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Ethical Issues in Research with Vulnerable Populations

Introduction

South Africa continues to experience a significant burden of 
HIV, with 18.9% of 15 to 49 year olds infected with HIV in 
2016 (Joint United Nations Programme on HIV/AIDS 
[UNAIDS], 2017). Despite its controversially slow start to 
antiretroviral treatment (ART) rollout, since 2008 the coun-
try has made impressive strides in increasing access to ART 
to the extent that South Africa has the largest ART program 
in the world (Mayosi et al., 2012). Despite the implementa-
tion of universal test and treat guidelines (South African 
National Department of Health, 2016), just over half of 
HIV-positive adults (56%) and children (55%) were initi-
ated on ART in 2016 (UNAIDS, 2017).

HIV counseling and testing (HCT) is an important 
gateway to HIV prevention and treatment, particularly in 
resource-constrained contexts. HCT has traditionally been 
offered through health care facilities (facility-based HCT); 
but uptake has been notably poor, particularly in sub-Saha-
ran Africa (Cherutich, Bunnell, & Mermin, 2013). As a 
result, innovative approaches have been developed includ-
ing HIV self-testing (Lippman et al., 2018; Makusha et al., 

2015) and delivering HCT services to home. Home-based 
counseling and testing (HBCT) is a highly acceptable, scal-
able, and cost-effective approach to increase both HIV test-
ing and linkage to care in sub-Saharan Africa (Barnabas 
et al., 2016; Barnabas et al., 2014; van Rooyen et al., 2013). 
Previous research has identified several positive benefits of 
HBCT, and this approach is being increasingly implemented 
in several countries (Sabapathy, Van den Bergh, Fidler, 
Hayes, & Ford, 2012). The HBCT model achieved over 
90% coverage of HCT of adults in households, identified 
HIV-infected persons early, and linked 90% of the partici-
pants to care by 6 months (Barnabas et al., 2014).
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Built on the success of this earlier HBCT intervention 
(Barnabas et  al., 2014), this research aimed to develop a 
family-based counseling and testing (FBCT) model to (a) 
provide HCT to entire households, (b) link households to 
appropriate care, (c) support all family members with HIV 
disclosure, (d) foster intergenerational communication 
about HIV and other sensitive issues, and (e) increase sup-
port and health promotion among family members affected 
by HIV (van Rooyen, Essack et  al., 2016). Readers are 
referred to van Rooyen, Essack et al. (2016) for a detailed 
discussion of the FBCT intervention development process, 
theory of change and intervention phases and content.

This article focuses on one aspect of the FBCT inter-
vention development process, the formative research. 
Conducting formative research is a scientific, ethical, and 
community engagement imperative. It involves collecting 
data useful for the development, refinement, and implemen-
tation of intervention programs (Scott et al., 2018), as well 
as for enhancing community engagement and community 
ownership of research. Furthermore, formative research may 
usefully inform the geographic and cultural relevance of 
potential research and interventions (Gittelsohn et al., 2006).

Meaningful stakeholder engagement is a key ethical 
requirement of research, and necessitates that the commu-
nity is involved in all phases of the research process 
(UNAIDS & AIDS Vaccine Advocacy Coalition [AVAC], 
2011). Formative research provides one such opportunity 
for meaningful engagement. Good Participatory Practice 
Guidelines (UNAIDS & AVAC, 2011, p. 27) describe that 
“formative research activities enable research teams to 
gain an informed understanding of the local population, 
sociocultural norms and practices, local power dynamics, 
local perceptions, channels of communication and deci-
sion-making, and local history of research.” This article 
describes how the formative research helped ethically 
refine components of the FBCT intervention content and 
delivery process, particularly with a focus on informed 
consent processes, HIV testing, and disclosure.

Method

Semi-structured in-depth interviews were conducted with 
20 key informants and 20 community stakeholders from the 
Vulindlela community in KwaZulu-Natal. Key informants 
included social workers, home-based counselors and care 
workers, legal and ethical advisors, and other government 
or nongovernmental service providers working with chil-
dren, families, and couples generally, and HIV/AIDS spe-
cifically. Community stakeholders included health care 
providers, traditional and community leadership groups, 
and caregivers. Key informants consisted of individuals 
who had extensive knowledge and/or experience of the 
topic but who were not part of the intervention, whereas 
community stakeholders included individuals who may be 

affected by or affect the intervention through their partici-
pation. Interviews explored their perspectives on the FBCT 
model, potential implementation challenges, possible barri-
ers or facilitators to uptake, potential social harms, and ethi-
cal issues when working with children and families. 
Participants were asked about family norms and cultural 
practices for dealing with family matters, views on testing 
children and parents for HIV, parent–child relationships, 
community responses to HIV/AIDS, disclosure experi-
ences, and community and household stigma. Participants 
were purposively selected from existing social and commu-
nity networks in the area, and community stakeholders who 
previously participated in the HBCT intervention All par-
ticipants were adults 18 years and older, both male (n = 20) 
and female (n = 20). Focus groups were also conducted 
with children and adolescents as part of the formative work, 
but these data are not reported here.

Ethics approval for formative research was received from 
the  Human Sciences Research Council’s (HSRC) Research 
Ethics Committee, approval number REC 10/20/11/13. 
Interviews were conducted between September 2014 and 
November 2014. All participants provided their informed 
consent for participating in in-depth interviews and for audio 
recording. Interviews were conducted in isiZulu by trained 
research assistants and translated into English. Transcripts 
were analyzed thematically (Braun, & Clarke, 2006) using a 
deductive–inductive approach. Credibility of the coding 
framework was assessed using investigator triangulation 
(Archibald, 2016). Approximately one third of the tran-
scripts were independently coded by two expert researchers 
who reviewed the consistency of the codes across the tran-
scripts that were double-coded. The coding framework was 
refined following the investigator triangulation process, and 
the remaining transcripts were coded using the final code-
book. Coding and analysis were managed through QSR 
NVivo 10 qualitative data analysis software.

Results

The following section represents participants’ perceptions 
related to the ethics of the intervention content and imple-
mentation process. We cluster the data according to four key 
themes, namely, respect for community norms and cultural 
practices, identifying risks and benefits, ensuring voluntari-
ness and capacity to consent, and maintaining confidential-
ity and privacy of participants and study communities.

Respect for Community Norms and Cultural 
Practices

Meaningfully engaging community stakeholders in “a trans-
parent and meaningful participatory process” (UNAIDS 
& World Health Organization [WHO], 2012, p. 17) is 
considered a scientific and ethical imperative for research 
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(Newman et  al., 2015), particularly in developing country 
contexts (Emanuel, Wendler, Killen, & Grady, 2004). Such 
engagement derives from the ethical principle of respect for 
communities, which “confers on the researcher an obligation 
to respect the values and interests of the community in 
research and, wherever possible, to protect the community 
from harm” (Weijer, Goldsand, & Emanuel, 1999, p. 275).

Some participants noted that early and ongoing engage-
ment between the research site and the community prior to 
the implementation of the intervention, facilitates knowl-
edge exchange and shared learning between researchers and 
participants. Such engagement enables community aware-
ness and understanding of the intervention and improves 
researchers’ community literacy. These engagements were 
underlined as critical to the research process:

[I]t’s not easy to just go to our communities; they first need to 
be taught about awareness because it would be very difficult if 
you just go without them [the community] having [being] 
given information. (KI, female, 77)

In discussing the requirements for preparing the community 
for the delivery of an intervention and for improving accept-
ability of research, one participant emphasized the impor-
tance of engaging community leaders, again underscoring 
the importance of researchers understanding of community 
dynamics:

. . . it is working a lot with community leaders, all the 
community leaders that are in the area because they are one of 
the people that the community respects . . . So when the project 
comes and you are together with the people from the community 
where they have respect for them, I think that will help the 
project to go further. (KI, female, 34)

Community engagement was noted as critical for fostering 
trusting and open relationships with the community and for 
tailoring interventions and programs:

That will help you to be able to build a relationship. You see if a 
person is well trained you do not just enter. You do not just show 
up in a person’s house and talk. There are people who have rules 
in their house and that do not want to be told about their life. So 
they need to be people who understand other people’s cultures 
. . . You must understand even their language that they talk. You 
need to try to be in line with them. Even if they talk any way 
about HIV you must be in that level. Do not try to show that you 
know it all or you are better than them. You see. You must give 
them their space at all times. (KI, female, 36)

As suggested in the above quote, building a relationship 
with communities requires cultural sensitivity and entails 
being proficient in the language of the community—not 
only in terms of the spoken language but of community 
values as well. Engaging community stakeholders in 
formative research creates opportunities for such cultural 

learnings and understandings of the social values and 
community norms. Some acknowledgment of power dif-
ferentials between researchers and participants and the 
importance of acknowledging and minimizing these (“you 
must be in line with them” and “you must be in that level”) 
was also alluded to.

Participants also reflected on how cultural sensitivity is 
an important consideration for the implementation of the 
FBCT intervention in the community. Particularly, when 
approaching whole families in households, it was suggested 
that researchers should be cognizant of the traditional and 
cultural prescripts that guide household entry and permis-
sion: “. . . traditionally I think since we are African people 
the Zulus are traditional, the father is the head of the house” 
(CS, male, 46).

Cultural norms and practices inform and constrain dis-
cussions about sex between men and women, and elders 
and children or adolescents. Participants noted that there 
were additional requirements for sensitivity regarding inter-
generational discussions about sex and other sensitive 
information, for example:

. . . there is also that parents think it is an embarrassment to talk 
to their child. You can’t speak to a child about sex . . . (CS, 
female, 28)

Most parents, I can’t say they stereotype but they still have 
“that thing” of saying that, “I have certain things that I discuss 
with my children; I have certain things that I do not discuss 
with my children”; concerning religion; concerning culture all 
of that. (KI, male, 32)

. . . when we were growing up we did not sit with adults and to 
talk while staring at them [in their eyes]. (CS, male, 36)

Therefore, community engagement was argued to have sev-
eral benefits including building trust and community own-
ership of the research, improving acceptability, and ensuring 
that the research intervention and related implementation is 
culturally sensitive.

Identifying Potential Risks and Benefits of FBCT

The ethical principles of beneficence and nonmaleficence 
require that potential risks are identified and minimized, 
and benefits maximized (Emanuel et al., 2004). Participants 
weighed up the potential benefits of the FBCT intervention 
relative to facility-based HCT. FBCT was preferred for the 
convenience of its home-based delivery, the privacy and 
confidentiality afforded by the home-based approach, and 
the opportunity of testing together with family. The follow-
ing excerpts illustrate these benefits:

They would indeed be happy because some families don’t have 
money for transport to take them to the clinic. (CS, female, 49)
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[I]t’s hard for a family as a family to all go and get tested for 
HIV at the clinic, if it is done from home a person will be doing 
this from their house everyone will know that even if they are 
positive they are the ones that will be able to know. No one will 
see that they are going to the clinic to test. (CS, male, 20)

Because when I go to the clinic, I go alone. Get tested alone. 
Leave the kids at home. But if I do it in front of the kids, they 
will realise it is the right thing to do. (CS, female, 31)

Participants specifically linked the value of FBCT with its 
stated objectives of improved potential for HCT uptake, 
improved family decision-making, and enhanced disclosure 
among families, which were argued to ultimately improve 
family cohesion, for example:

. . . so it helps because it makes them feel free because they are 
at their homes and they know everybody . . . because I think by 
the time the healthcare givers encourage disclosure between 
themselves as a family they will support each other; unlike 
when a family member goes for testing at the clinic or the store. 
(KI, male, 24)

I think being tested together at home is good because it makes 
the family come together. (CS, female, 28)

The intervention comprised capacity building for parents 
(or change agents) to educate families on their health, 
including HIV, and to develop intergenerational communi-
cation skills to foster communication about sensitive issues 
between adults and adolescents. Educating and testing 
entire families in the unique approach of FBCT was also 
perceived positively by participants, including the potential 
for this intervention to delay sexual debut among adoles-
cents or promote safe sex practices through discussion, dis-
closure, and education. For example,

Maybe that would help them since they are still young maybe 
some of them have not yet started having sex. Maybe they 
could get help and know what the consequences of doing “that” 
are. It is getting this virus. (KI, female, 32)

They will be aware that HIV is the existing illness and they will 
know that how do you get it and ways of protecting it so that 
they will grow educated . . . (KI, female, 50)

Participants also identified potential risks associated with 
the FBCT intervention. Most of these coalesced on the dis-
closure component. Some were concerned about disclosure 
to children about parents’ or their own HIV statuses. Some 
noted their worries that family members would inadver-
tently or deliberately disclose other family members’ sta-
tuses to people outside the household:

. . . the fact that there are ages that cannot keep a secret, that are 
going to say “this lady was at my house and she said we have 

HIV” or the uncle or the brother has it. I think it is important 
that this age be looked at. (KI, female, 34)

You can’t tell granny that I have HIV because you know her. 
One day, they forget; she doesn’t know what she is supposed to 
say and what she is not supposed to say, granny just speaks 
about anything. (CS, female, 28)

Another challenge the families on their own have, maybe you 
will find that aunt is talkative, and would gossip because the 
family is big, maybe family members do not get along well so 
this aunt will take the news from one to another and you will 
find them insulting each other in the streets live. (KI, male, 24)

Detrimental consequences include a loss of support, vio-
lence, and even suicide were described. Rather than improv-
ing family cohesion and support, some participants 
conveyed concerns that the intervention may result in “bro-
ken families” (KI, female, 34) and family discord.

Confidentiality, Privacy, and Forced Disclosure

Participants raised concerns about privacy and confidential-
ity of their HIV results. Although testing at home may 
afford some assurance of privacy and confidentiality, the 
use of community health workers as FBCT facilitators was 
considered to potentially compromise privacy and 
confidentiality:

Maybe the negative thing that I could highlight with using 
Community Health Workers is that they know the family and 
then the issue of trust and confidentiality. You see. Then maybe 
I think the negative thing about them is that it would be 
someone from the community who will also work within that 
community. I don’t think that would be a good idea even those 
people in that family, they will not trust him or her. They will 
not be able to be open and disclose to them. (KI, female, 36)

Furthermore, there was some worry about the potential for 
forced or coerced disclosure of results among family 
members, particularly in light of power differentials 
(described below). For adolescents who independently 
consent to HIV testing, there was concern that “the parent 
can take the results by force” (CS, male, 26), even by 
resorting to abuse.

Voluntariness and Capacity to Consent

Informed consent, derived from the ethical principle of 
respect for autonomy (Beauchamp & Childress, 2013), is 
often a foremost concern in research ethics. In this study, 
concerns about informed consent did not relate to participa-
tion in research per se, but to voluntariness and capacity to 
consent to HCT, as well as the legal framework for adoles-
cent access to HCT in South Africa.



Essack et al.	 157

Participants noted that deference to those perceived as 
having power in the family (older compared with younger 
family members; men versus women; those who earn an 
income and those who are reliant on them) may result in 
some undue pressure to test or not for HIV as described 
below:

We find it difficult to speak to our children because they fall 
under the category of child . . . we just inform our own children 
of the decision taken. (CS, male, 46)

Although in most instances the person who owns the most 
power may be the head of the household (typically the 
father), in some cases, it would be the person holding finan-
cial power, for example:

Sometimes you find that the families love the most those that 
work, they listen to them. So basically money means power 
mostly in the community. Even if child is the youngest but if 
she or he is working uncles will bow to her or him, they would 
listen to her/him and she or he will make rules more than father 
and the mother so those are things you find that when you 
come with the programme, when you won’t get the family at 
the same time. (KI, male, 24)

The expansion of FBCT to include minors in the household 
was a key concern. Children were considered by some as 
not meeting capacity requirements for informed consent, 
with one participant drawing parallels with children’s lack 
of “criminal capacity” (KI, female, 34). Some participants 
argued that children below 12 years of age had little ability 
to understand an HIV test result or the related implications, 
and that for these reasons proxy parental consent was 
necessary.

Key informant participants, in particular, discussed those 
aspects of the legal framework that are important for con-
sideration when testing adolescents (defined in the inter-
vention as children between 12 and 17 years old). First, it 
was noted that according to the South African legal frame-
work, parental consent is required for all children below 12 
years old to access an HIV test, with assent from the child. 
Furthermore, HIV counselors should be able to assess the 
maturity of the child to receive HIV test results, with paren-
tal support:

Most of the time a child does not test. It is parents that refuse 
on behalf of them . . . Everything relies on parents whether they 
agree or not. (KI, female, 34)

In testing minors, children aren’t aware, some of them don’t 
understand. So that’s why parents need to be present so that the 
results may be furnished to the parent as the child wouldn’t 
know. The over 12 years old would be able to deal, then the 
result would go to them directly and the parent would be there 
for support . . . For the under 12 minor, they need the parent’s 
presence When the child is too young and knows little about 

HIV then you can’t bombard the child about being HIV 
positive. But then again, you have 8 year olds that are smart 
and knowledgeable. Hence it is important to fight these 
challenges where you find a child to be experiencing a 
breakdown and can’t concentrate at school. You observe the 
child’s maturity first, for the child to understand. If the child’s 
too young, you do not mention anything at all, you only inform 
the parent. (KI, female, 30)

Actually a 12 year old child could not refuse because if a parent 
say go and get tested . . . that is what I have said that it depends 
on how you raised your children. If a child knows that he 
disagrees or argue with his parents he will refuse, I think the 
relationship will not be good if you he refuses to get tested 
when you come. Relationship will be bad between him and his 
mother if he refuses. (CS, male, 23)

In addition to concerns that children aged below 12 years do 
not have sufficient maturity to deal with the consequences 
of their test results, and the potential impact this may have 
on their psychosocial well-being, participants noted that, in 
this particular cultural context, children defer to their par-
ents, and disagreements with parents are often considered a 
sign of disrespect.

Second, in South Africa, children 12 years and older can 
access HCT independently, that is, without parental con-
sent. Testing these children in households would therefore 
require an awareness of the law and respect for privacy 
rights of children in a context where such access may be 
deemed to be culturally or religiously inappropriate. It was 
advised that intervention developers be aware that despite 
the law, independent testing of children 12 years and older 
(adolescents) may be negatively received by families, espe-
cially parents. Relatedly, adolescents’ decisions to keep 
results private and not to disclose to parents may also be 
perceived as indicative of an HIV-positive serostatus:

But I feel like sometimes it’s important that children are 
protected. The way that they can be protected is to make the 
family aware that when we talk about the law this is what we 
speaking about and if you know we need to understand that one 
has a right to their privacy and you know to also be protected 
and we as a family we end up doing things and children are not 
protected and they are not supported. (KI, male, 26)

I think the parents would question themselves about why so and 
so doesn’t want to test because the parent knows that perhaps 
they gave birth to a negative child, I suppose it would be 
apparent that maybe the child is having sex. (CS, female, 28)

Because the parent will be convinced that the reason the child 
won’t disclose is because their results came back positive. So 
they won’t be at ease because their child is hiding this thing 
from them and it could be that they may be able to help the 
child and take them to the clinic. But now if the child does not 
disclose his/her results then it won’t be a good thing. (CS, 
female, 31)
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Given the cultural and religious mores of the community 
which limit children’s autonomy, it was noted that counsel-
ors should be aware that enacting independent consent for 
adolescents may be contentious at household level.

Furthermore, despite the law, some participants were 
concerned about the potential of parents to “force” (CS, 
male, 37) or coerce their children to test:

. . . it will depend on how that teenager is being treated here in 
the family, because there are other teenagers that you find are 
the ones controlling the family, if they say I will not do that 
they will not do it for real. You will test all of them and you will 
not test them then it will be how the family set up is. Even if 
they can be rude but if you put them in front of their father they 
don’t have a choice. You are able to do things but on the other 
hand legally are we allowed to test them without their consent, 
I think that it’s a challenge. (KI, female, 34)

Discussion

This article describes how the qualitative formative work 
facilitated the refinement of ethical processes of the FBCT 
intervention. Participants’ narratives were clustered into 
four thematic areas. These were reminders of the value of 
community engagement and being respectful of community 
norms and cultural practices; enabling communities and 
participants to weigh up the risks and benefits of their par-
ticipation in research; maintaining confidentiality and pri-
vacy; and ensuring valid, voluntary, and informed consent.

Community engagement is increasingly recognized as 
fundamental to ethical research and a component of good 
participatory practice in research (UNAIDS & AVAC, 
2011). The formative component of the research augmented 
the site’s established community participation, engagement, 
and outreach activities—within the remit of the Community 
Programmes and Stakeholder Relations Unit (CPSRU). 
This unit is tasked with community preparedness, entry, and 
ensuring meaningful community participation. Through 
this unit, the site has an established community advisory 
board (CAB), which comprises community representatives 
who serve as a formal stakeholder advisory mechanism 
(UNAIDS & AVAC, 2011). Given participants concern 
about potential power differentials between researchers and 
communities in this study, CABs may provide a potential 
remedy by providing “a mechanism to harness the expertise 
of key stakeholders and offset potential power differentials 
that may exist between researchers and participating 
communities” (National Health Research Ethics Council 
[NHREC], 2012, p. 1).

Participants in this study echoed reasoning in ethics 
guidance (UNAIDS & AVAC, 2011) that formative research 
facilitates understanding of the sociocultural context in the 
community and local power dynamics (Sifunda, Reddy, 
Naidoo, James, & Buchanan, 2014). In particular, in terms 
of household entry, data from this study identified “fathers” 

or elders in the family as the head of households. In cogni-
zance of this familial dynamic, heads of households (fathers 
or the eldest person present) were asked for verbal permis-
sion to enter the household and inform family members 
about the intervention. In this way, the importance of  
cultural sensitivity underscored by participants in the for-
mative research was recognized during intervention 
implementation.

In terms of identifying potential risks, participants grap-
pled most with disclosure within family contexts. Disclosure 
was noted as a potential positive outcome of the interven-
tion including in terms of improving family support and 
cohesion, as reported elsewhere (Rochat, Arteche, Stein, 
Mitchell, & Bland, 2015). In addition, the family-based 
approach affords an opportunity for improved disclosure 
and discussion among entire families, which is not feasible 
through facility-based approaches. Such open conversa-
tions about HIV among families may help those who are 
HIV-positive successfully deal with their diagnoses (Mburu 
et al., 2014). Similarly, research has found that disclosure in 
the family context facilitates both communication and chil-
dren’s capacity to cope with disclosures (Kennedy et  al., 
2010).

The World Health Organization (WHO) recommends 
that HIV-positive children be informed of their status by 
school-going age to support adherence (WHO, 2011). A 
systematic review of disclosure of parental HIV infection to 
children found that despite some negative consequences, in 
the main, disclosure impacted positively in the long-term on 
the well-being of the family in general, including parents 
and children (Qiao, Li, & Stanton, 2013). Disclosure has 
also been associated with improved ART adherence among 
adolescents (Cluver et al., 2015). In addition, the national 
HCT guidelines (South African National Department of 
Health, 2016) affirm that disclosure encourages child par-
ticipation by enabling the child to develop responsibility for 
their own health.

Despite these potential positive outcomes, participants 
raised concerns about how to maintain confidentiality of 
family members’ HIV statuses once they have disclosed to 
each other. This was most pronounced for disclosure to 
younger children who may not understand the risks associ-
ated with disclosure outside trusted familial contexts. 
Concerns that children may disclose to others have been 
identified as a key barrier with disclosing to children 
(Moodley, Myer, Michaels, & Cotton, 2006). In addition, 
commentators have noted other negative consequences 
associated with disclosure to young children including that 
they may experience negative emotional consequences due 
to becoming aware of their own or their parents’ HIV sta-
tuses (Kennedy et al., 2010; van Rooyen et al., 2016). In 
response, the FBCT intervention was designed to enable 
multiple permutations for disclosure: between couples; 
between adult family members, within the larger family 
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group (van Rooyen et al., 2016), across the time period of 
the intervention. This approach carefully balanced the ben-
efits of disclosure against participant’s caveats regarding 
cultural taboos about intergenerational conversations on 
sensitive topics. It highlights the importance of develop-
mentally and culturally appropriate interventions that sup-
port disclosure (Mburu et al., 2014; Qiao et al., 2013).

To address concerns about children unwittingly disclos-
ing to others, an interactive and developmentally appropri-
ate activity with children was included in the intervention 
(adapted from the Amagugu intervention), to help children 
identify those to whom they can disclose (van Rooyen et al., 
2016). An additional optional session was added for high-
risk situations, which included any household with (a) HIV-
positive children aged 0 to 11 years; (b) HIV-positive 
adolescents where disclosure is an issue; (c) individuals 
with suicidal ideation or a crisis as a result of testing situa-
tion; and (d) households where there are other important 
risks, such as conflict, domestic violence, substance abuse, 
and serious mental health issues.

Informed consent is considered one of the cornerstones 
of ethical research, and is often raised as the most pressing 
ethical concern in research (Essack et al., 2010). Participants 
in this study raised concerns about the voluntariness of 
informed consent, given the potential for undue influence 
and even coercion (through threats of abuse) to test for HIV 
and to disclose results to family members—by parents or 
those who hold socioeconomic or influential power within 
the household. Given that the intervention focuses on 
households, some may argue that the potential for undue 
influence is amplified. This perspective is in line with his-
torical approaches to valid informed consent which required 
that participants make the consent decisions alone—how-
ever, new approaches to informed consent support inclusive 
and participatory decision-making (Mamotte & Wassenaar, 
2017), as encouraged in this intervention through multiple 
opportunities for disclosure to family members. In under-
standing cultural and familial dynamics, initial permission 
of the head of household was obtained to introduce the 
FBCT intervention to the family, and individual informed 
consent (or parental consent for minors) was sought from 
each intervention participant.

Voluntariness and capacity to consent to HCT, as well as 
the potential for forced disclosure of HCT results, were 
raised by participants. Coercion and undue influence com-
promise the voluntariness of research participation (Mamotte 
& Wassenaar, 2017). These concerns were amplified in rela-
tion to adolescent intervention participants. Regarding 
minors access to HCT, the Children’s Act articulates that 
children 12 years and older are permitted to access an HIV 
test if the HIV test is in the child’s best interest; furthermore, 
the child should receive pre- and posttest HIV counseling 
(van Rooyen, Strode, & Slack, 2016). In applying the best 
interest principle to HIV testing of children and adolescents, 

the following factors should be considered: (a) first, the 
emotional impact of a child discovering their HIV status and 
potential support; (b) second, the confidential nature of test-
ing and its implication on adolescents desire for privacy; and 
(c) third, “the child’s age, level of maturity and ability to 
cope and the child’s capacity to consent to the HIV test” 
(Strode, van Rooyen, & Makusha, 2013, p. 152). The right 
to independent HIV testing among adolescents is also 
accompanied by the rights to confidential testing and to pri-
vacy of test results (Slack & Strode, 2016). Previous research 
in South Africa found that parents were not aware of their 
children’s rights to independently access sexual and repro-
ductive health services as outlined in the Children’s Act 
(Gwandure, Ross, Dhai, & Gardner, 2014). In addition, like 
health care providers, parents may perceive that adolescents 
are not engaging in sex, are at low-risk, and therefore do not 
need to test (Chikwari, Dringus, & Ferrand, 2018). For this 
reason, and in anticipation of the risks of undue influence 
from family members to test for HIV, the FBCT intervention 
included a session on intergenerational communication. This 
session provided training to the parent (or change agent) on 
communication skills, fostering positive relationships with 
adolescents and talking about sensitive issues. It also 
afforded an opportunity for facilitators to explain to parents 
adolescents’ rights to access HIV testing independently and 
to confidentiality of their test results. However, there are 
limits to adolescents’ rights to privacy, for example, in cases 
of abuse and certain categories of underage consensual sex 
(Essack & Toohey, 2018; van Rooyen, Strode & Slack, et al., 
2016). All limits to confidentiality were spelled out to par-
ticipants during the informed consent process.

The formative research reported on in this article helped 
guide and refine several aspects of the FBCT intervention 
implementation, including household entry, cascading test-
ing from the least vulnerable (adults) to the most complex 
and/or vulnerable group (adolescents), and providing ongo-
ing support to parents to facilitate independent consent for 
adolescent HCT. In recognition that many of the ethical 
concerns rely on some ethical finesse and skill by facilita-
tors, all FBCT facilitators received ethics training as part of 
the protocol training activities, with a special focus on the 
ethical-legal framework for working with children and ado-
lescents, informed consent, and issues of confidentiality.

Limitations

The study’s primary limitation relates to translation and 
interpretation of the translated data. Readers should be 
aware that excerpts included were English translations of 
the original isiZulu transcripts. Despite audio recordings 
being subjected to a rigorous translation and backtransla-
tion process by bilingual translators, it is possible for par-
ticipants’ statements to be translated incorrectly, particularly 
instances where equivalent words, terms, or phrases do not 
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exist between both languages (Mack, Ramirez, Friedland, 
& Nnko, 2013).

Conclusion

Data from formative research were used to refine the inter-
vention and address stakeholders’ concerns by engaging the 
community, training intervention staff on ethics, and incor-
porating independent consent mechanisms for adolescents 
that recognized their legal right to independent testing but 
allowed opportunities for family-based testing and disclo-
sure. Formative data assisted the research team to address 
concerns prior to piloting the FBCT model and to address 
family, sociocultural, and community factors that may 
impact the effective delivery of a FBCT intervention.

Best Practices

Data from the FBCT study suggest that community engage-
ment is an integral part of the research process. Community 
engagement increases community understanding of the 
issue under study, enhances the researcher’s understanding 
of community priorities, and increases the need for cultur-
ally sensitive research approaches (Ahmed & Palermo, 
2010). Therefore, during this process, it is crucial for the 
researchers to identify and engage with key informants 
within the community prior to engaging with potential par-
ticipants. Establishing a strong relationship with the stake-
holders in the community may reduce resistance from the 
community members regarding the study (McKenna & 
Main, 2013). To minimize potential for misunderstanding, 
researchers should continuously engage communities 
throughout the research process (Ahmed & Palermo, 2010). 
To add to this, researchers are encouraged to conduct a situ-
ational analysis involving the key informants within the 
community. This will encourage the key informants to 
actively participate and gain their buy-in of the research.

Taking HIV testing to entire families is an underre-
searched area in the South African context. Due to ethical 
concerns of HIV-related research involving adolescents, we 
recommend that researchers emphasize the informed con-
sent process, highlighting the right to opt-out or withdraw 
from participating at any time during the study as well as 
adolescents’ rights to privacy and confidentiality.

Research Agenda

The data from this study suggest that there is a need for 
future researchers to develop a practical assessment tool 
to assess an adolescent or child capacity to sufficiently 
consent to HIV testing. The MacArthur Competency Tool 
for Clinical Research (MacCAT-CR) may be useful and has 
been validated for consenting participants in clinical 
research. The tool measures “understanding, appreciation, 

reasoning, and expressing a choice” (Grisso & Appelbaum, 
1998, p. 1502). A context-specific adaptation of the tool with 
an adolescent population could ensure that adolescents who 
participate in research and HIV testing are able to fully com-
prehend their participation.

Educational Implications

This study has a number of educational implications. Staff 
working on interventions and providing HIV testing services 
should be equipped with skills and educated on the ethical–
legal framework for working with children and adolescents, 
informed consent, and confidentiality issues. Future research 
may consider getting the participants and local community 
to reflect on learnings and skills training received from the 
study to improve their knowledge on the legal rights of ado-
lescents regarding health care, family health promotion, and 
HIV testing and disclosure. This could strengthen and inform 
community voices in research processes in future.

Acknowledgments

The authors thank the study volunteers for their participation in 
this formative research and the stakeholders who participated in 
consultative workshops.

Declaration of Conflicting Interests

The author(s) declared no potential conflicts of interest with respect 
to the research, authorship, and/or publication of this article.

Funding

The author(s) disclosed receipt of the following financial support 
for the research, authorship, and/or publication of this article: This 
research was supported by funding from the National Institutes of 
Mental Health (1 R21 MH103066-01). The content is solely the 
responsibility of the authors and does not necessarily represent the 
official views of the NIH. The views of the authors are also not 
necessarily the views of any committee or council with which the 
authors are affiliated.

ORCID iD

Zaynab Essack  https://orcid.org/0000-0002-8867-3415

References

Ahmed, S. M., & Palermo, A. G. S. (2010). Community engage-
ment in research: Frameworks for education and peer review. 
American Journal of Public Health, 100, 1380-1387.

Archibald, M. M. (2016). Investigator triangulation: A collab-
orative strategy with potential for mixed methods research. 
Journal of Mixed Methods Research, 10, 228-250.

Barnabas, R., van Rooyen, H., Tumwesigye, E., Brantley, J., 
Baeten, J., van Heerden, A., .  .  . Schaafsma, T. T. (2016). 
Uptake of antiretroviral therapy and male circumcision after 
community-based HIV testing and strategies for linkage 
to care versus standard clinic referral: A multisite, open-label, 

https://orcid.org/0000-0002-8867-3415


Essack et al.	 161

randomised controlled trial in South Africa and Uganda. The 
Lancet HIV, 3(5), e212-e220.

Barnabas, R., van Rooyen, H., Tumwesigye, E., Murnane, P., 
Baeten, J., Humphries, H., .  .  . Celum, C. (2014). Initiation of 
antiretroviral therapy and viral suppression after home HIV 
testing and counselling in KwaZulu-Natal, South Africa, and 
Mbarara district, Uganda: A prospective, observational inter-
vention study. The Lancet HIV, 1(2), e68-e76.

Beauchamp, T., & Childress, J. (2013). Principles of biomedical 
ethics (7th ed.). New York, NY: Oxford University Press.

Braun, V., & Clarke, V. (2006). Using thematic analysis in psy-
chology. Qualitative Research in Psychology, 3, 77-101.

Cherutich, P., Bunnell, R., & Mermin, J. (2013). HIV testing: 
Current practice and future directions. Current HIV/AIDS 
Reports, 10, 134-141.

Chikwari, C., Dringus, S., & Ferrand, R. (2018). Barriers to, and 
emerging strategies for, HIV testing among adolescents in 
sub-Saharan Africa. Current Opinion in HIV and AIDS, 13, 
257-264.

Cluver, L., Hodes, R., Toska, E., Kidia, K., Orkin, F., Sherr, L., 
& Meinck, F. (2015). “HIV is like a tsotsi. ARVs are your 
guns”: Associations between HIV-disclosure and adherence 
to antiretroviral treatment among adolescents in South Africa. 
AIDS, 29(1), S57-S65.

Emanuel, E., Wendler, D., Killen, J., & Grady, C. (2004). What 
makes clinical research in developing countries ethical? The 
Journal of Infectious Diseases, 189, 930-937.

Essack, Z., Koen, J., Barsdorf, N., Slack, C., Quayle, M., Milford, 
C., .  .  . Mukuka, R. (2010). Stakeholder perspectives on 
ethical challenges in HIV vaccine trials in South Africa. 
Developing World Bioethics, 10, 11-21.

Essack, Z., & Toohey, J. (2018). Unpacking the 2-year age-gap 
provision in relation to the decriminalisation of underage 
consensual sex in South Africa. South African Journal of 
Bioethics and Law, 11(2), 85-88.

Gittelsohn, J., Steckler, A., Johnson, C., Pratt, C., Grieser, M., 
Pickrel, J., .  .  . Staten, L. K. (2006). Formative research in 
school and community-based health programs and studies: 
“State of the art” and the TAAG approach. Health Education 
& Behavior, 33, 25-29.

Grisso, T., & Appelbaum, P. S. (1998). MacArthur Competence 
Assessment Tool for Treatment (Mac-CAT-T). Sarasota, FL: 
Professional Resource Press.

Gwandure, R., Ross, E., Dhai, A., & Gardner, J. (2014). Parents’ 
perceptions of HIV counselling and testing in schools: Ethical, 
legal and social implications. South African Medical Journal, 
104, 40-42.

Joint United Nations Programme on HIV/AIDS. (2017). UNAIDS 
data 2017. Geneva, Switzerland: Author.

Joint United Nations Programme on HIV/AIDS, & AIDS Vaccine 
Advocacy Coalition. (2011). Good participation practice: 
Guidelines for biomedical HIV prevention trials. Geneva, 
Switzerland: Author.

Joint United Nations Programme on HIV/AIDS, & World Health 
Organization. (2012). Ethical considerations in biomedical 
HIV prevention trials. Geneva, Switzerland: Author.

Kennedy, D., Cowgill, B., Bogart, L., Corona, R., Ryan, G., 
Murphy, D., .  .  . Schuster, M. A. (2010). Parents’ disclosure 

of their HIV infection to their children in the context of fam-
ily. AIDS and Behavior, 14, 1095-1105.

Lippman, S., Lane, T., Radebe, O., Gilmore, H., Chen, Y., 
Mlotshwa, N., .  .  . McIntyre, J. A. (2018). High acceptabil-
ity and increased HIV-testing frequency after introduction 
of HIV self-testing and network distribution among South 
African MSM. Journal of Acquired Immune Deficiency 
Syndromes, 77, 279-287.

Mack, N., Ramirez, C. B., Friedland, B., & Nnko, S. (2013). Lost 
in translation: Assessing effectiveness of focus group ques-
tioning techniques to develop improved translation of ter-
minology used in HIV prevention clinical trials. PLoS ONE, 
8(9), e73799.

Makusha, T., Knight, L., Taegtmeyer, M., Tulloch, O., Davids, 
A., Lim, J., .  .  . Rooyen, H. (2015). HIV self-testing could 
“revolutionize testing in South Africa, but it has got to be 
done properly”: Perceptions of key stakeholders. PLoS ONE, 
10(3), e0122783.

Mamotte, N., & Wassenaar, D. (2017). Voluntariness of consent 
to HIV clinical research: A conceptual and empirical pilot 
study. Journal of Health Psychology, 22, 1387-1404.

Mayosi, B., Lawn, J., Van Niekerk, A., Bradshaw, D., Karim, S., 
& Coovadia, H., & Lancet South Africa Team. (2012). Health 
in South Africa: Changes and challenges since 2009. The 
Lancet, 380, 2029-2043.

Mburu, G., Hodgson, I., Kalibala, S., Haamujompa, C., Cataldo, 
F., Lowenthal, E., & Ross, D. (2014). Adolescent HIV disclo-
sure in Zambia: Barriers, facilitators and outcomes. Journal of 
the International AIDS Society, 17, 18866.

McKenna, S. A., & Main, D. S. (2013). The role and influence 
of key informants in community-engaged research: A critical 
perspective. Action Research, 11, 113-124.

Moodley, K., Myer, L., Michaels, D., & Cotton, M. (2006). 
Paediatric HIV disclosure in South Africa caregivers’ per-
spectives on discussing HIV with infected children. South 
African Medical Journal, 96, 201-204.

National Health Research Ethics Council. (2012). Payment of 
trial participants in South Africa: Ethical considerations for 
research ethics committees (RECs). Pretoria, South Africa: 
Author.

Newman, P., Rubincam, C., Slack, C., Essack, Z., Chakrapani, V., 
Chuang, D., .  .  . Koen, J. (2015). Towards a science of com-
munity stakeholder engagement in biomedical HIV preven-
tion trials: An embedded four-country case study. PLoS ONE, 
10(8), e0135937.

Qiao, S., Li, X., & Stanton, B. (2013). Disclosure of parental HIV 
infection to children: A systematic review of global literature. 
AIDS and Behavior, 17, 369-389.

Rochat, T., Arteche, A., Stein, A., Mitchell, J., & Bland, R. (2015). 
Maternal and child psychological outcomes of HIV disclosure 
to young children in rural South Africa: The Amagugu inter-
vention. AIDS, 29, S67-S79.

Sabapathy, K., Van den Bergh, R., Fidler, S., Hayes, R., & Ford, 
N. (2012). Uptake of home-based voluntary HIV testing in 
sub-Saharan Africa: A systematic review and meta-analysis. 
PLoS Medicine, 9(12), e1001351.

Scott, N., Vian, T., Kaiser, J., Ngoma, T., Mataka, K., Henry, E., 
.  .  . Hamer, D. H. (2018). Listening to the community: Using 



162	 Journal of Empirical Research on Human Research Ethics 15(3) 

formative research to strengthen maternity waiting homes in 
Zambia. PLoS ONE, 13(3), e019535.

Sifunda, S., Reddy, P., Naidoo, N., James, S., & Buchanan, D. 
(2014). Recruiting and educating participants for enroll-
ment in HIV-vaccine research: Ethical implications of the 
results of an empirical investigation. Public Health Ethics, 
7, 78-85.

Slack, C., & Strode, A. (2016). But is this really the “parent” or 
“guardian”? Practical strategies for consent to child research 
in South Africa. S. Outh African Journal of Bioethics and 
Law, 9, 35-38.

South African National Department of Health. (2016). 
Implementation of the universal test and treat strategy for HIV 
positive patients and differentiated care for stable patients. 
Pretoria: Author.

Strode, A. E., van Rooyen, H., & Makusha, T. (2013). Is it lawful 
to offer HIV self-testing to Children in South Africa? South 
African Journal HIV Medicine, 14, 150-154.

van Rooyen, H., Barnabas, R., Baeten, J., Phakathi, Z., Joseph, P., 
Krows, M., .  .  . Celum, C. (2013). High HIV testing uptake 
and linkage to care in a novel program of home-based HIV 
counseling and testing with facilitated referral in KwaZulu-
Natal, South Africa. Journal of Acquired Immune Deficiency 
Syndromes, 64(1), e1-e8.

van Rooyen, H., Essack, Z., Rochat, T., Wight, D., Knight, L., 
Bland, R., & Celum, C. (2016). Taking HIV testing to fami-
lies: Designing a family-based intervention to facilitate HIV 
testing, disclosure, and intergenerational communication. 
Frontiers in Public Health, 4, Article 154.

van Rooyen, H., Strode, A., & Slack, C. (2016). HIV testing of 
children is not simple for health providers and researchers: 
Legal and policy frameworks guidance in South Africa. South 
African Medical Journal, 106, 451-453.

Weijer, C., Goldsand, G., & Emanuel, E. (1999). Protecting com-
munities in research: Current guidelines and limits of extrapo-
lation. Nature Genetics, 23, 275-280.

World Health Organization. (2011). Guideline on HIV disclo-
sure for children up to 12 years of age. Geneva, Switzerland: 
Author.

Author Biographies

Zaynab Essack, PhD, is a research psychologist and senior 
research specialist at the Human and Social Development Program 
at the Human Sciences Research Council. Her current research 
interests include the sexual and reproductive health and well-being 
of adolescents and young women, and developing and evaluating 
interventions to address current social issues in high-poverty and 
high HIV-prevalence communities. She contributed to the design 
of components of the family-based home-based counseling and 

testing (FBCT) intervention. Together with Nkosinathi Ngcobo, 
she conceptualized the manuscript and developed the first draft.

Nkosinathi Ngcobo is a project manager for the Human and 
Social Development Program at the HSRC. He is currently study-
ing toward a Master of Public Health at University of KwaZulu-
Natal (UKZN). His research interests include sexual and repro-
ductive health services, social behavioral research, and HIV 
prevention interventions. He worked on the FBCT project as a 
Project Manager.

Natasha Van der Pol is a PhD intern at the Human Sciences Research 
Council. Her research interests include HIV, family-based interven-
tions, mental health, and racial identity. She participated in the devel-
opment phase of the FBCT intervention, provided research support 
throughout the study, and analyzed data for the current article.

Lucia Knight is an associate professor at the School of Public 
Health, University of the Western Cape. Her current research 
explores HIV adherence, social and familial dynamics and their 
relationship to HIV, access to care, and adherence. She is also cur-
rently working on exploring older people living with HIV and has 
a body of work focusing on maternal health, quality of care, and 
access to care. She is a co-investigator on the study and was 
involved in it is conceptualization and the design of data collection 
tools and the intervention. She reviewed and commented on draft 
and final versions of the manuscript.

Tamsen Rochat is a Wellcome Trust Intermediate fellow in 
Public Health and Tropical Medicine, and an associate professor 
in the Developmental Pathways for Health Research Unit at the 
University of the Witwatersrand. Her areas of interest and exper-
tise are in children’s cognitive development and mental health in 
the context of adversity, with a special interest in developing inter-
ventions for families and parental mental health. She contributed 
to the design of this study, interpretation of data, and critically 
revised the manuscript.

Mirriam Mkhize is a social worker and a Master’s Intern at the 
Human Sciences Research Council. Her research interests include 
the social welfare of children and adolescents, HIV, children’s 
rights, and mental health. She contributed to the write-up and 
review of the article.

Heidi van Rooyen is the executive director of the Human and 
Social Development program at the Human Sciences Research 
Council. Professor van Rooyen is an honorary professor at WITS 
University. Professor van Rooyen’s main research interests include 
HIV, family-based counseling and testing, the influence of sexual 
orientation and gender identity as social determinants of health, 
and issues of race and identity. Prof van Rooyen was the principle 
investigator of the FBCT project.


