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Abstract 
INTRODUCTION 

Screening volunteers to determine their eligibility to enrol in clinical research is 

an important phase in clinical research. However, little is known about how volunteers 

view and experience this phase of research implementation. This study explored 

volunteers’ perceptions and experiences of screening for enrolment into HIV clinical 

research studies. 

MATERIALS AND METHODS 

A qualitative study was conducted with 44 research participants purposively 

selected from a sample of 164 participants drawn from six research studies at the Kenya 

Aids Vaccine Initiative-Institute of Clinical Research (KAVI-ICR) in Nairobi, Kenya. 

Data was collected between March and June 2014, through in-depth interviews that were 

audio recorded and transcribed verbatim. Data were managed and thematically analyzed 

using the Atlas ti software. 

RESULTS 

Participants expressed mixed views and experiences about screening. A majority 

had initial fears about HIV testing and being screened for possible chronic diseases. 

Discomfort with physical examination, amounts of blood collected and associated pain 

were reported. On a positive note, participants were appreciative of the free 

comprehensive screening, and confirmations of being in good health. Those found with 

minor ailments reported receiving treatment before enrolment. HIV risk reduction 

behaviours following post-test counselling were also reported by some. 

CONCLUSIONS 

Evaluating participants’ experiences of screening for enrolment is important for 

the design of research that meets ethical requirements and responds to research 

participants’ fears and concerns for optimal enrolment and retention. 
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Introduction 
HIV/AIDS remains a major public 

health concern globally with sub-Saharan 

Africa bearing close to half of the  HIV-related 

deaths(1). An estimated 39 million persons 

were living with HIV by the end of 2022 with 

over 53% being from Eastern and Southern 

Africa(2). In Kenya, 1.4 million people were 

living with HIV in 2021. Kenya has a 

generalized epidemic with an adult prevalence 

of 4% and a concentrated epidemic of 5.4 % 

among women aged 15-49 and 30% of new 

infections have occurred among the most at-

risk populations (MARPS)(1,3). 

Global scientific efforts to combat the 

epidemic have included the development of 

treatment options and prevention awareness has 

resulted in reduced prevalence rates, a decline 

in AIDS-related mortality and improved quality 

of life for people living with HIV(3,4). 
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However, these gains have suffered the 

aftermaths of the COVID-19 pandemic and the 

Russian-Ukraine war, leading to economic 

disruptions and shifting funding priorities from 

HIV programming (5,6), thus exacerbating the 

impacts of HIV among vulnerable populations. 

Finding a safe and efficacious vaccine is needed 

to bring HIV to a halt(7–9). 

To date over 250 HIV vaccine trials 

have been conducted, yet none has shown 

success for licensing (7,10). With the war not 

yet won, current and future vaccine and drug 

studies will require thousands of volunteers 

willing to be recruited, enrolled and retained to 

trial completion(11). Before participants are 

enrolled in studies, they are screened to 

determine their eligibility and this often 

involves the capture of medical history, 

physical examination and collection of samples 

that include blood and urine for laboratory 

analysis as per study protocol. Evaluating 

participants’ experiences of clinical research 

participation is important in unearthing their 

fears and concerns around participation. 

Nonetheless, little is known of how they 

experience the screening for enrolment yet this 

information may provide answers as to why 

several research sites are continually unable to 

meet recruitment goals(12–14). Elsewhere, 

studies evaluating the screening phase of 

research have focused on data accruals of 

screening outcomes such as screen failures(15–

17) while others have been on sex differences 

and outcomes of screening and enrolment(18) 

and clinical research management(19). 

In Kenya, KAVI-ICR has over the last 

two decades, conducted phase 1 HIV vaccine 

trials, drug trials, epidemiological studies and 

lately Ebola and COVID-19 vaccine trials. 

Available clinical data have shown KAVI-ICR 

to successfully recruit and retain volunteers in 

HIV vaccine trials. However, little is known of 

why eligible volunteers declining enrollment.   

For example, one study evaluating screening 

outcomes found that of 59.4% of eligible 

participants, 18.6 % had declined 

enrolment(20). In an observation study that 

screened and enrolled 100 participants for 

future HIV vaccine trial participation, 86 

agreed to be contacted. On contact, only 26 

(30%) were willing to be screened and enrolled 

in a 40-person HIV vaccine trial forcing the 

trial to recruit and screen more participants 

(21). Studies evaluating recruitment challenges 

in clinical research have overly focused on pre-

screening challenges (22,23) and less attention 

on screening experiences. Therefore, this study 

aimed to investigate the experiences and 

perceptions of screening for enrollment into 

HIV clinical research studies among volunteers 

at the KAVI-ICR. 

Materials and Methods 
Study design and site 

We conducted a cross-sectional 

qualitative study with 44 research participants 

at the KAVI-ICR trial sites in Nairobi, Kenya.  

KAVI-ICR has two sites namely: KAVI-KNH 

situated at Kenyatta National Hospital, Faculty 

of Health Science, University of Nairobi, and 

the KAVI- Kangemi at Kangemi Health Centre, 

a Nairobi County government community 

health facility. Both trial sites have dedicated 

teams that handle various aspects of clinical 

research implementation. 

Study population 
Study participants were males and 

females aged between 18-49 years. They were 

drawn from six KAVI-ICR studies conducted 

between the years 2009 and 2014. The studies 

included four phase 1 HIV vaccine trials, one 

drug trial and an epidemiological observation, 

thus three studies from each site as shown in 

Table 1 below. The participants had mixed 

sexual behavioural characteristics. 

Those in the vaccine-based trials 

(B002, B002, S001 and HIVCORE 004) were 

low–risk and sera-negative; the Protocol J 

observation study had a mix of low to high-risk 

uninfected and sera-positive participants, while 

the PrEP drug study had high-risk HIV 

uninfected males recruited from the men having 

sex with men (MSM) population. 

Sampling 
A purposive sample of 44 participants 

was drawn from 164 participants who had 
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responded to a survey questionnaire on 

volunteers’ experiences and perceptions of 

clinical research participation mixed methods 

study. Due to the small size of qualitative 

samples, a sample range of 15%-20% was 

considered adequate for in-depth analysis of the 

subject matter (24,25). Participants were 

selected if they had consented to be contacted 

for the in-depth interviews, their knowledge of 

the subject matter and willingness to share their 

experiences(26) of screening for enrolment. 

Table 1 contains the distribution of the 

participants across the six studies. 

Data collection 
Participants were recruited by the lead 

author with the help of the trial staff. In-depth 

interviews were conducted by the first author 

with the assistance of three experienced 

research assistants between March and June 

2014. Research tools were pre-tested among 10 

female sex workers drawn from a double-blind 

randomized trial of a monthly treatment of 

Metronidazole and Miconazole Co-formulated 

suppositories versus placebo for preventing 

vaginal infections study at the Sex Workers 

Outreach Program (SWOP), Kariobangi, in 

Nairobi.  

Interviews were conducted in private 

quiet rooms at the trial sites. English and 

Kiswahili languages were used per participant 

preference. Participants were asked to share 

their views about the screening requirements, 

and procedures and further describe their 

experiences of being screened. Interviews 

lasted approximately one hour and were audio 

recorded, nuances were captured and detailed 

notes were taken.  All interview notes were 

written out after every interview and assigned 

unique identifiers corresponding to those of the 

audio recordings. 

Data analysis 
The audio-recorded data was 

transcribed verbatim and translated into the 

English language where the Kiswahili language 

was used. A descriptive phenomenological 

approach was used to analyze the scripts. 

Analysis was performed by the lead author, co-

author (JO) and a research assistant, who co-

jointly first read and re-read three scripts to 

identify elements of discourse and themes for 

the development of the codebook. The three 

transcripts were independently coded using 

Atlas ti software, for agreement. The remaining 

transcripts were shared and coded accordingly. 

Ethical considerations 
Ethical approval was obtained from the 

Kenyatta National Hospital Ethics Research 

Committee (KNH-ERC-ref P298/05/2013). 

Participants were consented before data 

collection. To ensure data confidentiality, 

personal identities were replaced with unique 

identifiers. Participants were reimbursed a sum 

of Kshs. 500 (Approx. USD 4) for their 

transport to and from the research sites. 

Results 
Characteristics of the participants 

Participants were males and females 

aged between 20 and 49 years. A majority were 

heterosexuals (38), while the rest were 

homosexuals (6) and bisexuals (2).   

 

Table 1: 

 Distribution of Study Participants 

Study Site Study Name 
 

In-depth Interview 
Sample 

  Females (n=22) Males (n=22) Totals (n=44) 

KAVI-KNH B002 5 3 8 
 S001 4 2 6 
 Protocol J 3 3 6 
KAVI-Kangemi HIVCORE 004 6 6 12 
 B003 4 4 4 
 PrEP 0 4 4 
Total 22 22 44 
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Most were of low socioeconomic status with no 

income or low wage earners through petty 

trades or domestic work. 

Screening requirements and 

procedures 
Participants described their 

experiences and views of the screening phase 

that entailed the capture of medical histories, 

physical examinations and collection of 

samples for laboratory analysis. Table 2 below 

provides information on the various samples 

and procedures performed. 

Experiences of screening 
Participants had positive and negative 

perspectives and experiences about screening 

for enrollment that are explained in the 

following emerging themes: 

• Free comprehensive medical check-ups 

• Treatment for minor ailments treatment 

• HIV Risk Reduction 

• Discomfort with physical medical 

examinations 

• Fears about taking tests and providing 

samples 

• Fear of being found with major illnesses 

Positive aspects of screening 
Free comprehensive medical check-ups. 

Given the range of tests and screening of 

chronic diseases, a majority of the volunteers 

equated the screening to receiving a free 

comprehensive medical check-up. They 

considered themselves privileged as the 

procedures and tests performed are typically 

expensive for their meagre incomes to afford. 

Other benefits included knowing their blood 

groups, and haemoglobin levels, and reports of 

good health were mentioned as explained by 

two male volunteers: 

“I had never gone for a urinalysis … and 

blood tests, I knew my blood grouping----- I 

was able to know the level of blood, my health 

condition. Those are some of the things that I 

enjoyed” (Male Participant, BOO3) 

“There are health benefits like your blood is 

screened and told how your kidneys are if you 

are healthy or not. I was told about my body, 

my heart and I knew my health was good” 

(Male Participant, B002) 

Treatment for minor ailments. Those found 

with minor ailments reported receiving 

treatment before enrollment while those who 

tested HIV positive were referred to a support 

group as explained: 

“We had HIV testing and STIs screening, and 

other medical conditions …. those who tested 

positive were referred to support groups, and 

if one had STIs, treatment was provided’ 

(Male Participant, PrEP) 

 

Table 2:  

Screening procedures and samples collected 

Study Type Study Names Samples collected Procedures Performed 

Vaccine B002, B003, 
S001, 
HIVCORE 

Blood 
Urine 
Sputum 

 HIV test counselling and testing 

 Test for Hepatitis B&C and other STIs 

 A chest X-ray and sputum test to rule TB 

 Kidney function test by use of urine 

 Pregnancy test 

 Eye examination (specific to B002)* 
Observation Protocol J Blood 

Urine 
 Pre and Post HIV test counselling 

 HIV test and results 

 Pregnancy Test 
Drug PrEP Blood 

Anal swabs 
Urine 

 HIV test counselling and testing 

 Test for Hepatitis B&C and other STIs 

 Anal swab to check for STIs 

 Kidney function test by use of urine 

Data Source: Study protocols 

  



 

African Journal of Health Sciences Volume 36, Issue No.6, November – December 2023 727 

“I had candidiasis, which they gave me some 

medicine but I could not continue because of 

family planning” (Female Participant, 

HIVCORE) 

HIV risk reduction counseling. Receiving 

negative HIV test results and post-test 

counselling was appreciated and for some, this 

had resulted in risk reduction behaviours. Two 

participants explained: 

“I knew I did not have any STIs, no HIV; at 

least it made me careful as to how I was living 

my life…… To have safe sex and to be careful 

though am active.” 

(Male Participant Protocol J) 

“I saw it had a lot of benefits. We were taught 

how to protect ourselves” (Female Participant, 

B003) 

Negative aspects of screening 
Discomfort with physical examination. Male 

participants more than females had experienced 

discomfort with physical examinations which 

they said required them to undress: 

“I found it weird when I was told ‘remove all 

the clothes we examine your body’ and 

provide your history of diseases” (Male 

Participant, HIVCORE) 

“No, because he even asked whether he could 

do the screening down there (meaning vagina) 

and I accepted because I had no fear” 

(Female Participant, HIVCORE) 

Fears and misgivings about testing. Several 

participants reported fears and misgivings 

around providing samples and undergoing HIV 

testing. These fears were more apparent among 

participants who had never tested and of high-

risk behaviour, whose questions of “what if the 

test is positive?” weighed heavily on: 

“I was scared at first of the tests but they told 

me what to expect…especially the HIV tests 

since it was the first time I was being tested” 

(Male Participant, HIVCORE) 

Fear of being found to suffer from 

chronic illnesses was common. Like for HIV, 

these fears were marked with “what if?” and 

were said to emanate from personal health 

experiences or knowledge of family members 

with chronic disease burden: 

“I was a little bit scared. The fact that they 

were screening for any other diseases, some of 

which you may have and you don’t know” 

(Female Participant, B003) 

“I feared I might be found with a health 

problem since at times I would have 

headaches or feel weak, so I was like if I don't 

have the HIV, so then what is my problem?” 

(Male Participant, B003) 

“I had lots of fear regarding the result. There 

is diabetes in our family and I thought I might 

be affected” (Male Participant, S001) 

In the midst of the unknown, some 

participants reported adopting a ‘wait and see’ 

attitude. A female volunteer explained: 

“About the serious conditions, I was not 

worried because I have never had any serious 

disease. But you don’t know about your health 

until it is tested. So, I was just waiting” 

(Female Participant, B002) 

Discomfort with sample collection. 

Experiences of pain resulting from blood 

sampling were reported. Despite the 

experiences of pain, some participants felt 

obligated to stay on because of the signed 

informed consent. One participant recounted: 

“I was not comfortable with the blood, I felt 

like a mouse in a laboratory, but I had already 

signed the consent form and everything had 

started, you could withdraw but now, it’s good 

you complete wholeheartedly” (Male 

Participant, PrEP) 

Fears of blood draws and concerns about the 

amounts of blood collected were expressed: 

“I got scared when blood was being drawn 

from me. What could I do I just took courage 

and they told me everything will be fine.” 

(Female Participant, HIVCORE) 

“The blood that they were draining was too 

much unlike the one for smearing they were 

taking many tubes” (Male Participant, PrEP) 

Although painless, urine sampling was 

problematic for some as it often requires one to 
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have a full bladder at the time of collection 

“I was used to giving blood. You just give my 

arm but for urine, it was hard as there had to 

be urine in my bladder and you are not 

prepared" (Male Participant, B003) 

Discussion 
The present paper provides insights 

into research volunteers’ perceptions and 

experiences of the screening phase of HIV 

clinical research implementation. Findings 

reveal participants had mixed feelings and 

experiences about screening. In the beginning, 

there were fears about HIV testing, and 

screening for chronic diseases which were 

bypassed by receiving results of being in good 

health. 

Findings showed that while screening 

helps researchers determine the eligibility of 

participants before enrolment, fear of HIV test 

outcomes can be a deterrent to participation. In 

our study more male than female participants 

had not tested before for fear of positive test 

results. Recent studies conducted in Kenya and 

other settings have reported low uptake of HIV 

counselling and testing particularly among 

men, where some choose to rely on partners’ 

test outcomes (27–31). 

While knowing one’s health status is 

important, the fear of being screened for 

chronic illnesses was imminently felt before 

screening. For some, the fear was due to 

knowledge of close relations suffering chronic 

conditions or their own risk behavioural factors. 

These findings suggest the potential impact of 

fear on the uptake of health services particularly 

among males as reported in reported in one 

review(32). The findings also suggest that 

while screening for diseases outside of the 

clinical trial settings may offer health 

promotion and disease prevention 

opportunities, many low-income earners are 

unlikely to afford the services(33). 

Tied to the fears of testing, were 

reservations about sample collection. Some 

volunteers expressed fears and anxiety about 

the amount of blood drawn and the pain of the 

blood draw. Blood sampling concerns in 

clinical research studies and allegations of 

blood being collected for sale and rituals are not 

new in Kenya and other countries(34–36). Our 

study indicates the need for researchers to 

reassess the amounts of blood collected, 

guarantee participant safety, and adopt painless 

methods of blood sampling for enhanced 

clinical research experience(37). Findings 

further revealed that although the informed 

consent provided for their right to decline or 

discontinue participation in the of safety 

uncertainty or other concerns, participants 

stayed on. This decision was due to the fear of 

breaking the informed consent agreement 

thereby assuming a sense of obligation to the 

research. The findings point to the persistent 

challenges of achieving the goals of informed 

consent, similar to those reported in other 

studies(38–40). 

Findings also revealed concerns about 

undressing during physical examinations and 

genital sample collection, influenced by 

clinician sex. Although less expressed by 

females, the level of intrusiveness, comfort and 

the sex of the attending clinician were 

considered. The findings highlight the 

significance of sex balance among clinical 

research practitioners in addition to growing 

attention to factors that impede women and 

minority groups’ optimal participation in HIV 

clinical research studies(41). 

The study showed how research 

benefits, such as free tests, being found to be of 

good health and receiving treatment for minor 

ailments, can influence individuals' decision to 

participate in research, despite initial 

discomfort with screening and potential 

outcomes. Studies conducted in Kenya and 

elsewhere have shown, that participants' 

decision making to be driven by various factors 

that range from personal, health needs to 

economic benefits among others(15,22,40,42). 

The huge health inequities and inequalities 

among low-income earners who rely on public 

healthcare, make free medical care in research 

centres attractive (43). Further, findings suggest 

that, while participants may be drawn to 

research for potential benefits, research 
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demands may also lead to hesitancy, as reported 

by a Tanzanian study(44). 

Overall study findings, showed that 

despite the fears held about screening, the pre 

and post-test counselling offered to participants 

coupled with receiving HIV negative test had 

resulted in behaviour change among 

participants. Other studies have also shown 

counselling to positively influence sexual risk 

reduction among key populations(45,46). 

Further, although participants may initially 

have fears and anxiety, supportive clinical staff 

counselling and explaining research processes 

results in a better understanding of research 

information, building trust, acceptance and 

tolerance of trial processes(44). The findings 

further underscore the need for researchers to 

continuously engage and re-consent research 

participants in every level of participation 

period to be able to manage their fears and 

expectations around research participation. 

Limitations of the Study 
This paper examined experiences of 

screening for enrolment in research among 

volunteers who participated in six KAVI-ICR 

studies conducted between 2009 to 2014.  A 

key limitation of this study is the recall and 

selection bias of the information shared here. 

This anomaly is due to the time-lapse of when 

participants were screened into their respective 

studies and when we interviewed them for this 

study. The other limitation is the exclusion of 

screening failures, whose views may be 

important in managing volunteers' 

expectations. Despite the stated limitations, the 

findings respond to the gap in knowledge on 

how experiences of screening may influence 

decision-making for research uptake. 

Conclusions 
Screening volunteers to determine their 

eligibility for enrollment in HIV clinical 

research is an important ethical requirement in 

human protection. In this study positive and 

negative aspects of screening which may act as 

motivators and deterrents of research 

participation were shared. Therefore, 

understanding research volunteers’ fears and 

concerns regarding screening for enrolment 

may aid researchers in mitigating enrolment 

and retention challenges while improving 

participants’ overall experiences in research. 

Authors’ contributions. Study 

conceptualization and design, data collection 

and analysis, drafting of manuscript-EN; Study 

Conceptualization and design, data 

interpretation, review of draft manuscript-JO, 

RL, OA. All authors read and approved the 

final manuscript. 

Acknowledgements. We acknowledge 

the support of the KAVI–ICR management for 

funding the research and providing access to 

research participants. We most sincerely thank 

the participants for taking the time to share their 

experiences of participating in the HIV clinical 

research studies. 

Data Availability. All relevant data 

collected and analyzed for this study are 

included in the publication. 

Funding Sources. This study was 

supported by the IDRC through a grant to the 

KAVI-Institute of Clinical Research, 

University of Nairobi. 

References 
1. UNAIDS. Global HIV statistics- fact sheet 

[Internet]. 2022. Available from: 

https://www.unaids.org/en/resources/fact-

sheet 

2. UNAIDS. Global HIV & AIDS statistics — 

Fact sheet 2023 [Internet]. 2023 [cited 2023 

Nov 30]. Available from: 

https://reliefweb.int/report/world/global-hiv-

aids-statistics-fact-sheet-2023 

3. NACC. HIV situation in Kenya [Internet]. 

2022. Available from: 

https://nsdcc.go.ke/hiv-situation-in-kenya/ 

4. NASCOP. Kenya Population-based HIV 

Impact Assessment (KENPHIA) 2018 

Preliminary Report. 2020; Available from: 

https://phia.icap.columbia.edu/countries/ken

ya/ 

5. Qiu M, Paina L, Rodríguez DC, Wilhelm 

JA, Eze-Ajoku E, Searle A, et al. Exploring 

perceived effects from loss of PEPFAR 

support for outreach in Kenya and Uganda. 

Glob Health. 2021;17(1):80–80. 

6. Muhula S, Opanga Y, Oramisi V, Ngugi C, 

Ngunu C, Carter J, et al. Impact of the First 

Wave of the COVID-19 Pandemic on 



 

African Journal of Health Sciences Volume 36, Issue No.6, November – December 2023 730 

HIV/AIDS Programming in Kenya: Evidence 

from Kibera Informal Settlement and 

COVID-19 Hotspot Counties. Int J Environ 

Res Public Health. 2021;18(11). 

7. National Institute of Allergy and Infectious 

Diseases. History of HIV Vaccine Research 

[Internet]. 2018. Available from: 

https://www.niaid.nih.gov/diseases-

conditions/hiv-vaccine-research-history 

8. iavi_fact_sheet_need-for-hiv-vaccine.pdf 

[Internet]. [cited 2023 Feb 13]. Available 

from: 

https://www.iavi.org/phocadownload/iavi_fa

ct_sheet_need-for-hiv-vaccine.pdf 

9. Fauci AS, Folkers GK, Marston HD. 

Ending the Global HIV/AIDS Pandemic: The 

Critical Role of an HIV Vaccine. Clin Infect 

Dis [Internet]. 2014;59(suppl_2): S80–4. 

Available from: 

https://doi.org/10.1093/cid/ciu420 

10. Ng’uni T, Chasara C, Ndhlovu ZM. Major 

Scientific Hurdles in HIV Vaccine 

Development: Historical Perspective and 

Future Directions. Front Immunol [Internet]. 

2020; 11:590780–590780. Available from: 

https://pubmed.ncbi.nlm.nih.gov/33193428 

11. HIV and AIDS Clinical Trials | NIH 

[Internet]. [cited 2023 Feb 13]. Available 

from: https://hivinfo.nih.gov/understanding-

hiv/fact-sheets/hiv-and-aids-clinical-trials 

12. Desai M. Recruitment and retention of 

participants in clinical studies: Critical issues 

and challenges. Perspect Clin Res [Internet]. 

2020/05/06 ed. 2020;11(2):51–3. Available 

from: 

https://pubmed.ncbi.nlm.nih.gov/32670827 

13. McDonald AM, Knight RC, Campbell 

MK, Entwistle VA, Grant AM, Cook JA, et 

al. What influences recruitment to 

randomised controlled trials? A review of 

trials funded by two UK funding agencies. 

Trials [Internet]. 2006 Apr 7;7(1):9. 

Available from: 

https://doi.org/10.1186/1745-6215-7-9 

14. Walters S, Bonacho dos Anjos Henriques-

Cadby I, Bortolami O, Flight L, Hind D, 
Jacques R, et al. Recruitment and retention 

of participants in randomised controlled 

trials: a review of trials funded and published 

by the United Kingdom Health Technology 

Assessment Programme. BMJ Open 

[Internet]. 2017;7(3): e015276. Available 

from: 

http://bmjopen.bmj.com/content/7/3/e01527

6.abstract 

15. Campillo-Gimenez B, Buscail C, Zekri O, 

Laguerre B, Le Prisé E, De Crevoisier R, et 

al. Improving the pre-screening of eligible 

patients in order to increase enrollment in 

cancer clinical trials. Trials [Internet]. 

2015;16(1):15. Available from: 

https://doi.org/10.1186/s13063-014-0535-7 

16. Elm JJ, Palesch Y, Easton JD, Lindblad A, 

Barsan W, Silbergleit R, et al. Screen failure 

data in clinical trials: Are screening logs 

worth it? Clin Trials [Internet]. 

2014;11(4):467–72. Available from: 

http://europepmc.org/abstract/MED/249250

82 

17. Omosa-Manyonyi G, Park H, Mutua G, 

Farah B, Bergin PJ, Laufer D, et al. 

Acceptability and Feasibility of Repeated 

Mucosal Specimen Collection in Clinical 

Trial Participants in Kenya. PLOS ONE 
[Internet]. 2014;9(10): e110228. Available 

from: 

https://doi.org/10.1371/journal.pone.011022

8 

18. Smeaton L, Kacanek D, Mykhalchenko K, 

Coughlin K, Klingman K, Koletar S, et al. 

Screening and Enrollment by Sex in HIV 

Clinical Trials in the United States. Clin 
Infect Dis. 2019;71. 

19. Gupta A, Calfas KJ, Marshall SJ, 

Robinson TN, Rock CL, Huang JS, et al. 
Clinical trial management of participant 

recruitment, enrollment, engagement, and 

retention in the SMART study using a 

Marketing and Information Technology 

(MARKIT) model. Contemp Clin Trials 

[Internet]. 2015; 42:185–95. Available from: 

https://www.sciencedirect.com/science/articl

e/pii/S1551714415000737 

20. Omosa-Manyonyi GS, Jaoko W, Anzala O, 

Ogutu H, Wakasiaka S, Malogo R, et al. 

Reasons for ineligibility in phase 1 and 2A 

HIV vaccine clinical trials at Kenya AIDS 

Vaccine Initiative (KAVI), Kenya. PloS One 

[Internet]. 2011;6(1): e14580–e14580. 

Available from: 

https://pubmed.ncbi.nlm.nih.gov/21283743 

21. Nyasani DK, Mutua GN, Sajabi RM, 

Ng’ang’a JW, Gachie JN, Maina AM, et al. 
Reported willingness to participate in a 

hypothetical HIV vaccine trial and its 

translation to actual participation among 

healthy Adults-Experience from Kenya. PloS 

One [Internet]. 2018;13(11): e0206656–

e0206656. Available from: 

https://pubmed.ncbi.nlm.nih.gov/30388145 

22. Nyaoke BA, Mutua GN, Sajabi R, Nyasani 

D, Mureithi MW, Anzala OA. Volunteer 

motivators for participating in HIV vaccine 



 

African Journal of Health Sciences Volume 36, Issue No.6, November – December 2023 731 

clinical trials in Nairobi, Kenya. PloS One. 

2017;12(9): e0183788. 

23. Huyen TN, Pumtong S, 

Sangroongruangsri S, Anuratpanich L. 
Willingness to volunteer in future HIV 

vaccine clinical trials: A literature review and 

evidence synthesis. J Pharm Pharmacogn 
Res [Internet]. 2022;10(4):768–81. Available 

from: 

https://doi.org//10.56499/jppres22.1405_10.

4.768 

24. Patton MQ. Qualitative research & 

evaluation methods: Integrating theory and 

practice. Sage Publications; 2014. 

25. Marshall MN. Sampling for qualitative 

research. Fam Pract [Internet]. 

1996;13(6):522–6. Available from: 

https://doi.org/10.1093/fampra/13.6.522 

26. Creswell JW. Research Design: Qualitative, 

Quantitative, and Mixed Method 

Approaches. 4th ed. SAGE Publications; 

2013. 285 p. 

27. McDougall GJ Jr, Dalmida SG, Foster PP, 

Burrage J. Barriers and Facilitators to HIV 

Testing Among Women. HIVAIDS Res Treat 
Open J [Internet]. 2016/08/31 ed. 

2016;2016(SE1): S9–13. Available from: 

https://pubmed.ncbi.nlm.nih.gov/29607406 

28. Naugle DA, Tibbels NJ, Hendrickson ZM, 

Dosso A, Van Lith L, Mallalieu EC, et al. 
Bringing fear into focus: The intersections of 

HIV and masculine gender norms in Côte 

d’Ivoire. PLOS ONE [Internet]. 2019;14(10): 

e0223414. Available from: 

https://doi.org/10.1371/journal.pone.022341

4 

29. Camlin CS, Ssemmondo E, Chamie G, El 

Ayadi AM, Kwarisiima D, Sang N, et al. 
Men ‘missing’ from population-based HIV 

testing: insights from qualitative research. 

AIDS Care [Internet]. 2016;28(Suppl 3):67–

73. Available from: 

https://pubmed.ncbi.nlm.nih.gov/27421053 

30. DiCarlo AL, Mantell JE, Remien RH, 

Zerbe A, Morris D, Pitt B, et al. ‘Men 

usually say that HIV testing is for women’: 

gender dynamics and perceptions of HIV 

testing in Lesotho. Cult Health Sex [Internet]. 

2014/05/22 ed. 2014;16(8):867–82. 

Available from: 

https://pubmed.ncbi.nlm.nih.gov/24854495 

31. Okal J, Lango D, Matheka J, Obare F, 

Ngunu-Gituathi C, Mugambi M, et al. “It is 

always better for a man to know his HIV 

status” – A qualitative study exploring the 

context, barriers and facilitators of HIV 

testing among men in Nairobi, Kenya. PLOS 

ONE [Internet]. 2020;15(4): e0231645. 

Available from: 

https://doi.org/10.1371/journal.pone.023164

5 

32. Teo CH, Ng CJ, Booth A, White A. Barriers 

and facilitators to health screening in men: A 

systematic review. Soc Sci Med [Internet]. 

2016; 165:168–76. Available from: 

https://www.sciencedirect.com/science/articl

e/pii/S0277953616303847 

33. Barriers to Health Promotion and Disease 

Prevention in Rural Areas - RHIhub Toolkit 

[Internet]. [cited 2023 Sep 25]. Available 

from: 

https://www.ruralhealthinfo.org/toolkits/heal

th-promotion/1/barriers 

34. Fairhead J, Leach M, Small M. Where 

techno-science meets poverty: Medical 

research and the economy of blood in The 

Gambia, West Africa. Soc Sci Med. 
2006;63(4):1109–20. 

35. Boahen O, Owusu-Agyei S, Febir L, 

Tawiah C, Tawiah T, Afari S, et al. 
Community perception and beliefs about 

blood draw for clinical research in Ghana. 

Trans R Soc Trop Med Hyg. 2013;107. 

36. Geissler PW. ‘Kachinja Are Coming!’: 

Encounters around Medical Research Work 

in a Kenyan Village. Afr J Int Afr Inst. 

2005;75(2):173–202. 

37. Noble LD, Dixon C, Moran A, Trottet C, 

Majam M, Ismail S, et al. Painless Capillary 

Blood Collection: A Rapid Evaluation of the 

Onflow Device. Diagn Basel Switz [Internet]. 

2023;13(10):1754. Available from: 

https://pubmed.ncbi.nlm.nih.gov/37238237 

38. Falagas ME, Korbila IP, Giannopoulou 

KP, Kondilis BK, Peppas G. Informed 

consent: how much and what do patients 

understand? Am J Surg [Internet]. 2009 [cited 

2019 Nov 18];198(3):420–35. Available 

from: 

https://doi.org/10.1016/j.amjsurg.2009.02.01

0 

39. Sanchini V, Reni M, Calori G, Riva E, 

Reichlin M. Informed consent as an ethical 

requirement in clinical trials: an old, but still 

unresolved issue. An observational study to 

evaluate patients' informed consent 

comprehension. J Med Ethics [Internet]. 

2014;40(4):269. Available from: 

http://jme.bmj.com/content/40/4/269.abstrac

t 

40. Nyariki E, Lorway RR, Anzala O, Olenja 

JM. How Informed is Informed Consent? 

Experiences of Research Participants at the 

KAVI-Institute of Clinical Research, Kenya. 



 

African Journal of Health Sciences Volume 36, Issue No.6, November – December 2023 732 

Afr J Health Sci [Internet]. 2022 Jun 20 [cited 

2023 Feb 16];35(2):144–57. Available from: 

https://www.ajol.info/index.php/ajhs/article/

view/227091 

41. Courvoisier N, Storari C, Lesage S, Vittoz 

L, Barbieux C, Peytremann-Bridevaux I, 

et al. Facilitators and barriers of women’s 

participation in HIV clinical research in 

Switzerland: A qualitative study. HIV Med 

[Internet]. 2022/02/18 ed. 2022;23(4):441–7. 

Available from: 

https://pubmed.ncbi.nlm.nih.gov/35178844 

42. Shah JY, Phadtare A, Rajgor D, Vaghasia 

M, Pradhan S, Zelko H, et al. What Leads 

Indians to Participate in Clinical Trials? A 

Meta-Analysis of Qualitative Studies. PLOS 

ONE. 2010 May 20;5(5): e10730. 

43. Ilinca S, Di Giorgio L, Salari P, Chuma J. 

Socio-economic inequality and inequity in 

use of health care services in Kenya: evidence 

from the fourth Kenya household health 

expenditure and utilization survey. Int J 

Equity Health [Internet]. 2019;18(1):196. 

Available from: 

https://doi.org/10.1186/s12939-019-1106-z 

44. Sanga ES, Wyk BV, Maboko LL, Shamu 

S. A qualitative study on experiences of HIV 

vaccine trial participants in a phase I/II 

double-blinded, randomized placebo-

controlled clinical trial in Tanzania: Lessons 

for COVID-19 vaccine testing. J Public 

Health Epidemiol [Internet]. 2021 [cited 

2023 Jun 21];13(3):210–7. Available from: 

https://academicjournals.org/journal/JPHE/a

rticle-abstract/7BBD2CB67514 

45. Kalichman SC, Cain D, Eaton L, Jooste S, 

Simbayi LC. Randomized clinical trial of 

brief risk reduction counselling for sexually 

transmitted infection clinic patients in Cape 

Town, South Africa. Am J Public Health 

[Internet]. 2011/07/21 ed. 2011;101(9): e9–

17. Available from: 

https://pubmed.ncbi.nlm.nih.gov/21778486 

46. Costa AB, Viscardi LH, Feijo M, 

Fontanari AMV. HIV Voluntary Counseling 

and Testing (VCT-HIV) effectiveness for 

sexual risk-reduction among key populations: 

A systematic review and meta-analysis. 

eClinicalMedicine [Internet]. 2022 Oct [cited 

2023 Jun 21]; 52:101612. Available from: 

https://linkinghub.elsevier.com/retrieve/pii/S

258953702200342X 

 

 

 

 


