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Abstract

Rumours may influence health-related behaviours, including uptake and adherence to HIV
prevention products. This ASPIRE study assessed the safety and effectiveness of a vaginal ring
delivering the antiretroviral dapivirine for HIV prevention in Africa. We explored negative
rumours about study participation and the vaginal ring amongst study participants and their
communities in Malawi, Uganda, South Africa and Zimbabwe. Two hundred and fourteen women
participated in either single or serial in-depth interviews, or a focus group discussion. Three key
findings emerged in the data. Firstly, rumours reflected fears concerning the ring and trial
participation. Given the historical-political context of the countries in which the trial was
conducted, the ring’s investigational nature and its foreign origin, ring use was rumoured to cause
negative health outcomes such as cancer and infertility and was also associated with practices such
as witchcraft or Satanism; salience of these rumours varied by country. Secondly, rumours
reportedly affected participants’ adherence to the ring, and other women’s willingness to
participate in the study. Finally, participants reported that participant engagement activities helped
address rumours, resulting in enhanced trust and rapport between staff and participants.
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Background

In sub-Saharan Africa, HIV disproportionally affects women. Women comprise 56% of the
people living with HIV (UNAIDS 2018). This gender disparity suggests an urgency for
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female initiated, user-controlled methods for HIV prevention, and the need to address
barriers to women’s ability to use such methods. Rumours, defined as “unverified and
instrumentally relevant information statements in circulation that arise in the context of
ambiguity and that function primarily to help people to make sense and manage threat.”
(Difonzo and Bordia 2007: 273) may be one such barrier to uptake of health interventions.
Rumours are neither true nor false and their authenticity does not need to be proven beyond
merely being discussed (Geissler and Pool 2006). Rumours relating to particular diseases
can be viewed as a means through which a community seeks to make sense of and manage
the realities of that disease, enabling people to feel a sense of control or power over the
condition (Difonzo et al. 2012). In public health, understanding the genesis of rumours is
critical given the potentially adverse effects rumours may have on health-related behaviours
and medical decision-making (Difonzo et al. 2012). In clinical trial settings, rumours that
gain acceptance can have serious implications for both study implementation and
intervention outcomes (Stadler 2003; O’Neill et al. 2016). Fears and concerns about
investigational products expressed as rumours by participants in the VOICE study and
members of their communities, contributed to low uptake of and poor adherence to tenofovir
gel, oral tenofovir and oral Truvada for HIV (van der Straten et al. 2014). Because rumours
have the potential to undermine intervention research, it is critical that researchers attempt to
understand collective concerns and narratives and to address them.

The emergence of rumours in medical research, particularly in studies conducted in
resource-constrained settings, is not new. Rumours reported in the context of research trials,
clinical practices or in public health institutions in sub-Saharan Africa and beyond, include
the trade or theft of blood and body parts, as well as sterility caused by an intervention
(Kaler 2009; Campion-Vincent 2002; White 2000). There have also been rumours of
researchers deliberately infecting people with HIV, or clinical trials being a form of planned
genocide of black communities by white scientists (Hooper 1999).

The monthly dapivirine vaginal ring may provide a solution to the need for a female-
initiated HIV prevention method (Baeten et al. 2016; Nel et al. 2016). This drug delivery
method may circumvent potential difficulties related to adherence that women experience in
the use of daily or coitally-dependent regimens, and may also circumvent potential stigma,
as it cannot be seen when worn. Primary results from the MTN-020/ASPIRE trial indicated
moderate protection of the dapivirine vaginal ring against HIV-1, with higher effectiveness
among women who had evidence of better adherence (Baeten et al. 2016). Earlier analysis of
qualitative data from ASPIRE revealed that peers, partners and other people had an
important influence on women’s perceptions and use of the ring, and that participants’
attitudes towards the ring were positive overall and had improved over time with increased
familiarity (Montgomery et al. 2017). This is consistent with other clinical research
suggesting that vaginal rings were acceptable in Africa (Nel et al. 2016; van der Straten
2012).

Nevertheless, given that the vaginal ring is a new technology in Africa, and the potentially
negative impact that rumours may have on uptake and adherence to health products, we used
qualitative methods to explore specific rumours about the vaginal ring and study
participation that coexisted during the MTN-020/ASPIRE trial, and how they varied by

Cult Health Sex. Author manuscript; available in PMC 2020 November 01.



1duosnuen Joyiny 1duosnuey Joyiny 1duosnue Joyiny

1duosnuen Joyiny

Chitukuta et al.

Methods

Page 3

country. To our knowledge, this is the first report of rumours concerning the vaginal ring in
the context of a large HIV prevention trial conducted in Africa.

Background to the ASPIRE study

The MTN-020/ASPIRE study was a phase 3, double-blind, randomized placebo-controlled
trial, assessing the safety and effectiveness of the dapivirine vaginal ring! amongst healthy,
sexually active, HIV-negative women in Africa. A total of 2,629 female participants were
enrolled at 15 sites in Malawi, South Africa, Uganda and Zimbabwe. Participants were
randomized 1:1 to receive either a vaginal ring containing 25mg of dapivirine or a placebo
vaginal ring (International Partnership for Microbicides) every 4 weeks and were followed
for up to 33 months between August 2012 and June 2015. From March 2013, an adherence
monitoring system, as well as participant and male engagement activities were implemented
across all fifteen study sites to enhance participant buy-in and product adherence within the
trial setting, promote participant retention and facilitate social interactions between staff and
study participants (Schwartz et al. 2014). These included group education activities such as
adherence support clubs, social events (such as movie nights, games or sporting events),
waiting room discussions and laboratory tours for participants. Adherence support clubs
offered participants opportunity to share experiences including ring use, adherence and
rumours in a small group setting.

ASPIRE qualitative component and procedures

The ASPIRE study qualitative component was conducted concurrently with the main trial
from February 2013 to June 2015 at 6 sites, representing each trial country (in Harare,
Zimbabwe; Lilongwe, Malawi, Kampala, Uganda) and 3 metropolitan areas of South Africa
(Cape Town, Durban and Johannesburg). Multiple modes of data collection were used to
address the qualitative component objective of exploring behavioural and contextual
experiences. In-depth interviews (IDI) elicited participants’ personal experiences of using
the vaginal ring and study participation and focus group discussions (FGD) explored the
broader community context and social dynamics relevant to the study. As shown in table 1, a
total of 214 trial participants enrolled in one of 3 interview modalities: a single IDI (n=34),
up to three serial IDIs (n=80), or an exit (FGD) (n=100). Participants who had completed a
product use end visit and had used the ring in the 3 months prior to this visit were randomly
selected for participation in FGD, while those who permanently discontinued product use
(due to seroconversion or early study participation withdrawal) or had some adherence
challenges, were purposively selected for a single IDIs. Participants for serial IDIs
(conducted at month 3, month 12 and/or the product use end visit) were either randomly or
purposively selected and had to have used the ring in the previous 3 months and be HIV-
negative at the time of her first interview. Characteristics of this sample in comparison with
non-qualitative participants at the qualitative sites has been previously described
(Montgomery et al. 2017).

IThe vaginal ring is a flexible silicone elastomer vaginal matrix which releases medication slowly over time.
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IDIs lasting approximately 1 hour, and FGDs around 2 hours, were conducted at study sites
by trained female social scientists in local languages: Chewa (Malawi), Luganda (Uganda),
Shona (Zimbabwe), and Xhosa, Zulu and/or English (South Africa). Semi-structured
interview guides included topics such as women’s motivation to join ASPIRE and disclosure
of study participation and ring use; the influence of others’ opinion on participants’
willingness to use the ring; perceptions about the trial and vaginal ring amongst participants,
their partners and communities; and participants’ experiences in ASPIRE, including ring
use/non-use. Audio recordings of IDIs and FGDs were translated verbatim into English
transcripts; these were subsequently reviewed by social scientists fluent in both local and
English languages for accuracy, and by the qualitative data management centre for quality
control. Transcripts were coded in NVivoll qualitative software by a team of 8 coders using
a codebook developed iteratively (Montgomery et al. 2017). Inter-coder reliability of more
than 90% for key codes was maintained among 10% of interviews. During data analysis, text
referring to positive or negative rumours about the trial, vaginal ring and trial procedures
were coded into a single ‘rumours’ node; the ‘rumours’ code was applied to any text relating
gossip, stories (positive or negative), or stigma in the community about research in general,
antiretroviral drugs (ARVs), HIV transmission, and the ASPIRE study. ‘Rumours’ code
reports were summarized by salient themes in analytic memos by study sites, to enable
comparing and contrasting themes. Baseline demographic characteristics of the qualitative
participants were summarized using Statistical Analysis System [SAS] software (v.9).

In reporting on findings, direct quotes from the English translations are provided in italics
and all names are pseudonyms. Details in brackets include participants’ age, country (and
city for South African participants) and interview type. We also present a case study
detailing the use of a laboratory tour to address rumours related to blood draws at 3 research
sites in Zimbabwe (Box 1). The study protocol, including its qualitative component, was
approved by the Institutional Review Boards at each corresponding study site, overseen by
the regulatory infrastructure of the US National Institute of Health and the Microbicide
Trials Network (MTN).

Study population

Table 2 shows the baseline demographic characteristics of the ASPIRE qualitative
participants. In this sample a large variety of ethno-linguistic groups were represented, mean
age was 26, 45% were married, and 73% completed secondary school. At baseline, 72% had
disclosed study participation to their primary partners, while 59% had disclosed ring use.

Rumours about the vaginal ring

Across study sites rumours were mostly negative, reflecting fears concerning the ring, given
its novelty as a drug delivery system in Africa, and its investigational nature in the ASPIRE
trial. Rumours centred on severe health outcomes from ring use, and around the ring as an
object of witchcraft or Satanism. According to participants’ perspectives, sources of rumours
included women who had been screened out for not meeting ASPIRE study eligibility
criteria, enrolled study participants, sex partners, and the community at large. Participants’
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narratives suggested that rumours impacted on willingness to participate in the trial and on
correct ring use. However, participant engagement activities implemented during ASPIRE
reportedly helped address rumours, resulting in enhanced trust and rapport between staff and
participants.

Vaginal ring as a cause of cancer and infertility

Rumours relating ring use to potential severe health consequences, primarily cancer and
infertility, were salient in all the four study countries. Central to stories in the community or
participants’ reported perceptions, fear of the ring was based on the premise of it being an
unlicenced, foreign investigational product for which safety was still being evaluated.
Linked to this was fear around the ring containing carcinogenic drugs. For example, Njemile
reported: ‘I heard that it was a study, this thing was not even licensed but rather they were
researching it. The neighbours said, “What research?! ...what type of ring is this? It will
cause cancer. That ring is no good!”* (22, Malawi, single IDI). Nyasha reported a similar
concern regarding the product’s investigational nature: ‘because of the issue that the product
is still under investigation, not yet approved, so they were saying you can develop cancer
because it is a thing that is still under investigation’ (34, Zimbabwe, FGD). Women
described the ring as an artificial foreign object, the vaginal insertion of which was regarded
as unnatural and even dangerous, possibly causing cervical cancer. Amaka heard that
‘Having something artificial in the body was likely to cause cancer’ (26, Uganda, serial IDI).
Community members where Bonang live expressed fear that ring use was linked to delayed
manifestation of severe health consequences such as cancer: ‘They say negative things
sometimes... what if the ring does something bad to me as time goes on, things like cancer’
(25, Durban, South Africa, serial IDI). In Pretty’s community, there were fears relating to
long term harm caused by the ring because it was an object from abroad: “They said some
products from outside the country cause cancer... what you are wearing now will cause
diseases afterwards ....”” (26, Zimbabwe, FGD). Reportedly, rumours of scientists
deliberately putting carcinogenic drugs in the ring to kill African people and control
population growth were common in study communities. These stories frightened Amaka,
resulting in her temporarily removing the ring:

‘Some of the women threatened us that these things (rings) were for the whites,
they see that the population in the world is big and so use these things, put drugs in
them to kill us or that we could get diseases like cancer... | would get worried of
such things and decide to remove the ring for some time, keep it somewhere for two
weeks...” (26, Uganda, serial IDI).

Salient at all sites was fear associating infertility with vaginal ring use; this fear was based
on several aspects of the product including the fears of the toxicity of the investigational
drug, the need for vaginal administration of the ring, and suspicion that the ring could be
used to deliberately cause infertility. Chikondi explained that the belief about the ring
causing infertility was based on the vaginal administration of the drug: ‘People say that the
ring has some toxic drugs that will make us infertile... because the ring is placed on the
cervix’ (19, Malawi, serial IDI). Also apparent in rumours relating to infertility were
perceptions that white researchers were using the ring to limit the Black population as
previously explained by Amaka: ‘The whites see that the population is high and so are
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devising means to see that this population does not increase, and women do not give birth
again’ (26, Uganda, serial IDI). Similarly, Vimbai described beliefs in her community that
participants would have their wombs removed by researchers; given the community’s
knowledge of hysterectomies having been performed at the same clinic where ASPIRE was
based, this motivated her to hide her study participation:

‘I did not tell my husband about this study because he had said that he heard that
where | am going to at (that) clinic, they remove wombs so that they cannot bear
children. I lied, even today he does not know that | wore the ring’ (38, Zimbabwe,
FGD).

as an object for witchcraft

Rumours associating the vaginal ring with witchcraft were present in all four countries but
most pertinent in South Africa, where it was perceived to also cause harm to male partners.

Milly explained that vaginal practices are used in some communities to bewitch men, so they
remain faithful; further, she stated that men are unlikely to accept the vaginal ring, fearing
that it is a form of witchcraft: *As black people, black men believe that anything that is
inserted in the vagina has to do with witchcraft. Men think that us as women want to keep
them by inserting things in our vaginas’ (20, Durban, South Africa, FGD). Sihle referred to
ring insertion as a form of witchcraft because traditional Christian beliefs do not allow
women to insert objects in the vagina: ‘“That guy will tell you about the church, he says we
are witches; where did we ever see such a thing that the ring is put in the vagina?’ (21, Cape
Town, South Africa, serial 1DI).

Chimwala, also explained that in the context of non-disclosure, a partner might think the
ring is a form of witchcraft if he discovers it during sex: ‘If you don’t tell him about the ring,
it can happen accidentally that the thing has fallen down [ring has moved in vagina]... he
can think it is witchcraft’ (24, Malawi, single IDI). Amaka echoed Chimwala’s sentiment,
describing the severe consequences for a woman suspected of witchcraft: ‘If he found out
and asked about the ring... he may think you are bewitching him... then he strangles you,
and you die’ (26, Uganda, serial 1DI).

as a Satanic tool

Rumours associating the ring with Satanism circulated in all study countries, with most
prominence in Malawi and Zimbabwe. Dalitso narrated that in her community, the ring was
perceived as a Satanic object that sucks blood of both participants and their sex partners:
‘Some were saying that the study is Satanic... that our partners will have their blood sucked
whenever we have sex with them. When we insert the ring, it will be sucking blood from the
uterus’ (21, Malawi, serial IDI). Nyasha also reported links between Satanism, ring use and
infertility: ‘people said a lot about Satanists... if you have the ring inserted you will have
your uterus damaged ... so you will fail to deliver other children’ (34, Zimbabwe, FGD).
Chikondi also cited concern in her community that the drug in the ring could disturb the
body’s natural biological functioning because it is Satanic: ‘Others say the ring has some
drugs which disturb our natural body systems, and these are Satanic!” (19, Malawi, serial
IDI).
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A generally held community perception at all sites whenever a participant fell ill was that the
illness was caused by the ring, an ‘unnatural’ device, possibly connected to the devil. For
Karabo’s friend, the ring was malevolent: ‘I had a problem with my womb and she [friend]
told me that it was the ring that | was using, it’s a Satanic thing’ (23, Johannesburg, South
Africa, single IDI). In Zimbabwe, beliefs about the ring’s Satanic power was also connected
to men’s loss of sexual potency and libido, as reported by Chipo: ‘They were saying rings
with the drug drain husbands’ private parts so that they will not feel the desire for sex with
women... he will be frail ... used by Satanists.” (22, Zimbabwe, FGD).

Effects of Rumours

Participants’ narratives across the four countries reflect that rumours instilled fear of the ring
and study, reportedly negatively influencing both ring adherence among some participants
and willingness to participate in the study among other women in the community. Waiting
room discussions among participants was a forum in which stories about the ring were
shared. Zizo described how these stories influenced her and other participants to remove the
ring: “When we are sitting in the waiting area, people talk... about different experiences they
had with the ring, and that scared me... then | decided to remove the ring, and I only
inserted it when | was coming for my visit’ (23, Durban, South Africa, serial 1DI).

Rumours from outside the trial also negatively influenced adherence, as Dalisani described:
‘For these women to reach the extent of removing the ring, it means they were listening to
misconceptions from those who are not in the study. They [women not participating in the
trial] were instigating fear in them’ (28, Malawi, FGD). Desire reported that some women
did not join the study altogether fearing severe health consequences from the ring: ‘They did
not participate in the study ... they said, “If we go there [participate in the study], will we
remain healthy? It may be that those things are going to kill us or cause us problems”* (27,
Uganda, FGD).

According to Takondwa, rumours of Satanism relating to the ring created fear which
deterred people from joining: ‘my neighbour-... told me that she cannot join because the ring
sucks blood’ (28, Malawi, serial IDI). Masauso described her partner’s resistance to her
study participation in similar terms: ‘Because of what other people were saying, that it was
Satanic, they sell the blood that is collected from us, and that the ring will suck the partner’s
blood; that is why he [partner] did not want to allow me to participate’ (22, Malawi, single
IDI).

However, some participants such as with Mary seemed unaffected by these rumours and
continued with the study: ‘People were saying this is a Satanic organisation, so we just
stopped telling them and | discuss with my friends who are in ASPIRE when we meet here
because each one of us knows what happens and we don’t see it [as] strange’ (30, Malawi,
serial IDI).

In summary, rumours fuelled a general mistrust about the research and the investigational
product. According to participants’ accounts, rumours had a negative effect on joining the
trial, on women’s adherence to the ring, and at times, resulted in a lack of support from male
partners, family, and the wider community.
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Addressing Rumours

Study sites implemented a variety of strategies to address the rumours circulating during the
trial, and to build trust between participants and researchers. Women noted that participant
engagement activities fostered positive group norms towards the ring and the study. Charity
felt that group activities promoted ring adherence because they offered peer support and an
opportunity for participants to share and learn from each other’s experiences:

“The adherence support meetings are helpful because everybody in that meeting
takes part in ASPIRE... so we encourage one another. Everybody is able to say
what challenge she faces and then we find out how many people face that
challenge. We are also able to refute other reports, if one friend is reporting
something which doesn’t happen here or has given a report which is not right
regarding ring use’ (30, Malawi, serial IDI).
Chikondi, who earlier had noted Satanic rumours associated with the ring, said that
adherence support meetings were used as a platform to allay participants’ concerns: ““...
these discussions encourage us not to be worried about whether the ring would go in the
abdomen or that it will disturb the body systems’ (19, Malawi, serial IDI). Participants
thought that study engagement activities had a positive effect on rumours, helping to
disseminate accurate information about the study, and allaying fears about the ring and
study.

Addressing rumours sometimes required the involvement of partners. For Dalitso,
clarification from community educators helped address her partner’s worries:

‘He was worried of the rumours. People were saying that the ring sucks blood in
the uterus, so community educators visited us and explained everything to him and
that was when he understood, and all his worries were gone, and we now live
without any problems’ (21, Malawi, serial IDI).

To Nakai, male involvement was helpful, empowering partners with correct information
about the study: ‘If he comes here the study staff explain to him so he will be able to explain
himself whenever there are rumours. His friends will also get a ‘sense’ of things and
understand about the study’ (27, Zimbabwe, serial I1DI).

The Laboratory Tour to address Satanist rumours

A sentiment shared by participants at qualitative study sites was the belief that blood
collected from participants at monthly visits was used for Satanic purposes or was being sold
for profit. Noluntu described her friend’s belief that monthly blood draws were Satanic due
to her failure to account for what happens to the blood collected from her: *She [friend] said
that maybe it’s Satanism because when they take blood from me | don’t know what they are
doing with it” (23, Johannesburg, South Africa, serial IDI).

To address rumours of Satanism related to blood draws, three study sites in Zimbabwe
organised a laboratory tour (see Box 1 for details).
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Narratives of participants who heard about the laboratory tour in Zimbabwe were positive.
For Chenai, the tours helped dispel rumours related to blood collection, clarifying the fate of
the collected blood samples and used rings:

‘It was good for us to know about it [blood handling procedures] from one of us we
know from the study and to know where the bio-specimen are stored. We are just
told that they are stored but we won’t know exactly where they are stored but one of
us was shown where they are stored and even our rings, those used ones’ (23,
Zimbabwe, serial IDI).

Discussion

A variety of rumours associated with the vaginal ring, and with participation in the ASPRE
trial, circulated at the study sites in Malawi, Uganda, South Africa and Zimbabwe. Three
key findings emerged from this analysis: firstly, rumours were a manifestation of fears
relating to the vaginal ring and to trial participation. Factors contributing to the emergence of
rumours included mistrust of the white researchers by the people in the communities in
which the trial took place, and the ring’s investigational nature, as well as it being a product
manufactured abroad. Ring use was rumoured to cause negative health outcomes such as
cancer and infertility and was associated with witchcraft and Satanism. Secondly, rumours
reportedly affected participants’ adherence to the vaginal ring, and other women’s
willingness to participate in the study. Thirdly, participants reported that on-going trial
participant engagement activities helped address rumours, resulting in enhanced trust and
rapport between staff and participants.

The context in which the vaginal ring trial was conducted may have fuelled some of the
rumours reported here. In all the study countries were on-going public health campaigns to
raise awareness about cervical cancer and human papilloma virus; one example was the
Ugandan Cervical Cancer Awareness Campaign introduced in 2013 to sensitise communities
about cervical cancer and provide free screening. The backdrop of such campaigns, running
concurrently with the ASPIRE project, may help explain the emergence of fears relating
cervical cancer with vaginal ring use amongst women and their communities. Similar reports
of fear, and concern about perceived side effects from investigational products, have also
been reported in previous studies (van der Straten et al. 2014; Corneli et al. 2014) and can
co-exist with otherwise positive attitudes about the products and the studies themselves
(Montgomery et al. 2017). As the ring moves towards registration as an HIV prevention
device, there is need to consider mainstreaming cervical cancer messages within the ring use
messaging to allay any concerns the community may have with ring use.

Some participants reported that rumours relating to severe health consequences of ring use
instilled fear, which influenced ring removal. Fear of the ring was based on it being
vaginally administered or being an unnatural product. Paradoxically, the literature confirms
that some women in sub-Saharan Africa are comfortable using vaginally inserted substances,
both natural and inorganic, for various reasons including vaginal warming, tightening and
drying (van der Straten et al. 2010; Lees et al. 2014). Vaginal practices have also been linked
to negative health outcomes such as bacterial vaginosis and HIV acquisition and
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transmission (Alcaide et al. 2017; Hilber et al. 2010; McClelland et al. 2006). This finding
suggests that basis for mistrust of the dapivirine ring may have been related to it being both
investigational and a novel HIV drug delivery technology, rather than the mode of
administration. Women’s discomfort using unfamiliar products in the vagina corroborates
findings from other studies; acceptability studies of the ring conducted in Kenya, Rwanda
and Tanzania also found that some participants feared the ring would cause cervical cancer
or that it could be pushed deep inside the body and get lost (Eakle et al. 2017; van der
Straten et al. 2012).

Another important finding in this study was the perceived association between aspects of the
vaginal ring and infertility. Related to this were discourses of black population control by
white scientists, fear of drug toxicity, and vaginal administration of the ring. The centrality
of reproduction and procreation is apparent in literature relating to rumours on sterility.
Fears around sterility have been seen to cause significant obstacles to public health
interventions and research (Kaler 2009; Feldman-Savelsberg, Ndonko and Schimidt-Ehry
2000).

Rumours relating to witchcraft and Satanism were prominent. Across sub-Saharan Africa,
beliefs in witchcraft are pervasive; negative views of witchcraft centre on its association with
the use of supernatural forces for evil or harmful intent (Ashforth 2005; Chavunduka 1980;
Evans-Pritchard 1937). Witchcraft discourses exist within specific social and institutional
contexts (Niehaus 2012). Of note, in this study, rumours linking the ring to witchcraft were
narrated in a context where women expressed concern about partners unintentionally
discovering the ring. In the sub-Saharan African countries in which this research was
conducted, pervasive gendered sexual norms tend to give men greater decision-making
power in sexual and reproductive matters (Duby et al. 2015; Leclerc Madlala, Simbayi and
Cloete 2009). Men’s beliefs around women’s use of witchcraft to infringe on male
autonomy have been described in South Africa (Parle and Scorgie 2012). In a qualitative
study in South Africa, men viewed an HIV-prevention vaginal gel with suspicion believing it
to prevent their detection of their partners’ infidelity (Gafos et al. 2010). Research from
Uganda describes male anxiety over female-controlled methods of contraception due to the
belief that men should control fertility (Pool et al. 2000). Although the ring as a delivery
mode for a microbicide provides women with more agency in protecting themselves from
HIV infection, this may be perceived by men as a challenge to their control over sexual
interactions (Duby et al. 2015). Rumours of witchcraft associated with the ring suggest
men’s fear of women having control over their sexuality. Rumours of witchcraft related to
the vaginal ring may be critical to monitor, given that witchcraft is viewed seriously among
men and has potential for intimate partner violence if men inadvertently discover the vaginal
ring. Also, given that the ring is being considered as an HIV drug delivery device, there is
need to engage men given that they influence women’s uptake of HIV PrEP (Montgomery et
al. 2015).

Gavin (1993) has defined Satanism as a religious cult characterised by the inversion of
Christian norms and ideology. Rumours of Satanism in the study were associated with
monthly collection of blood from participants, perceptions that the ring sucks blood, and
belief that the ring could result in loss of sexual potency for male partners. The fear of
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giving blood in clinical trials in Africa is well documented, sometimes fuelling similar
rumours (O’Neill et al. 2016). Discourses of Satanism and witchcraft have also been
interpreted as symbolic expression of people’s concerns relating to the supernatural and evil,
or to tensions between traditional ways of living and traditional belief systems around
sickness and health, with modernity and Western biomedicine (Bornstein 2001).

Rumours of Satanism and witchcraft in the context of other clinical trials are linked to
perceptions that the trials can cause sickness or even death through the use of human blood
or body parts (Dillon-Malone 1988; Geissler and Pool 2006; Kingori et al. 2010). Regarding
the vaginal ring, it can be hypothesised that the rumours of Satanism and witchcraft emerged
because participants were perceived as potential victims of white researchers who were
maybe using supernatural powers to bewitch them using the ring or collecting their blood for
Satanic purposes. It is critical that researchers address study related rumours regarding
Satanism and witchcraft as these have potential to affect study product acceptance and
adherence.

Importantly, the existence of rumours about the ring co-existed with, and were not mutually
exclusive of, participants’ overall acceptance of and adherence to the ring. Other ASPIRE
qualitative analysis showed that the ring was very acceptable to participants after
overcoming initial fears and becoming more familiar with ring use (Montgomery et al. 2017)
and that the ring was preferred over other methods for its long term and discreet usage (van
der Straten et al. 2017).

One question that requires more systematic investigation in future studies is the extent to
which rumours may directly or indirectly impact product use or how much they contribute to
other factors influencing decision-making about use. In this qualitative sample, there were
mixed reactions to rumours. Some women reported not being influenced in any way,
whereas others reported temporary discontinuation from ring use, or removing the ring after
a study visit and re-inserting the ring immediately before their next study visit — the ‘white
coat effect” (Montgomery et al. 2017). Further research about rumours may help elucidate
their direct and attributable effect on product adherence in clinical trials.

Overall, participants felt that engagement activities that directly addressed rumours about
study participation and ring use enhanced trust and rapport between research staff and
participants. Specifically, the laboratory tour conducted in Zimbabwe helped do this,
dispelling rumours related to blood draws by increasing transparency of procedures related
to blood handling and storage. Literature confirms the utility of participant and community
engagement activities (Morin et al. 2003); the laboratory tour exemplifies a successful
strategy. Furthermore, at all study sites, Community Advisory Boards alerted investigators to
study related stories circulating in the community. These stories, as well as rumours or
misinformation revealed during IDIs and FGDs, were timeously communicated to site
investigators and addressed with urgency, together with several other strategies implemented
during ASPIRE to support adherence and retention (Schwartz et.al 2014). Limitations
requiring consideration in interpreting our findings include the focus on negative and
potentially harmful rumours in the analysis; positive rumours may have also informed
behaviour, but these were not salient in this data. Most of our sample was urban or peri-
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urban; it is unknown if findings would have differed in a different setting. Also, participants
may have exaggerated rumours from the community to excuse or justify their own
behaviour. We did not collect data on religion; further research could investigate the link
between religion and beliefs in witchcraft and Satanism with vaginal ring use. Nonetheless,
the application of qualitative methods is well-suited to explore and offer valuable insights
regarding the extent to which contextual factors such as rumours affect recruitment,
retention and adherence in clinical trials.

Conclusion

These findings reflect the inevitability of rumours in a context of evaluating a novel
technology. Rumours co-existed with participants’ acceptance of and adherence to the ring.
Implementation of interventions including on-going education and engagement activities in
the larger study reportedly mitigated some rumours that otherwise had the potential to
adversely affect the trial.
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Box 1
The Laboratory Tour

During the implementation of ASPIRE, study staff at the three Zimbabwean ASPIRE
sites learned that rumours were circulating among participants and the community at
large about what was happening to the samples collected from participants. It was
believed that participants’ blood was being used for Satanic purposes or being sold for
profit. Furthermore, some participants had also expressed uncertainty of how their blood
would be used or where it went after collection, despite being informed about this
procedure during informed consent. Rather than simply explaining the procedure again,
staff took six participants on a laboratory tour so that they could see for themselves first-
hand what happened to the blood and the other biological specimens collected during
ASPIRE.

Each laboratory tour team comprised of a staff member and two participant
representatives from each site and two Community Advisory Board (CAB)
representatives. Participant representatives, individuals sufficiently eloquent and
confident to give feedback about the tour to fellow participants, were purposefully
selected by study staff. As part of the laboratory tour, participants observed biological
specimen management (processing, storage and destruction).

During the tour, participants took notes and were encouraged to ask questions as
laboratory technicians demonstrated and described specimen management and testing
procedures. Immediately after the tour, the participants debriefed their tour experience to
study staff. Participants’ reaction to the laboratory tour was positive and those invited for
the tour felt honoured to participate. CAB members were encouraged to give feedback
and share information with the broader community at meetings and consultations. After
the tour, the participant representatives were invited back to the clinic to share their tour
experiences with groups of 10 to 12 fellow participants until all the 654 participants at the
three Zimbabwe sites had had a chance to attend a laboratory tour feedback session.
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Qualitative sample by interview modality and by site
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All sites M alawi South Africa Uganda Zimbabwe
Total qualitative participants _ . _ Cape Town = 35 Durban = 25 Johannesburg _ _
enrolled N =214 | Lilongwe = 38 =38 Kampala=39 | Harare =39
Single IDI 34 6 13 7 8
Serial IDI 80 15 39 13 13
Exit FGD 100 17 46 19 18

Cult Health Sex. Author manuscript; available in PMC 2020 November 01.




1duosnuey Joyiny 1duosnuen Joyiny 1duosnuey Joyiny

1duosnuep Joyiny

Chitukuta et al.

Participants’ characteristics in the qualitative component of the ASPIRE study

Table 2:

Page 17

Total

Malawi

South Africa

Uganda

Zimbabwe

Number of participants
enrolled

214

38

98

39

39

Age, years median (mean, min-
max) [n]

25.5 (26.4, 18-42)
[214]

24 (24.6, 18-32)
[38]

25 (25.6, 18-42)
[98]

27 (28.2, 18-42)
[39]

27 (28.5, 18-40)
[39]

Currently Married 96(44.9%) 31(81.6%) 7(7.1%) 28(71.8%) 30(76.9%)
Highest level of education

No schooling 5(2.3%) - - 4(10.3%) 1(2.6%)

Primary school (partial and 45(21%) 20(52.6%) 2 (2%) 15(38.5%) 8(20.5%)
complete)

Secondary school (partial and | 156(72.9%) 18(47.4%) 88 (89.8%) 20(51.3%) 30(76.9%)
complete)

Attended college or university | 8(3.7%) - 8 (8.2%) - -
Participant earnsan incomeof | 107(50%) 17(44.7%) 39(39.8%) 29(74.4%) 22(56.4%)
her own
Primary partner knows of 153(71.8%) 33(86.8%) 67(68.4%) 18(46.2%) 35(92.1%)
trial participation
Primary partner knows about 125(58.7%) 31(81.6%) 49(50%) 12(30.8%) 33(86.8%)
thering
Ethnicity, tribe or language

Zulu 45(21%) - 45(45.9%) - -

Luganda™ 39(18.2%) - - 39(18.2%) -

Shona 34(15.9%) - 2 (2%) - 32(82.1%)

Xhosa 30(14%) - 30(30.6%) - -

Chewa 16(7.5%) 16(42.1% - - -

Ndebele 10(4.7%) - 10(10.2%) - -

Ngoni 11 (5.1%) 11(29%) - - -

Yao 4(1.9%) 4(10.5%) - - -

Lomwe 3(1.4%) 3(7.9%) - - -

Tonga 2(0.9%) 2(5.3%) - - -

Other African tribe 16(7.5%) - 9(9.2%) - 7(17.9%)

Other 4(1.9%) 2(5.3%) 2(2%) - -

Timein ASPIRE (months)
median (mean, min-max) [n]

25 (25.4, 4-34.1)
[214]

19 (18.8, 11-25)
[38]

28 (26.1, 7-34.1)
[98]

31(27.2, 4-34)
[39]

31(27.2, 4-34)
[39]

9

ethnic or tribal group not collected; only language available.
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