“threatening”. Patients seek information from trusted sources, therefore having the 

information delivered by a provider or recruiter of the same ethnicity or cultural background, 

aids in the building of trust and ultimately, the willingness to participate [21, 73]. Potential 

participants should feel comfortable and safe in the environment in which they will be 

potentially seeking and receiving treatment. As such, if a patient feels threatened due to the 

lack of diversity in the recruitment and treatment team, organizations should take steps to 

increase this diversity to lessen this potential threat to participation. Organizations benefit 

from diverse employment, as employees bring diverse perspectives to the organization, while 

also providing a safe place for diverse patients. 

Lastly, translator services are integral to the participation of non-English speaking 

clinical trial participants. This need is evident in the research surrounding participation 

barriers, as several studies mention translator and interpreter services as an important factor 

for potential participants [20, 31, 36]. Recruiters and patients in the current study consistently 

expressed translator deficit as a barrier to participation in cancer clinical trials, as it was the 

second most common code found during content analysis (Appendix H). Recruiters voiced 

concerns that translators are not “always available” when needed and patients voiced the need 

to hear about the study from someone who speaks their language. As organizations look 

toward building more inclusive atmospheres for their patients, they should also look to secure 
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representation that is bilingual to ensure that language services are readily available to those 

in need. This change in organizational culture can be a strong facilitator in securing diverse 

populations for cancer clinical trials and thus aiding in the generalizability of study findings 

to these populations. 

Social determinants of health (SDOH). All five areas of Healthy People’s 2020 social 

determinants of health framework were discussed in the study findings, further highlighting 

the contextual applicability of one’s environment to their overall health outcomes. When 

voicing concerns over cost and insurance coverage, patients were addressing the economic 

stability and health and health care constructs of the SDOH framework. Areas labeled 

instrumental communication and knowledge and familiarity of clinical trials fall under the 

SDOH education construct; while inclusivity areas, such as transportation to and from 

clinical trials represent the neighborhood and built environments construct. Lastly, the barrier 

of community engagement would describe the social and community context of the SDOH 

framework. 

 
 

5.3.2 Nursing Practice 
 

Nurses play a critical role in recruitment, as they often promote potential clinical trials, 

educate patients and families on available studies for participation, and provide essential care 

to cancer patients throughout the care continuum of the clinical trial [55, 56]. Therefore, 

understanding the barriers that Hispanic oncology patients face regarding participation in 

clinical trials may assist nurses in revising and improving processes. 

Patients need clinical trial education in terms that they can understand. Nurses that recruit 

patients for cancer clinical trials should be able to educate patients on the purpose of clinical 

trials, benefits and risks to participation, potential out-of-pocket cost, and study-specific 
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nuances that may be required, such as multiple visits or transportation requirements. Cancer 

patients have limited knowledge of clinical trials and this lack of knowledge and familiarity 

can cause fear of participating [1]. Patients have little familiarity or awareness of clinical trial 

availability indicating that purpose, need, risks, and benefits should be discussed in detail to 

mitigate uncertainty related to participation [17, 25, 26]. 

Although patients have little familiarity with clinical trials, as reflected in this study as 

well as those in the literature, patients do have a readiness to learn [1, 17, 25, 26]. Participants 

in the current study discussed willingness to participate if given the information regarding 

the clinical trial, however they did note not always being provided information for 

participation. Patients voiced the need for health literacy considerations such that information 

be provided in layman’s terms, as they do not always understand medical terms and would 

need someone to explain it to them rather than simply giving them marketing materials to aid 

their decision. 

Additionally, in the current study, patients perceived that participation in cancer clinical 

trials is costly, and thus make the decision to abstain from participation. This fear of clinical 

trial financial burden was also seen in the literature, as it was reported that patients cited cost 

as a barrier to their participation [17]. Nurses recruiting patients should have open dialogue 

with patients to discuss the concerns of financial burden. Recruitment staff, including nurses, 

should be aware that financial burden may be a barrier to participation and should work with 

their organizations to determine if financial assistance can be provided. 

Recruitment nurses should also expect transportation to be a barrier to participation, as 

this has been reported in the literature by both participant groups [17, 20, 22, 71]. One 

recruiter in the current study noted that transportation barriers were mitigated slightly during 

the COVID-19 pandemic, as telehealth visits were utilized so that they did not require the 
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patient to come on-site. As such, recruitment nurses should be familiar with transportation 

availability in their respective locations – bus lines, bus schedules, etc. – to assist patients 

with overcoming this barrier, but should also look to discuss the possibility of telehealth visits 

with the study investigator as a way to mitigate transportation issues and the associated costs. 

Aside from physical barriers to participation like transportation and cost, recruitment 

nurses should also be aware of the need to build and maintain a trusting relationship with the 

potential participant. The recruiter will remain unsuccessful in recruitment of the Hispanic 

population if trust is not built and maintained throughout the process. Trust has been an 

integral theme within the literature surrounding minority participation in cancer clinical 

trials, and was evident in the current study as well, as it ranked first on the BCTP barrier scale 

and was discussed at length in the patient and recruiter interviews, ranking the 3rd most 

common code during content analysis, behind translator need and engagement (Appendix H) 

[1, 16, 18, 21-22, 30-31, 36, 71]. Further, in the current study, patients expressed that 

receiving clinical trial information from a trusted source would increase their willingness to 

participate in cancer clinical trials. Therefore, nurses recruiting patients into clinical trials 

should work to build trust with the potential participant. Recruiters within the current study 

noted that engaging the community by providing education to the population at local 

community centers or churches was a way to build trust within the community. A patient in 

the P.I.’s 2019 pilot study noted that clear, honest communication aids in trusting recruitment 

professionals. Therefore, community engagement, by way of educational opportunities, 

discussions, and honest conversations, should be completed by those nursing professionals 

recruiting the population. Being present within the community and showing interest in the 

community aside from simply recruiting will allow for the population to begin trusting the 

research process and consider participation in clinical trials. As a recruiter noted in the current 
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study, trust is built within this population, so it must be cultivated over time and by action. 

Nurse recruiters can start this process by seeking out community leaders and discussing 

potential engagement opportunities – possibly providing education to the population that is 

of particular interest. These opportunities to work with the population outside of research 

will assist in building a foundation of trust and becoming a trusted source of information 

within the community. 

Of note, nursing practice within the realm of clinical trial recruitment is not a job solely 

for the nurse recruiter. Bedside oncology nurses and APRNs also play vital roles in the 

recruitment and retention of clinical trial participants. Bedside oncology nurses often provide 

care to patients during study treatment, advocate for them during clinical trial participation, 

and ensure that their needs are met throughout the entire clinical trial process [56]. As such, 

it is important for bedside oncology nurses to be aware of all potential barriers to their 

patient’s participation in cancer clinical trials so that they can appropriately advocate for their 

patient. 

Advanced Practice Providers (APPs, APRNs, ARNPs) play pivotal roles in the treatment 

and care of Hispanic oncological patients, as they often have access to underserved and 

ethnically diverse populations [58]. APPs assist with enrollment of patients in cancer clinical 

trials and are often the first step in the clinical trial participation process [8]. Recruiters in the 

current study noted that patients are more willing to participate when their providers 

introduce, educate, or refer them to studies. As such, there is no discordance between 

providers and patients, as patients in the current study noted that their participation hinged 

on the receipt of clinical trial information from their provider, thus making the APP position 

pivotal in the recruitment process. Trust in the provider has been noted in the literature, as 

patients have described needing to trust that their provider is referring them to a clinical trial 
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in their best interest [18]. Further, in a study conducted on patients to determine willingness 

to participate, 66% noted that the primary source of information regarding the clinical trial 

process was their provider [8]. As such, APPs can facilitate the recruitment process by 

collaborating with recruiters to ensure seamless transitions to the recruitment process. 

Further, APPs can work within the community with the nurse recruiters helping to build 

strong relationships with community partners and provide ongoing education as a method of 

engagement and trust building. 

 
 

5.3.3 Nursing Research 
 

Cancer clinical trials focus on studying the effectiveness of new treatments, preventative 

measures, diagnostic testing strategies, symptom management, predictive modeling, and 

interventions within the oncologic population [53]. Participant diversity is critical to nurse 

researchers seeking to apply clinical trial findings beyond those in their study, with low 

participation impacting the generalizability of data secured [9, 14, 39, 51]. Hispanic cancer 

patients are not participating at the rates required to provide enough data to generalize to the 

entire population [1]. Two major barriers to the clinical trial process as described by the 

patients and recruiters in the current study that must be considered are inclusion criteria and 

informed consent. 

Patients in previous studies have noted inclusion criteria to be a concern, as they were 

unable to join clinical trials based on cancer type or medical history [17, 76]. Researchers are 

unintentionally creating barriers to participation, as Hispanic patients are deemed ineligible 

to participate given current medical conditions. As such, researchers must review potentially 

exclusionary participant criteria when aiming to recruit Hispanic oncology patients. 

Additionally, one of the main purposes of cancer clinical trials is to secure data to determine 
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efficacy among the population tested, therefore recruiters and primary investigators should 

be aware of the potential exclusion of a population based on study inclusion criteria. 

In addition to inclusion criteria, patients and recruiters in the current study voiced that 

having no translated materials, to include marketing materials and informed consents, posted 

a great barrier for participation. Further, recruiters also stated that many studies they worked 

with did not have the option to translate informed consents, so patients had to be English 

speaking to participate, thereby excluding all Spanish-speakers from participation. A cross- 

sectional study conducted with recruiters corroborated this same barrier to clinical trial 

participation, that being a lack of translated materials, including informed consent [31]. As 

researchers aim to recruit diverse participants, they must also ensure that all study materials 

support the recruitment and retention of these populations. This study, for instance, mitigated 

this barrier by providing all study materials in Spanish for the cancer patient group, along 

with having a bilingual primary investigator available for questions or concerns throughout 

the study. Spanish materials for the recruiter group may have gained additional reach and 

information. As such, future studies focused on recruiting this participant population should 

utilize similar steps to increase inclusivity. 

If barriers can be mitigated and facilitators enhanced, patients will be more inclined and 

able to participate in clinical trials in the future, thereby improving outcomes and the rigor of 

research produced. Diverse populations are required to ensure treatment efficacy, thus 

mitigating barriers to participation will improve participant accrual and the generalizability 

of treatments to these populations, ultimately reducing health inequities. 

 
 

5.4 Direction for Future Research 
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Future research should be aimed at both the patient and recruiter populations to increase 

participation in cancer clinical trials among Hispanic oncologic patients. As there was 

convergence and divergence of barriers and facilitators noted between samples, the priority 

intervention developed should focus on variables that are feasible to mitigate or bolster, such 

as translator and translated material deficits, clinical trial knowledge and understanding, or 

community outreach, rather than citizenship status, which cannot be mitigated. 

A 2018 randomized control trial pilot study tested the effectiveness of an intervention 

focused on increasing clinical trial understanding and consideration of clinical trial 

participation among a population of Latina breast cancer patients. They were provided an 

educational video, booklet, and access to a navigator for question answering. Although this 

was a pilot study, it is important to note that patients reported greater understanding of the 

clinical trial process following the intervention deliveries [7]. Clinical trial understanding, 

knowledge, and familiarity are reported by patients and recruiters in the current study as 

barriers to participation, thus a larger-scale version of an RCT aimed at a more diverse sample 

population should be completed. 

A quasi-experimental design could be utilized to determine if the presence of translators 

and translated materials had greater success in recruitment of Hispanic oncology patients. 

Also, intervention studies aimed at community outreach would be an excellent start to 

improving the recruiter-patient relationship. For instance, as recruiters in the current study 

mentioned accessing community leaders and engaging the community were facilitators to 

participation, a study utilizing that engagement strategy could be developed to determine 

efficacy. Additionally, an RCT like that of the education intervention above could be utilized 

to measure effectiveness. 
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As many of the findings of this study fell within the SDOH framework, future research 

could be aimed at investigating how each SDOH area impacts participation among this 

population. This exploration could provide greater detail on how to properly advocate and 

provide culturally sensitive healthcare to this population. 

Lastly, as this study was successful in achieving its aims, a reliable and valid instrument 

should be developed that can effectively measure all barriers and facilitators found within 

this study as a comprehensive tool that can be tested and validated in other minority 

populations to gain insight regarding clinical trial participation. The BCTP and Tanner scales 

utilized in this study were effective in securing the quantitative data sought in the aims, 

however a more comprehensive tool inclusive of qualitative themes found in this study would 

provide more robust data for future studies [30, 40]. 

 
 

5.5 Lessons Learned 
 

Although patients were willing to participate in the survey portion of this study, they were 

not as willing to participate in the qualitative interviews. This could be due to several factors, 

some of which could be fears of anonymity compromise, scheduling conflicts, or current 

cancer treatment. One participant was willing to participate, however was undergoing 

chemotherapy at the time and thus energy level and scheduling impacted their availability to 

participate in an interview. Therefore, future research conducted should take into 

consideration the fragility of the patients participating if sample numbers are not reached. 

When recruiting the Hispanic oncology population for future studies, it is recommended 

to make connections with community leaders and community centers prior to starting the 

study to educated, inform, and build trust in the research process. Building these strong 

foundations of trust within the community will assist in participant accrual among those who 
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may not be reached via online platforms. By using a nationwide survey, thereby increasing 

inclusivity, the study failed to reach those in the community without Internet capability. 

Therefore, in the future it will be important to be sensitive to inclusion criteria to ensure the 

study excludes only those meant to be excluded, instead of those who cannot access it. 

 
 

5.6 Conclusion 
 

In conclusion, this study sought to identify and describe barriers and facilitators to cancer 

clinical trial participation among Hispanic patients as perceived by patients and recruiters. 

The findings support previous research; however, a representative sample was recruited for 

both groups and was the first known study to explore the convergence and divergence of these 

viewpoints. Future studies should be aimed at developing interventions and instruments 

aimed at mitigating barriers perceived by patients and recruiters. 

 
 

5.7 Dissemination of Findings 
 

The findings of the current study will be disseminated to study participants and to the 

organizations assisting with recruitment activities. Manuscripts will be submitted for 

publication in peer-reviewed journals of interest. Copies of the manuscripts will be 

forwarded  to  the  National  Institute  on Minority Health and Health Disparities (NIMHD). 
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APPENDIX F 
 

Qualitative Code Book 
 

Code Description Example 
Access to trials Transportation, scheduling, 

expense, affordability. 
"Patients can access clinical 
trials in their area" 
“I have/don’t have 
transportation to and from 
clinical trials” 

Altruism Participating in a clinical trial 
so that they can improve 

outcomes for others 

“I want to participate to help 
other Hispanics” 
“Patients are more apt to 
participate if they know they 
are going to be helping 
others” 

Building trust The act of working towards 
improving trust between two 

or more people 

“The recruiter has to speak 
to me as though they care 
about me to have me trust 
them at all” 
“You have to reach the 
patient out in the community 
and work hard to gain their 
trust” 

Citizenship status Legal status of an individual “Patients that are 
undocumented are less likely 
to participate” 
"Legal status is preventing 
participation" 

Communicating for 
understanding 

Providing information to 
patients in a manner which 
facilitates comprehension 

“I don’t know much about 
medicines or treatment, so I 
need someone to help me by 
breaking it down for me in 
terms I can understand” 
“I have had success 
recruiting when I speak to 
participants in their 
preferred language, in 
layman’s terms” 

Community engagement The process of going out in 
the community and seeking 

participation 

“If recruiters came to my 
church and discussed their 
studies, they may get more 
participation” 
“We see more participation 
in areas in which we have 
promoted clinical trials at 
community centers” 
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Community support Clinical trial participation is 
supported by friends, family, 

neighbors, religious 
affiliations, etc 

"I've had friends and 
neighbors that have 
participated in CTs and they 
suggest them" 
"Friends and neighbors 
(church, community) 
support patient CT 
involvement" 

Familiarity or knowledge Information or knowledge (or 
lack thereof) re: CT or 

process 

"I don’t know what a 
clinical trial is" 
"Patients don't understand 
what is involved with 
clinical trials" 

Fear (of research) Patient is scared of research 
or anyone in the research 

process 

“I am scared of what the 
trial may do to me” 

Incentivizing Clinical trial incentives, 
participation appreciation, 

payments 

“I will participate if I am 
paid for my time” 
“Patients will participate 
more if they are paid for 
their time” 

Inclusion/Exclusion 
Criteria 

Study criteria doesn’t allow 
participation 

“I didn’t meet the 
requirements for study” 
“The patient doesn’t meet 
inclusion criteria” 

Insurance barriers Insurance causing barrier to 
participation 

"My insurance doesn't cover 
Clinical Trials" 
"Patient insurance doesn't 
cover CTs" 

Literacy Patients can read/write in a 
preferred language 

“Patients have low literacy, 
so they need help filling out 
forms” 
“I can’t read in English, so I 
can’t fill out forms” 

Mistrust in Research Lack of trust in research "I worry that they are not 
telling me everything I need 
to know" 
"Patients don't trust the 
research" 

Organizational culture Items related to how the 
organization functions 
(diversity, welcoming 

environment, etc) 

“I’ll participate if I can go to 
a hospital that specializes in 
treating  Hispanics” 
“Patients are more willing to 
participate if recruiters and 
doctors are of the same 
ethnicity” 
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Perceived cost The patient’s perception of 
what participation would cost 

them financially 

“Clinical trials cost too 
much money” 
“Patients believe they would 
have to pay to be a part of 
clinical trials” 

Personal benefit The patient believes there is 
any benefit to themselves for 

participating. 

"Clinical trials are beneficial 
and can help me" 
"Patients see benefit to 
participating" 

Translated materials Materials that are needed for 
the CT process (marketing, 
informed consent, etc) that 

are in translated form 

“I’ve never seen a flyer in 
Spanish” 
“Informed consents aren’t in 
Spanish and need to be 
translated” 

Translator deficit The need for 
translators/interpreters 

“I don’t participate, because 
I don’t know anyone who 
speaks my language at the 
hospital” 
“We use translators to help 
recruitment, but don’t have 
them with us 24/7” 

Trial requirements The requirements to 
participate in a clinical trial 

(time needed, visits required) 

“I’ll participate as long as I 
don’t have to travel far too 
many times” 
“Patients would rather 
participate in studies with 
minimal visits required” 

Trust in Research Trust in the research process “I am confident that the 
study will benefit me” 

Trusting communication Getting information from a 
trusted source 

“I trust the nurse to give me 
all the information I need” 
“Patients will only work 
with their trusted providers 
to give them information” 

Type of treatment Participation based on 
treatment type 

“If I don’t need to get 
chemo, I’ll participate” 
“Patient wants to participate 
if the treatment is easy” 
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APPENDIX G 
 

Qualitative Codes, Categories, Themes, Excerpts 
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APPENDIX H 
 

Code Frequencies 
 
 

Codes Patients Recruiters 
Access to trials 7 21 
Altruism 1 2 
Building trust 1 11 
Citizenship status 0 12 
Communicating for 
understanding 0 7 

Community engagement 0 28 
Community support 0 5 
Fear of researcher 0 1 
Incentivizing 0 2 
Inclusion/Exclusion Criteria 1 17 
Insurance access 0 22 
Knowledge / familiarity 8 11 
Literacy 1 1 
Mistrust (in Research) 4 18 
Organizational culture 0 8 
Perceived cost 2 0 
Personal benefit 6 1 
Translated materials 3 20 
Translator barriers 1 4 
Translator deficit 3 25 
Trial requirements 0 2 
Trusting communication 4 18 
Type of treatment 3 0 
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