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OPERATIONAL DEFINITIONS

Adherence to ART: Self. reported adherence to ART as depicted on the mHealth dash board or
HIV card

Loss to follow-up: Missing 2 visits consecutively, not able to ascertain vitals

mHealth: use of mobile technology e.g. mobile phones and other wireless technology for health-
related activities

Retention in care: Continuous engagement in clinical care for | year
Virological suppression: Viral load less than 1000 copies/ml

Youth Living with HIV/AIDS: Persons living with human immunodeficiency virus/ acquired
immunodeﬁciency syndrome aged 15 to 24yrs (United Nations General Assembly Resolution
A/RES/50/81 (“World Programme of Action for Youth to the Year 200 and Beyond™)

Eratar IVERSITY 1}
LIST OF ABBREVIATIONS AR R Y NE
AIDS: Acquired Immuno Deficiency Syndrome vﬁ%f‘gfﬁéﬁh
CART: Combined Antiretroviral Therapy e tUFEB 2023 9
CD4 cell: Cluster Differentiated cells SESEARCH & ETHICS COf\gﬂEE;EE
KAM
cDOT: Community based Directly Observed Treatment P.0. BOX 7072,

CFLU: Call for Life Uganda

CITL: Collaborative Institutional Training Initiative
COVID-19: CORONA VIRUS DISEASE 2019

GCP: Good Clinical Practice

HIT: Health Information Technology

HIV RNA: Human [mmunodeﬁciency Virus Ribonucleic Acid
HSP: Human Subjects Protection

IAC: Intensive Adherence Counselling

IDI: Infectious Diseases Institute

IVR: Interactive Voice Response
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MoH: Ministry of Health

PEPFAR: President's Emergency Plan for AIDS Relief
PHS: Physical Health Scores

PLWH: People living with IV

SMS: Short Messaging Service

UBOS: Uganda Bureau of Statistics

UNAIDS: United Nations Programme on HIV and AIDS
UPHIA: Uganda Population-Based HIV Impact Assessment
VL: Viral load

YL.WH: Youth living with HIV
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ABSTRACT

Background:

An estimated 3.9 million[ 2.1-5.7 million] youth were living with HIvV (YLWH) globally
in 2017, most of whom live in sub-Saharan A frica (Avert.Org, 2019: UNAIDS, 2018b). Young
people are the only population group in which AlDS-related deaths are increasing (UNAIDS,
2019a). AIDS s the feading cause of death among young people in sub-Saharan A frica (Avert.Org,
2019).

In Uganda, there were 160,000 YLWH in 2018 (UNAIDS, 2019b). An estimated 53,000
new HIV infections occurred among youth in 2018, accounting for 26% of HIV incidence in the
country (Avert.Org, 2019).

Adherence to antiretroviral therapy (ART) is the principal determinant for achieving and
sustaining viral suppression, which decreases progression to AIDS and reduces risk of mortality
(CDC, 1998). Few studies have evaluated mHealth adherence tools among youths in resource-
limited settings. This study aims to evaluate whether the CFLU mHealth toof improves ART
adherence outcomes among youth receiving ART at a rural hospital in Western Uganda.

Corona virus disease (COVID-19) was first declared in December 2019, in Wuhan city,
China. The virus spreads through droplet infection from person 1o person through sneezing or
coughing and contact with contaminated surfaces. The outbreak was announced a Public Health
Emergency of (nternational concern on 30th Jan 2020

(httns://www.who.int/emerzencies/diseases/novel—coronavirus-20I9/events); and declared a

global pandemic by World Health Organization on 1 ™ Mar, 2020.

(https://www.health.g,ro.ug/covid/about-coronawirus)‘

General objective:

To assess acceptability, effect and cost of the CFLU mHMealth tool on ART adherence and

knowledge of COVID-] 9among youth initiating and on ART at Kiryandongo District.
Specific Objectives

la: To assess barriers, enablers of adherence among youth living with HIV in Kiryandongo
{ MAKERERE UNIVERSITY

District at baseline & study end. SCHOOL OF MEDICINE
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1b: To assess acceptability of mHealth for HIV adherence support among YLWH in-
Kiryandongo District at baseline and study end.

2: To assess and effect of the CFLU mHealth tool on ART adherence knowledge on COVID-19

among youths initiating or on ART at 6 and 12 months.
3: To evaluate the cost of the CFLU miHealth adherence tool in comparison to Standard of Care.

Methods

This is a mixed methods sequential explanatory study, with the qualitative study conducted first
followed by a randomized control trial and healthcare cost evaluation. The first study is a
qualitative study to assess barriers, enablers of adherence and acceptability of mHealth among
vouths receiving care at three centres in Kiryandongo District. The sample size for this study will
be a total of 8 focus group discussions (4 at the study start and 4 at study end) or until data
saturation occurs, whichever comes first.

The second study is a randomized control trial of YLWH initiating ART to determine the
effect of the CFLU mHealth tool on ART adherence. A total of 206 YLWH will be randomized
to either Standard of Care (SoC) or CFLU plus SoC. Through the CFL.U mHealth tool,
participants will interact with a computer through | VR, Participants in the intervention arm will
receive pill reminders, clinic visit reminders, health tips messages and functionality to support
self-reported symptoms in addition to standard of care. During this second part of the research,
youths will be assessed on knowledge of COVID-19 at baseline only.

The third study is nested within the randomized control trial and will assess the cost of the CFLU
intervention when compared to SoC.
Conclusion

This project will determine acceptability, effectiveness, knowledge of COVID-19 and cost of
delivering pill and clinic visit reminders, and messages on health tips to a population with
suboptimal ART adherence. Results from this research will provide valuable insights into mHealth
adherence interventions for YLWH and knowledge of COVID-19 in resource-limited settings.
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1.1 Background .

Human Immunodeficiency Virus (HIV) continues to be a global public health threat.
Globally, about 37.9 million {32.7-44.0 million] people were living with HIV (PLWH) in 2018 of
whom 25.7 million were in sub-Saharan Africa (UNAIDS, 2018a). An estimated 3.9 million[2.1-
5.7 million] youth were living with HIV (YLWH) globally in 2017, most of whom live in sub-
Saharan Africa (Avert.Org, 2019; UNAIDS, 2018b). Every week in 2018, 6,200 young women
aged 15-24 years became infected with HIV around the world (UNAIDS, 2019b). In sub-Saharan
Africa, 80% of new HIV infections among young people aged 15-24, occur in girls. Young women
(15-24 years) are twice as likely to be living with HIV as young men (AIDSInfo, 2019).Young
people are the only population group in which AIDS-related deaths are increasing (UNAIDS,
2019a). AIDS is the leading cause of death among young people in sub-Saharan A frica (Avert.Org,
2019).

In Uganda, there were 160,000 YLWH in 2018 (UNAIDS, 2019b). An estimated 33,000 new
HIV infections occurred among youth in 2018, accounting for 26% of H1V incidence in the country
(Avert.Org, 2019). Uganda is implementing the Joint United Nations Programme on HIV and
AIDS (UNAIDS) 90-90-90 targets, which aim to achieve 90% of PLWH knowing their status,
90% of those who know their status accessing antiretroviral therapy (ART) and 90% of people on
ART achieving virologic suppression by 2020 (UNAIDS, 2014). With regard to attaining global
90-90-90 targets, this means that 81% of people with HIV globally receive ART and 73% of them
are virally suppressed. In 2018 in Uganda, 84% of people with HIV knew their status, 72% of
PLWH were on ART and 64% of PLWH were virally suppressed [(Avert.Org, 2019; UNAIDS,
2019b). Viral suppression rates were much lower among youth in Uganda in 2017: 44.9% for
temales and 32.5% in males (UPHIA, 2017b). Young people (15-19 years) in Uganda are more
likely to drop out of HIV care than children or adults because of fear of disclosure, stigma and
discrimination (Nabukeera-Barungi et al., 2015)

The Infectious Diseases Institute (IDI) is an implementing partner for the President’s
Emergency Plan for AIDS Relief (PEPFAR) in three of Uganda’s seven regions, and provides care
for approximately one-in-three of the 1,167,107 Ugandans receiving ART. In 2017, 18 districts
supported by the IDI had viral suppression rates between 38% and 87%. Kiryandongo Hospital,

Page 9 of 103
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one of the HIV care facilities supported by the 1D, was chosen as the study site because it had a

total of 1,322 youth (15-24 vears) registered in care by June 2019. The number of YL WH accessing
care at this hospital has increased over the years, from 1,107 in 2017 to 1,308 in 2018. In 2018, a
total of 637 new youth were registered for care at the unit, and by Jun 2019, an additional 218
youths had been registered into care. Overall retention in care at the hospital was 76% in 2017 and
improved to 79% in 2018. The viral suppression rate was 72% and 79% in 2017 and 2018,
respectively, but this is still below the national and UNAIDS target of 90%.

The World Health Organization (WHO) defines mobile health (mHealth) as “medical or
public health practice supported by mobile devices™ including mobile phones {(WHO, 2011). The
WHO recommends mHealth interventions to support HIV adherence. Prior mHealth research
studies have shown improved virological outcomes, decreased risk of non-adherence, good
retention in care, strengthened health systems through ART adherence and clinic reminder support
and improved self-reported adherence and viral load suppression among non-adherent youth
{Angella Musiimenta et al., 2018) (Schnall, Bakken, Rojas, Travers, & Carballo-Dieguez, 2015)
(A. R. Campbell et al.,, 2018b; J. E. Haberer et al., 2016) (Rebecca Schnall, M.R.,2010). The Cali
for Life Study (CFL) was an mHealth intervention trial which aimed to improve outcomes in HIV
patients using mobile phone based interactive software support (ClinicalTrials.gov NCT
02953080). Between August 2016 and November 2018, 1,031 PLHIV were screened and 600
participants enrolled (300 per site). They were randomised in a [:1 ratio, and followed at an urban
site (Infectious Diseases Institute Clinic) and a peri-urban HIV clinic (Kasangati Health Centre) to
either Standard of Care (SoC) face-to-face counsellor adherence support or SoC plus the Call for
Life Uganda (CFLU) mHealth tool. CFLU used Interactive Voice Response (IVR) or text
messages delivered to participants via MOTECH-based Connect for Life™ (Janssen, Global
Public Health-J&J). The CFLU tool offered daily pill reminders, appointment visit reminders,
symptom reporting and management and weekly health information tips. The primary objective of
the study was 1o assess quality of life utilizing medical outcome study scores (MOS) and physical
health scores (PHS) in people living with HIV (PLWHIV) accessing mobile phone-based support
using the CFLU tool. Despite having no statistically significant observed difference in mean

percentage scores of MOS-HIV, Mental Health Scores and PHS at baseline and 6 months between

CFL and SoC arms, a 5-point improvement in PHS favorit @i a. : .."'--‘~ noted
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among participants starting first line ART or switching o sEcthdiidE (7 fb N pa5.048)
(Rosalind M. Parkes-Ratanshi et al., 2019).

Adherence to ART is the principal determinant for achieving and sustaining viral suppression,
which decreases progression to AIDS and reduces risk of mortality (CDC, 1998). Suboptimal
adherence includes missed or late doses, sub-therapeutic dosing and treatment interruptions or
discontinuations (Vreeman et al., 2014) (Hawkins et al., 2016). Sustaining adherence to ART
among youth is challenging perhaps because of treatment fatigue (for those congenitally infected),
side effects, drug interactions, drug toxicities, sub-optimal regimens, viral fitness, malabsorption,
incomplete emotional and psychological development, lifestyle choices and lack of dedicated
health services (Edward M Gardner, Burman, Steiner, Anderson, & Bangsberg, 2009). Sub-
optimal adherence leads to sub-therapeutic plasma concentrations of antiretroviral drugs which
may speed up the development of drug resistance, limit future drug options and permit
transmission of resistant strains (Oyugi et al., 2007). These factors highlight the difficulty of
maintaining high adherence among youth.

HIV services oriented toward adult care are perceived by youth as poor quality and
intimidating which discourages retention in care (WHO, 2016). Thus, youth are more likely to
drop out of HIV care than adults (Koirala et al., 2017) (Hudelson & Cluver, 2015). There is urgent
need to develop interventions to improve ART adherence among youth. Few studies have
evaluated mHealth adherence tools among youths in resource-limited settings. This study aims to
evaluate whether the CFLU mHealth tool improves ART adherence outcomes among youth
receiving ART at a rural district_in Western Uganda.

When initiated on ART, a high level of sustained adherence is necessary to suppress viral
replication and improve immunological and clinical outcomes, decrease risk of developing ARV
drug resistance and reduce the risk of HIV transmission (Agwu et al., 2012). The proportion of
youth with viral load suppression in Uganda is suboptimal; only 44.9% of females and 32.5% of
males achieved viral suppression in 2017. Effective implementation of evidence-based
interventions is needed if the fast two 90s of the UNAIDS 90-90-90 targets are to be achieved.
Previous work has shown that mHealth interventions improve virological outcomes
(Lawrence Mbuagbaw et al., 2011} (A. M. Ammassari, et al, 2011), decrease risk of non-
adherence (Lester et al., 2010), improve retention in care (van der Kop ML, 2013), strengthen

health systems through ART adherence and clinic reminder support (Natalie Leon, 2012) and
Page 11 of 103
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improve self-reported adherence and viral ioa,dléunbrf"“i“" among-ponadirerent youth (Garofalo

et al.,, 2016). The Call for Life Uganda mHealth tool was developed by Janssen Global Public
Health Research and Development, in close collaboration with the Infectious Diseases Institute
(ID1), and tailored it to the needs of PLHIV in Uganda. Call for Life Uganda (CFLU) is based on
the CONNECT FOR LIFE™ technology and the MOTECH platform. CONNECT FOR LIFE™
is an m-health technology initially developed as a community information technology platform for
health initiatives to improve care in patients in developing countries. The platform interacts with
patients using basic mobile phone technology and with healthcare providers through a web-based
tnterface. This Interactive Voice Response (IVR) software was first piloted by Janssen and the
Grameen Foundation in India, and was called “Treatment advice by Mobile Alerts”(TAMA) to
support HIV patients in India (http://motechsuite.org/index.php/implementations).

The Call for Life Uganda (CFLU) study randomized 600 PLHIV to receive enhanced

adherence support with daily SMS or Interactive Voice Response (IVR) call reminders,
standardized health education messages and facility based standard of care (intervention arm) or
facility standard of care only (SOC) in a 1:1 ratio (Clinical Trials.gov NCT 02953080). A total of
331 health education messages were designed and developed by 1DI and Straight Talk Foundation-
Uganda staft, using National HIV prevention guidelines. These messages were piloted with expert
patients at the Infectious Diseases Clinic (IDC) at Mulago Hospital in Kampala, Uganda, translated
into three local languages (Luganda, Kiswahili and Runyakitara} and relayed to patients using the
platform once a week or on request during the daily pill reminder call. Patients could also call in
using a toll-free number to request health education messages, or report any symptoms related to
the disease, drug or any concomitant illness. The CFLU study participants were prospectively
followed 6 monthly for 24 months. The study’s main outcome was to assess quality of life utilizing
Medical Outcome Study Scores-HIV (MOS-HIV), Mental Health Scores (MHS) and Physical
Health Scores (PHS) in PLWHIV accessing mobile phone-based adherence using the CFLU tool.
There was no statistically significant observed difference in mean percentage score of MOS-HIV,
MHS and PHS at baseline and 6 months between CFL.U and SoC arms. In those starting first line
ART or switching to second line, there was a significant improvement in PHS (ANACOVA 4.01,
p=0.048) of S-points difference or greater. Qualitative data suggested high acceptance and positive
experiences with the CFLU tool in PLHIV. Nearly all participants (98%) selected interactive voice

response over text messages (Byonanebye DM, 2021; Rosalind M. Parkes-Ratanshi et al., 2019).
Page 12 of 103
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IVR is a useful and ﬂe“mbkwmﬁ“e fool which can be used for computer-assisted

screening of a population (Corkrey, Parkinson, Bates, Green, & Htun, 2005) or in-depth daily
assessments of risk behaviours (Perrine, Mundt, Searles, & Lester, 1995; Schroder, Johnson, &
Wiebe, 2007). 1t can also be used as an external aid to promote participant medication adherence
(Hettema, Hosseinbor, & Ingersoll, 2012; Reidel, Tamblyn, Patel, & Huang, 2008) or used as a
medium to relay health messages or advice intended to improve health behaviours{Corkrey et al.,
2005). IVR may be programmed to receive incoming calls from participants, place automated
outgoing calls, or a combination of both (Kerstin E. E. Schroder & Johnson, 2009). Using this
strategy in CFLU, this mHealth tool is able to track study participants, allows investigators to
receive data nearly in real-time and to intervene should a problem occur with the study participant,
before it is too late. The Call for Life System has functionality to support individualised pill
reminders, visit reminders, health message calls and self-reported symptoms and management.
mHealth apps have been developed for asthma, chronic obstructive pulmonary disease, diabetes,
malaria, tuberculosis, and HIV as well as for specific populations, e.g., mother and baby (Qudrat-
Ullah & Tsasis, 2017). Call for Life System can be adopted for use in Ugandan YLWH to aid in
ART and clinic adherence, knowledge sharing and symptom management.

Coronavirus disease (COVID-19), a viral infection with high infectivity and human-
human transmissibility, is caused by severe acute respiratory syndrome coronavirus 2 (SARS-
CoV-2). The SARS-CoV-2 is probably of zoonotic potential, due to the allegations that the virus
was transferred to people at a food market that trades in wildlife in Wuhan, China (Yang et al.,
2020).

The state of lock-down due to COVID-19 in many parts of the world has led to the halting
of services (Roy et al., 2020)and Uganda health service provision has not been spared either.
Uganda got first country wide lockdown on 22nd Mar 2020, this lockdown distupted treatment
continuity and globally the supply chains were halted and most patients in chronic care faced
challenges (Ebrahim et al., 2020). There is moderate awareness and knowledge of COVID-19
among educated population in India(Roy et al., 2020), but little is document among youths in rural
areas, literature serach revealed one documentation on knowledge, attitude and practices of HCW
in Makerere University teaching hospital(Olum, Chekwech, Wekha, Nassozi, & Bongomin}. A
poor understanding of the disease among youths can result in delayed identification and treatment

leading to rapid spread of infections.
Page 13 of 103
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1.2 Problem Statement

About 3 million{ 2.1-5.7 million] youth were living with HIV (YLWH) globally in 2018,
most of whom live in sub-Saharan Africa (Avert.Org, 2019; UNAIDS, 2018b)
(hitps://www.who.int>adolescents). AIDS is the leading cause of death in Africa (hitps:/
www.avert.org). Globally, 30% of all new HIV infections occur among youth 15-24 years

(UNAIDS).

Youths fiving with HIV (YLWH) have low viral load suppression rates due to poor ART
adherence compared with older adults. According to the UPHIA 2017 report, a household-based
national survey conducted in Uganda from August 2016 to March 2017, approximately 55% of
young females and 68% of young males had unsuppressed HIV viral load (UPHIA, 2017a).
Persistent viremia is associated with development of drug resistance, low immunity which
increases the risk of opportunistic infections and death (Oyugi et al., 2007). AIDS-related ilinesses
remain the second leading cause of death for young women aged 15-24 years in Africa (UNAIDS,
2017).

[mproved linkage and retention in care coupled with improved adherence for viral
suppression are paramount in contributing to the UNAIDS second and third 90s and improving the
HIV treatment continuum (Babalola Stella, 2017). Poor viral load suppression is mainly due to
non-compliance to clinic visits, lack of knowledge on ART, inconsistent swallowing of pills and
poor pill adherence (Lee-Ann Crystal, 2017). We hypothesize that early follow-up of missed
appointments coupled with adherence support for the first 6 to 12 months of initiating ART could
overcome the current problem faced by youth. Existing evidence indicates that Intensive
Adherence Counselling (IAC) for those who are not suppressed may not be effective. A
retrospective chart review demonstrated that suppression rates were fow among ART-treated
children with virological failure that completed the three recommended IAC sessions (Nasuuna et
al., 2018).

Mobile health interventions have been effective in improving ART adherence and viral
suppression is a proxy measure for the adherence. A study of SMS text messaging in Haly found
that the proportion with undetectable HIV RNA viral load increased from 42.3% at baseline to
76.8%, 71.5%, 76.2% at months 3, 6, and 9, respectively (P=0.001) {A. Ammassari et al., 2011).

In rural Uganda, text messaging was effective in increasing ART adherence and the authors

recommended that it be explored in youth {J. E. @m@aLaL%lﬂlﬁ;.A.Mu,ﬁjimgqta et al., 2018).
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Poor ART adherence due to missed clinic visits and lack of drug refills, forgetfulness, stigma

comorbid conditions and psychosocial issues are the leading causes of poor viral suppression in
youth. Current use of Intensive Adherence Counselling for non-adherent, non-suppressed patients
has not been shown to be effective, and there is still a gap in providing daily pill reminders, visit
reminders, HIV and ART knowledge and adherence support. All this can be achieved through use

of interactive voice response tool (IVR), which this study will provide through the Call for Life

tool.
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1.3.1 General Objectives

To assess acceptability, cost and effect of mHealth tool on ART adher

COVID-19 among youths initiating ART in Kiryandongo.
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1.3.2  Specific Objectives >
L. To assess batriers, enablers of adherence for ART among Youth in Kiryandongo
at baseline and study end.
I1. To assess acceptability of mHealth for ART adherence among Youth in

Kiryandongo at baseline and study end

ITL To evaluate effect of the mHealth CFLU tool on ART adherence at months 6 and
12
Iv. To evaluate the cost of the mHealth CFLU tool in comparison to standard of care

at 12 months

V. To assess knowledge of COVID-19 among youths in rural setting

1.4 Study Justification

Over 55% of YLWH in Uganda are not virologically suppressed. Patient-centered
approaches exploiting mHealth have been shown to improve adherence to ART and viral
suppression. Due to poor clinic attendance by youth, Intensive Adherence Counselling (IAC) alone
cannot help suppress detectable viral load in this group. Evidence-based interventions are needed
to complement standard of care adherence counseling. The 2013 WHO consolidated guidelines on
the use of antiretroviral drugs for treating and preventing HIV infection, suggested use of
automated Short Message System (SMS) reminders of scheduled clinic visit to improve clinic
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attendance (WHO, 2013). Experience with the recently concluded mHealth study (Call for Life

Study) at 1D shows that 98% of the study participants preferred voice calls instead of text
messages. Participants cited confidentiality, voice tone and privacy related to voice calls as reasons
for this preference. CFLU is an open source mobile-phone based software designed to send short
messaging services (SMS) and Interactive Voice response (IVR) calls. Additional services include
pill reminder support, adherence support, visit appointment reminders, symptom report
management and health information tips (FIGURE!). However, this mHealth intervention has not
been implemented among the YLWH in Uganda.

ft is estimated that 53.2 % of Ugandans have access to mobile phones; 23.2 million
Ugandans were mobile phone subscribers in 2016 (UBOS, 2017). According to the Pew Research
Centre, Ugandan youth are more likely to use mobile phones than adults (Jacob 20153). This study
found that 66% and 51% youth had ever used text messages or sent/viewed videos or pictures,
respectively, highlighting their ease and comfort with cell phone use. In a systematic review of 25
mHealth programs targeting youth sexual reproductive health (SRH) found that most (67%) were
conducted in Africa. Nearly all (87%) used mHealth as a health promotion tool to facilitate
knowledge and behavior change. A minority (18%) used mHealth to link users to essential SRH
services including family planning counselling services, medical abortion, post—abortion care and
HIV treatment. Evidence is emerging that mobile phones are an effective way to reach youth and
to achieve knowledge and behavior change (Ippoliti & L'Engle, 2017).

Few studies have evaluated mHealth adherence tools among youths in resource-limited
settings. This study aims to evaluate whether the CFLU mHealth tool improves ART adherence
outcomes among youth receiving ART at a rural hospital in Western Uganda.

This study will join Uganda in implementing the Joint United Nations Programme on HIV and
AIDS (UNAIDS) 90-90-90 targets, which aim to achieve 90% of PLWH knowing their status,
90% of those who know their status accessing antiretroviral therapy (ART) and 90% of people on

ART achieving virologic suppression by 2020 (UNAIDS, 2014),
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L5 Conceptual Framework:
FIGURE 2: CONCEPTUAL FRAME WORK
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1.6 Theoretical Framewori:

Theoretical framework based on the Information-Motivation-Behavioral Skills Model (J Fisher

Fisher 1992, 2000)
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The IMB Model, (Fisher, Fisher and Harman, 2003) was developed to explain HIV risk
and preventive behavior. The model recognizes three key constructs needed to engage in a given
health behavior: information, motivation and behavioral skills, Information involves the provision
of correct information and dismissing of incorrect information. Motivation refers to both personal
and social motivation (perceived social support for engaging in certain behavior) and behavioral
skifls refer to perceived setf-efficacy for carrying out a certain behavior (Fisher, Fisher, & Harman,

2003).

Based on the IMB model (Jeffrey D.Fisher, 1992), existing information affecting
adherence will be elicited first, and this information may be around social-psychological factors,
anthropological factors, stigma and HIV/ART knowledge among youth. Most of the information
regarding adherence of ART in this group will be assessed at baseline and study end during the

qualitative data collection, stigma will be prospectively collected under the second objective.
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Secondly, the mlealth tool has been used previously for health promotion where it

improved knowledge in sexual reproductive health and facilitated behavior change (Ippoliti &
L'Engle, 2017). The IMB model posits that provision of information and motivation influences
behaviours. We hypothesize that the CFLU tool will address existing knowledge gaps among
YLWH through provision of health messages about HIV, ART and medication adherence. Daily
pill reminders and visit reminders will motivate youth and will help to address forgetfulness and
busy schedules, factors which were the main causes of medication non-adherence and missed visits

in the Call for Life study. Addressing these factors will influence adherence behaviours.

Prior work suggests that patients with higher HIV knowledge are twice as likely to keep
their appointments as those who are less knowledgeable. Knowledge of HIV coupled with a good
client-provider was associated with increased CD4 count and a five-fold likelihood of achieving
undetectable VL (Jones, Cook, Rodriguez, & Waldrop-Valverde, 2013). Lack of knowledge of
correct dosing and time to take drugs was associated with non-adherence in those starting ART
{Miller et al., 2003). HIV knowledge has also been shown to be associated with improved quality
of life (Swindells et al., 1999).

Lastly, evaluation of the effect mHealth tool will include assessment of stigma scores at
baseline and follow-up, HIV knowledge at baseline and follow-up, and adherence as measured by
clinic attendance (visit adherence), phone interaction and viral suppression.

The IMB model was chosen because the intervention will provide information through health tip
messages and motivation through daily calls. According to prior recipients of the CFLU mHealth
intervention, voice calls and voice tones encouraged and motivated them to continue taking
medication, which impacted their behaviours including honoring clinic visit appointments, taking
medication on time and willingness to report any symptoms they may have had. These factors may
have improved clinic attendance, ART adherence and viral suppression. This model is a better fit
for the CFLU mHealth tool than similar behavior models e.g. the Capability-Opportunity-

. . il RERE UNIVERSITY 3
Motivation-Behavioral (COM-B) model. ! MSAC,%EE?SC%S%P% Mg_mcﬂ\jg

RENEWAL
VALID UNTIL

- TUFEB 4B 4

RESEARCH & ETHICS COMMITTEE
P.O. BOX 7072 KAMPALA

.

Page 19 of 103

Y




.
CMARKEREREURTG s
: SCHOGL OF ME:L%?:%EY ‘
RENEWAL ]
VALID UNTI

o OTUFEB 23 &

RES Version 3.2, 12 jan 222
CHAPTER TWO: LITERATURE REVIEW SEARCH & ETHICS COMMITTEE |
4 P.O. BROX ?072,KAMPALA

2.1. Youth and mobile phone use

The use of mobile phones and other mobile technologies for improving health through research
and practice is growing quickly, particularly in areas with difficult-to-reach populations or where
the healthcare infrastructure is less developed (Qudrat-Ullah & Tsasis, 2017). In the Kampala
Youth Survey 2014, it was noted that nearly halfof the youth owned and used phones daily (Swahn
. Braunstein, & Kasirye, 2014). The study assessed psychosocial characteristics based on phone
ownership and use and found that those who initially owned and used mobile phones were
educated, young, wealthy, male and living in urban areas (Swahn et al., 2014). More recently, cell
phone use has expanded to include those living in rural areas, the elderly, and those with less
resources fo an estimated 23 million subscribers in Uganda (UBOs, 2018). In the prior Kampala
Youth Survey (2011), 47% of youth reported owning a mobile phone. Ownership did not vary by
sex but was more common among youth above 18 years of age. Mobile phone ownership was more
common among those who reported taking care of themselves at night, who reported current drug

use and who reported trading sex for money, food or other goods.

As the burden of HIV continues to grow among adolescents and youth, mHealth
technology could address many of the healthcare needs of YLWH including adherence to HIV
medications, retention in care and self-management (Steve Kanters, 2016), which are critical needs
for this priority population. mHealth technology could bridge the divide in healthcare delivery in
underserved minority groups. Since ownership of a mobile device is common among the youth,
use of mHealth can help increase engagement in HIV care (Ippoliti & L'Engle, 2017). Due to the
high incidence of HIV among minorities, adolescents and underserved youth, and their reliance on
mobile technology, it is imperative to develop health information technology (HIT) tools tailored
to the needs of this population (Schnall, Bakken, Brown lii, Carballo-Dicguez, & Iribarren, 2016;
R. Schnall et al., 2016) (Schnall et al., 2015).

Overall HIV incidence in Uganda has been declining since 2010, However, the new HIV infections
are disproportionately concentrated among young people. Given high penetration of mobile phone
technology, there is growing support for using mobile health (mHealth) programs to reach

vulnerable populations (Chang et al., 2011; Chib & Harris). Given that nearly half of youth in
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health (mHealth), including the feasibility of using mobile phones for data colleCHOH "

interventions with this hard-to-reach population (Swahn et al, Aug 2014).

2.2 Acceptability of mHealth in HIV positive population
Several studies on the acceptability and feasibility of mHealth in PLWH have been done, but

few of these were conducted among YLWH. One study in South Africa examined short message
service {SMS) and/or community-based directly observed antiretroviral therapy (cDOT) as
interventions to improve ART adherence for preventing mother- to-child HIV transmission. This
study showed that SMS and or ¢DOT are feasible in this setting. However, safe HIV status
disclosure to treatment supporters and confidentiality of text messaging content about HIV and
ART were deemed to be crucial implementation factors (Nachega et al., 2016).

Few mHealth studies have been conducted among youths despite several studies of mHealth
apps (Amith, Loubser, Chapman, Zoker, & Rabelo Ferreira, 2012; Luxton, June, & Chalker, 2015),
usability of the devices (Doris Caliz), and negative effects of sexualized video apps (Burnay,
Bushman, & Laroi, 2019). Brown et al, conducted 6 focus group discussions to explore adolescent
use of mobile technology for meeting their health information needs in Columbia, when given
smart phones with mHealth apps. The study assessed health secking information behavior among
adolescents and found that the main motivation for using mHealth app was their performance
speed and information needs. Barriers for use of the app included use of non-phone app technology
(i.c. phone, books), non-mobile resources (i.e. parents, teachers, siblings), and other health related
entities not directly related to the usability of mHealth (Shechan, Lee, Rodriguez, Tiase, & Schnall,
2012) (Sparkes, Valaitis, & McKibbon, 2012).

Breach of confidentiality may occur following receipt of text messages. In an mHealth study
among diabetics in Ethiopia, willingness to receive text messages for appointment reminders was
70.5%, (Jemere et al, 2019). In North West Ethiopia, willingness to receive text message
medication reminders among PLWH was only 50.9%, perhaps because use of SMS can’t guarantee
privacy and participants may have felt it was not safe to receive the mHealth support (Kebede,
Zeleke, Asemahagn, & Fritz, 2015). In the rural United States, a survey carried out among 24
respondents, showed a demand for mHealth services, out of the 24 respondents, 63% were in good

health, a total of 65% were willing to receive prerecorded messages for appointment reminders
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from the doctor (Sankaranarayanan & Sallach, 2014). In rural India, willingness to receive mobile

phone reminders for drug adherence was high (98%) among the 479 respondents. Of these, 424
(89%) preferred voice calls alone to other forms of communication (DeSouza, Rashmi, Vasanthi,
Joseph, & Rodrigues, 2014).

In a rural Ugandan setting, a cross-sectional study found that over 60% of patients could
potentially benefit from a mobile phone-based ART adherence support (Kim et al., 2013). Most of
the mHealth studies conducted are SMS studies and only one used 1VR. A qualitative study among
youth assessed SMS based intervention to improve ART adherence in 2 clinics in Kampala,
Uganda. Results suggested improved adherence could be achieved through reminders and social
support. However, youth also suggested “intervention logistics related to content, frequency,
timing and two-way messages” would be helpful to practitioners in the field (Rana et al., 2015).
Another gualitative study in South—-Western Uganda nested within sixty-two pilot intervention
study participants found that SMS reminders and real-time adherence monitoring led to the habit
of adherence, and real-time monitoring was interpreted as “being seen”, “being cared about” which
transformed their moods {Ware et al., 2016). In rural Uganda cohort of 276 participants on ART,
more than half (64%) possessed a mobile phone and were willing to be contacted after a missed
clinic appointment. In 79% of episodes of missed visits, patients presented for refills within a mean
duration of 2.2 days (SD = 1.2 days) after mobile phone call reminder (Kunutsor et al., 2010).
Another cross-sectional survey among PLWH in rural Uganda assessed the *acceptability of and
preferences for text messaging, preferences for laboratory results notification, privacy and
confidentiality and cell phone use and literacy”. All the participants expressed interest in the
service although they had challenges regarding “interpreting messages, discouragement upon
learning bad news, and technical issues” (Siedner, Haberer, Bwana, Ware, & Bangsberg, 2012).
In a study of the feasibility, validity, and acceptability of real-time adherence monitoring using a
Wise pill wireless electronic adherence monitor (EAM) and self-reported missed doses via
interactive voice response (IVR) and short message service (SMS)Y” among 49 adults and 46
children in Mbarara, Uganda, adherence was higher in children than adults (92.8% vs 89.5%) by
EAM, and 99-100% for both adults and children by [VR/SMS self-report (Jessica E. Haberer et
al., 2013).
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Poor adherence to antiretroviral treatment is a public health challenge™ associatéd Wil
development of drug resistant strains necessitating initiation of costly second line therapy, and
possibility of transmission of drug-resistant HIV by the non-adherent spouse (Chesney, Morin, &

Sherr, 2000; De Costa et al., 2010; Paraskevis et al., 2017).

A quasi-experimental cohort study involving 150 HIV-infected individuals from Bangalore,
India, showed that among participants on antiretroviral therapy (ART) between April and July
2010, optimal adherence increased from 85% to 91% patients during the intervention period, an
effect that was maintained 6 months after the intervention was discontinued (p=0.016). Both, IVR
calls and SMS reminders were considered nonintrusive and not a threat to privacy. A significantly
higher proportion agreed that the IVR was helpful compared to the SMS (p<0.001) (Rodrigues et
al., 2012).

A systematic review done by Ridgeway K et al, of the peer-reviewed and grey literature
published between 2010 and 2015 to identify interventions designed to improve antiretroviral
adherence among adults and adolescents in low and middle-income countries, found 43
nterventions for adults, 6 involved both adults and adolescents and only 2 were among adolescents
(Ridgeway et al., 2018). Two systematic reviews (Caroline Free, 2013; Free et al., 2013) found
modest evidence for the benefits of mHealth technology. Both reviews recommended mHealth
implementation, but argued that high quality (and adequately powered) clinical trials that measure
clinical outcomes are essential (Tomlinson & Rotheram-Borus, 2013).

Garofalo et al, May 2016, conducted a randomized trial of a two-way, personalized daily text
messaging intervention to improve adherence to antiretroviral therapy (ART) among 105 poorly
adherent HIV-positive adolescents and youth, ages 16-29. The average effect estimalte over the 6-
month intervention period was significant for > 90% adherence (OR=2.12, 95% Ci=1.01-4.45,

p<.05) and maintained at 12-months (6-months post-intervention) (Garofalo et al., 2016).

Patient-centered approaches exploiting mobile phone communications (mHealth) have been
shown to improve adherence to cART and promote achievement of suppressed HIV plasma viral
loads(A. R. Campbell et al., 2018a; J. I. Campbell & Haberer, 2015). A systematic review by H.
Anglada-Martine et al, revealed that the use of text messages or mobile applications to enhance
adherence to medication do seem to have been beneficial, as 65% of the studies evaluated had

Page 23 of 103



e ERERE UNIVERGITY
i SEHOOL OF MEDICINE

REMEWAL
WAL UNTIL

4 1UFEB 23
%%ﬁs@é’édg

positive outcomes. However, they recommended that more high-que,ﬁt))D S?u‘ ies be conducted in

i i

A&

order to demonstrate whether this type of technology reduces the considerable costs to the health
system generated by non-adherence (Anglada-Mart et al., 2017).

During the WelTel Kenya 1 SMS trial, participants who received SMS support had
significantly improved ART adherence and rates of viral suppression compared with control
participants (Lester et al., 2010). In rural Uganda, text messaging was effective with regard to
increasing ART adherence among adults, and this study aims to explore this effect among
adolescents with poor virological suppression (A. Musiimenta et al., 2018).

Medication adherence is the “Plus” in the 90-90-90-Plus global challenge, emphasizing the
importance of ART adherence in achieving viral suppression. Many gaps remain in meeting these
goals, adherence self-efficacy, depression, stressful life events, and perceived stigma were
significant predictors of medication adherence (Corless et al., 2017). Mobile phone applications
that support treatment adherence address forgetfulness, knowledge gap; an important barrier to

treatment adherence, and this needs to be explored among the youths in Uganda,

2.4 mHealth and retention in care

Predictors of poor retention in HIV care include younger age, male sex, racial or ethnic
minority status, low socioeconomic status, no usual source of health care, less advanced HIV
disease, fewer non-HIV-related comorbidities, and greater unmet psychosocial needs (Giordano,
Hartman, Gifford, Backus, & Morgan, 2009). Thus, interventions to improve retention in care
should incorporate informational, motivational, and behavioral skill components (Giordano,
200 1).

Retaining individuals who have initiated ART in care is challenging. A review by Fox and
Rosen 2010, estimated that 20% of patients in resource-limited settings are lost to follow-up within
12 months of initiating therapy (Fox & Rosen, 2010). Prior the era of “test and treat”, the ART
naive “ART-ineligible” patients’ clinic retention rate was estimate at 63% at month 12 (Kohler et
al., 2011). There are many challenges for continuity of care, financial constraints, travel difficulties
and stigma are factors that can prevent PLWH who start treatment from continuing in care (Mebal
Namwabira, 201 1).

Many people newly diagnosed with HIV are lost to follow-up shortly before or after timely

initiation of antiretroviral therapy. One study in Kenya documented that people living with HIV
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felt that increased communication via the text messaging intervention had the potential to enable

early identification of problems, leading to timely problem solving that could improve retention
and engagement in care during the first year after diagnosis. Engaging PLWH at all points along
the cascade of care is essential for transforming the management of the disease from a fatal
condition to a chronic one (Edward M. Gardner, McLees, Steiner, Del Rio, & Burman, 2011;
Smillie et al., 2014).

In a recently published community-based individual randomized trial in Uganda, no
statistically significant differences in retention were observed in the first 6 months between those
randomized to either mobile-phone or physical contact tracing reminders. Retention was higher
among those who received physical contact reminders at month 12 (91.5% versus 82.1%; p=X)
(Kiwanuka et al., 2018). Although physical contact tracing reminders had higher retention at 12
and 18 months, mobile technology has several advantages which may be cost saving. The
challenges of physical contact included structural barriers, time consuming, health care worker
exhaustion and physical infrastructure challenges.

Various studies in Uganda have shown that patient-related factors resulting in loss to follow-
up include transportation costs, distance to health centers, inconsistent income and lack of social
support. Financing of transport improved retention, but this option is not cost effective nor
sustainable in resource poor countries (Emenyonu et al., 2010; Kasigeire, 2014; Tuller et al., 2010).

Mobile health interventions may improve engagement in care. Mobile apps provide a
convenient vehicle for reaching a large audience and offer the potential to create personalized and
interactive interventions that can be used anonymously and discretely. In a study evaluating how
youth use technology and mobile apps and how their use of technology could support their health
and influence their engagement in care, participants suggested that a mobile health application
should have the ability to connect to a community of other youth living with HIV, readily access
healthcare providers, track personal data and information (such as laboratory data), and obtain

health news and education (Dillingham et al., 2018).

2.5 mHealth technologies costs
information systems, such as electronic health records (EHRs) and mobile phones and
handheld computers (also called mHealth), can be of enormous value in providing health care in

multiple settings. A review done in 2011 showed that with the exception of personal digital
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assistant (PDA)-based data collection, there are still few scientifically rigorous data on the

effectiveness and cost-effectiveness of e-health systems in developing countries (Blaya, Fraser, &
Holt, 2010). The World Health Organization (WHO) published a manual on implementing EHRs
for developing countries. The manual states that a thorough cost-benefit analysis should be
conducted to compare the options against each other and the costs of any proposed system against
the perceived benefits, so as to determine the value ol the system to institution/ government { WHO,
2006).

A systematic review of peer-reviewed mHealth literature in Africa published between 2003
and 2013 identified 44 studies on mHealth and found that mHealth interventions were associated
with positive health-related outcomes. Their success was based on the accessibility, acceptance
and low-cost of the technology. effective adaptation to local contexts, strong stakeholder
collaboration, and government involvement. [n this review, it was clearly noted that threats such
as dependency on funding, unclear healthcare system responsibilities, unreliable infrastructure and

lack of evidence on cost-effectiveness challenge mHealth implementation (Blaya et al., 2010).

2.6 Hypotheses and Research Questions
1. What is the acceptability of mHealth among YLWH at three (03) of Kiryandongo District

HIV Centres, and what are the barriers, facilitators/enablers of ART and clinic visit

adherence?

Hypothests: YLWH will have a high acceptability for mHealth with 70% accepting to use

mtealth.

o

What is the effect of the mHealth-CFLU tool on ART adherence among YLWH?

Hypothesis: More than 79% of YLWH using the mHealth-CFLU tool will be adherent to
ART (using viral load suppression as a proxy measure for ART adherence we anticipate

an increment of 15%).

3. What is the cost of the mHealth CFLU intervention compared to standard of care over a2
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Hypothesis: mHealth will be cost effective by increasing proportion in care and proportion

with viral suppression compared to standard of care

CHAPTER THREE: METHODS

3.1 Study Design: Mixed Methods Sequential study

The study design is a mixed method sequential, where the qualitative study will be done first,

followed by the randomized controlled trial and thereafter the cost evaluation study.

3.2 Study setting

The study will be based at three HIV care and treaiment centres in Kiryandongo District (fig 4).

Kiryandongo District has 19 government health units (one hospital, 5 Health Centre ilfs and 13
Health Centre I} which serve a population over 317,500people.The study sites will include
Kiryandongo Hospital ART clinic, Panyandoli Health Centre HI and Nyakadote Health Centre
(HCYH, Kiryandongo is located 225 km on the Kampala ~Gulu highway, with a viral load
suppression prevalence of 55.3%(UPHIA, 2017). Kiryandongo hospital has been chosen as the
study site, because it is an IDI implementing site with > 1000 YLWH in care and a viral suppression
rate of 79% below the UNAIDS target of 90% (Table 1). In 2018, a total of 637 youths were
enrolled in care and retention in care was 79%. The current total of YLWH at the site is 1,322. The
two government centres Panyadoli and Nyakadoti are 44 mins /19 mins drive from Kiryandongo
hospital which 30 KM and 16 KM from the Hospital. The HCIII serves a population of over
80,000 people and are included as they serve a big population of youth living with HIV in the

district.

Fig 4. Map of Uganda showing Kirvandongo District
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3.3 Study population

The study population will comprise of YLWH aged 15 -24 years who are ART naive or on ART
since Jun 2019.

Target population:

Youth living with HIV registered to receive ART at any of the 3 ART clinic in Kiryandongo district

:Kiryandongo Hospital, Panyandoli HCIII and Nyakadoti HCII
Accessible population:

Youths consented/assented for CFLU, registered for care at Kiryandongo hospital, Panyadoli
HCIH or Nyakadoti CIL
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3.4 Materials and Methods

Study Objectives:

1a: To assess batriers, enablers of adherence among youth living with HIV in Kiryandongo at

baseline and study end. { MAKERERE UNIVERSTTY™

gt
1 SCHOOL OF MEDICINE

" e RENEWAL -
Ib: To assess acceptability of mHealth among youth living with H1V in Kiry nggﬂ?eﬁ%@se!me

- IUFEB B 4

O —
| R—SEA%CSX& fﬂrffcs COMMITTEE
Y 2 KAMPALA

Study design: Qualitative study with narrative approach d

and study end.

Study purpose: To identify the key behavioral constructs that enable or hinder ART adherence

among the youths, and to assess acceptability of mHtealth interventions for adherence support.

Study population: YLWH [5-24 vears attending Kiryandongo Hospital, Panyadoli Health Centre
[l or Nyakadote Health Centre II HIV/ART clinic, ART naive or on ART since Jun 2019.

Sampling: Participants will be purposively selected, each group will include 6-10 YWLH, and
there will be a total of 3-5 groups ((Morgan, 1992). The participant groups will comprise of those
who are naive or initiating and on ART since Jun 2019, YWLH will be stratified by age group

(<18ys and >18yrs) and gender.
Study Procedure:
Selection criteria:

Inclusion: Youth living with HIV, with a documented HIV test result, aged 15-24 yrs, ART naive

or on ART since Jun 2019,

Exclusion Criteria: Youth unable to express themselves verbally, those unable to attend 2

sessions of the discussion

Selection of participants: We shall liaise with the clinic counsellor to refer YLWH aged 15-24
years with a documented HIV test result, patients who are ART naive or initiating ART and have

gone through routine counselling and testing. Stratification by age group and gender will be
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considered in selection of study participants. Eligible youth will be identified by the clinic

counsellor and will be referred to study team which will be located at the HIV clinic. We shall sit
one on one with the potential participant, give information about the purpose of the study, and
request them to join the focus group discussion on the scheduled date if they agree to take part.

This procedure will be repeated until the sample size of a particular group is reached.
Sample Size: Focus group discussions will be held until data saturation is achieved.
Data Collection:

Focus group discussions: On the day of the discussion, study information will be given to the
participant including the purpose of the study, risks and benefits. We will address any questions
they may have and obtain consent. An experienced person (Social Sciences group at the Academy)
tn conducting FGDs will facilitate the discussion assisted by two note takers (the PI and a research
assistant). Ground rules will be set and choice of languages to use will be Runyoro, Kiswahili and
English which are the dominant languages at the site. FGDs have been preferred and not in-depth
interviews, because this study is generating information on collective views which will be used
for later, and we want to generate a rich understanding of the youths experiences and beliefs (Gill,

Stewart, Treasure, & Chadwick, 2008).

At baseline, we will administer an interview guide consisting of structured questions on the CFLU
mHealth tool and ART adherence, as well as open-ended qualitative questions with probes, to
allow exploration of YLWH views and opinions regarding these themes. The key issues to be
explored are whether the youth would accept or refuse use of an mHealth tool, what they would/
wouldn’t like the system to offer in terms of health education, frequency and timing of pill
reminders and why. Regarding ART adherence, ART naive participants will be asked what factors
will likely facilitate / hinder their adherence to clinic attendance and ART. ART exposed
participants will be asked what has facilitated or hindered their clinic attendance and ART
adherence. The FGD will last for about 40 to 45 minutes. It will be audio recorded and
refreshments (light snack and a soft drink) will be served. Themes to be assessed at baseline

include acceptability of mHealth, assessing knowledge, usage, specifics needed, frequency timing.

{ MAKERERE UNIVEBRSITU™,
;. SCHOGL OF mmc?m%"
: RENEWAL
VALID UNTIL

* TUFEB B3 %

RESEARCH & ETHICS COMMITTEE
g P.O. BOX 7072 KAMPALA
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At the end of the study, the groups will be subdivided according to the themes of acceptability and

adherence. For acceptability, further segmentation will be based on those who have utilized the
mHealth tool above or below 75% of times. For ART adherence, we shall subgroup according to
viral suppression (VL <1000 or > 1000 copies/mL), gender and age-group below or above 18 years.
The FGD guide (appendix IV) will explore the different barriers and enablers for adherence, and
the responses to mHealth intervention. The discussion will be captured on an audio recorder and

handwritten notes.

Data collection for the FGD at study entry, before randomisation:

ART experienced ( Less experienced { less

{ MAKERERE UNIVERSITY

SCHOOCL OF MEDICINE  §on ART 3months than 3months) and ART
RENEWAL
VALID UNTI. and above) Naive
Themes 'ﬁ’ TUFEB 2003 fi‘?’
Male Female

RESEARCH & ETHICS COMMITTEE

PO, BOX 7072, KAMPALA <18 yrs >18yrs | <18 yrs > 18yrs
L A

Acceptability:
Why accept or refuse mHealth

How can the system be used for adherence
{probe on time, frequency)?

What they would like the system to do for
them( Probe on pill reminders, Health
tips/advice , symptom reporting and
management and use of secret pin)

Adhercnce:

Enablers/barriers:

(what has facilitated/hindered for those who
are ART experienced)

{what will likely facilitate- for those who are
naive or less experienced
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Data collection for the FGD at study end; groups will be divided according to how well they

interacted with mHealth tool (> 50% <50%), age group (>18yrs <18yrs) and sex (male or

female)
Groups
<50% (>50% interaction/engagement
interaction/engagement | with tool)
Themes
with tool
Male Female
<Ii8yrs > [8yrs | <I8yrs > 18yrs
Acceptability:

Comfort/ease using the tool

Following advice from Health
tips

Likes/dislikes for tool

Improvements &
recommendations

{ MAKERER

E UNIVERSTT

Barriers( What has hindered)

SCHO Yy
Adherence: VALID UN T
Enablers (what has facilitated) * T UFEB 2023 Y

RESEARCH & E

PO Dy

THICS COMmITTER

Data Management and analysis:

B OX .fU?Z’,RA!V!PALA

)

The I'GD audio-recordings will be translated and transcribed into English by a group of 4

qualitative research assistants from the Academy at Infectious Diseases Institute. Transcripts will

be read, to identify themes and subthemes. Themes will be discussed, coded and the coded book

with the transcripts will be imported to Nvivo for coding and content analysis. The analysis will

be done by the qualitative social sciences Lead from the Academy at IDI. Audio files will be

electronically stored in password protected files which will only be accessible to the study team.
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The analysis will be guided by the themes already contained in the interview guide, which will

further be refined following multiple readings of interview scripts to better understand the data,
identify sub-themes and to group the data according to themes for analysis and interpretation.

Quotations reflecting the youths” views, opinions and experiences will be identified and will be

used in the presentation of study findings. SRR R UNTUERSTIY ™

(j!? MEDICINE

s : W
Study Objective 2: ! VAL Uff‘TgT*

)

To assess effect of mHealth tool (CFLU) on ART adherence and km;wfedoe of C‘éb‘ﬁg Ezigzg "

among YLWH naive, initiating ART or on ART since Jun 2019. 5 RESEARCH & ETHICS COMMITTEE
{_ BOBOX 7072 KAMPALA
Study design: Randomized control trial with 2 arms (Standard of Car& 8F CFLUWith Standard-of

Care)

Study purpose: To assess effect of CFLU on ART adherence among youth measured by
interactive voice response to daily adherence calls mapped in the database and proportion with
viral suppression of copies below 1000 copies/mL.

The intervention (CFLU) uses IVR calls or text messages delivered via MOTECH™ based
Connect for Life technology™. The calls are delivered in 3 languages (Luganda, English and
Runyakitara) and the participant has to make a choice of the preferred language during registration
to the system. The system offers adherence pill reminders, health message tips, visit appointment
reminders and receipt of self-reported symptoms.

A poor understanding of the disease among youths can result in delayed identification and
treatment leading to rapid spread of infections among the community.

Study setting: Kiryandongo District, 3 siles offering HIV-ART. Kiryandongo hospital,
Panyandoli Health Centre I1I and Nyakadote Health Centre Il have been chosen as the study sites,
the hospital has 1,322 YLWH and a viral suppression rate of 79% (Table 1). In 2018, a total of
637 YLWH were enrolled in care. By Jun 2019 and additional 218 YLWH had been enrolled in
care. The current tota] at the site for age between [5-24 is 1,322. Overall retention was 79%.We
have included the lower level health facilities since ART delivery is done majorly in these

grassroot levels.

Study Population: Inclusion: YLWH (15-24 years), ART naive or initiating ART since Jun

2019,
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Exclusion: Hearing loss, severe illness likely to shorten life span, boarding school Y1, WH,

Inability to use a basic mobile phone.
Sample size calculation:

Sample Size: X-Sectional, Cohort, & Randomized Clinical Trials (Kelsey et al., Methods in
Observational Epidemiology 2nd Edition, Table 12-15; Fleiss, Statistical Methods for Rates and
Proportions, formulas 3.18 &3.19)

The sample size formula for the method described in Kelsey et. al. is:

B (Z-,rz +Zl-ﬁ)?ﬁﬁ(r *1)
By = 5
I(P1 _Pz)
{ WMAKFRERE UNIVERSITY 3
SCHOOL QF MEDICINE
and RENEWAL
VALID LNTTL
N2 = rog - TUFEB 233 <
where RESEARCH & ETHICS COMMITTEE
n; =number of cases in the intervention P.O. BOX 7072 KAMPALA

%, "y

nz=number of controls

L=
1 . .
* standard normal deviate for two-tailed test based on alpha level (relates to the
confidence interval level)

Zy =

level)

standard normal deviate for one-tailed test based on beta level (relates to the power

r = ratio of controls to cases
pl = proportion of cases with exposure and g1 = 1-pl

p2 = proportion of controls with exposure and q2 = 1-p2

P txpg

B= r+1 and g=1—p
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The sample size formula without the correction factor by Fleiss is:

f
n r+
Ty, =% 1+“|L1+ Hr +D)
41 mrip, -
Do, =Tiy
When the input is provided as an odds ratio (OR) rather than the proportion of cases exposed, the

proportion of cases exposed is calculated as:

_ P-OR
1+ p,(OR ~T)

Fy

Sample Size: X-Sectional, Cohort, & Randomized Clinical Trials (OpenEpi,
2019) (https://www.openepi.com/SampleSize/SSCohort.htm)

ST AR ERERE UNIVERSITY
SCHOOL OF MEDICINE
RENEWAL
VALID UNTIL

$e TUFEB B w

Two-sided significance level (1- a): 95

Power (1-3, % chance of detecting): 80

8 2 Stk e i i

Ratio of sample size, Unexposed/Exposed:

—
T

RESEARCH & ETHICS COMMITTEE
Percent of Unexposed with Outcome: 79 % PO, BUX 7072,KAMPALA |
Percent of Exposed with Outcome: 94(Jessica E. Haberer et al., 2013)
(Odds Ratio: 4.2
Prevalence Ratio: 1.2
Prevalence difference: 15

Kelsey Fileiss Fleiss with CC

Sample size- Exposed(intervention): 81 80 93
Sample Size-Nonexposed (Control): 81 80 93
Total Sample Size: 162 160 186

CC= continuity correction. Results are rounded up to the nearest integer.
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Data collection procedures:
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Examples | Help

Sample Stre: X -Sectipnal, Cobort, & Randomized Clinical Trials

Two-sided significance fevel( 1-alphay 93
Power( 1-beta, % chance of detecting): 30
Ratio of sample size. Unexposed - Exposed: H
greent of Unexposed with Quicome: 79
Percent of Exposed with Outcome: 94
Cdds Rario: 12
Risk Prevalence Ratio: 1.2
Risk Prevalence difference; 13

Kelsey  Fleiss Fleiss with CC

Sample Size - Exposad &1 30 93

Sample Size-Nonexposad 51 S0 93
Toral sample size: 162 160 136
s Referepees i

Kelsey eral., Merthods in Observational Epidemiology 2ud Editiorn, Table 12-13
Fleiss. Statiszical Methods for Rates and Proportions, formulas 318 &3.49
CC = comtinuity correction
2sults are rounded up to ihe nearest integar.
Print from the browser menu or szlect. copy. and paste to other programs.

Results from OpesEpi, Version 3. apen sowrce caleulator--$$Cohort
Print trom the browser with ctri-P

or sefect 1ext to copy and pasiz o other progrsrﬁfﬁ. MAKERERE UNIVE RSITY ¢
SCHOOL OF MEDICINE

RENEWAL
VALID UNTIL

+ 1UFEBAB 4

RESEARCH & ETHICS COMMITTEE

The intervention is mobile phone based IVR. However, the CLFU trial found that, it was

observed that a good number of participants (50 of 256) at the urban site were not enrofled due to

absence of a basic mobile phone, or had malfunctioning phone keyboards (for Poster Exhibition

at the 20th International Conference on AIDS and STls in Africa (ICASA 2019). Therefore, we

shall provide a basic mobile phone to everyone in the study (SoC and intervention arm). To avoid

stigma associated with a particular phone, we shall get 4 or more types of basic phones. Issues

regarding simcard registration will be dealt with by the individuals.

Four study questionnaires will be administered at baseline and 6-monthly until the 12-month exit

vIsit.

Page 36 of 103



Version 3.2, 12'" Jan 2022
The questionnaires will capture:

{MAKERERE UNIVERSITY
SCHOGL OF MEDICINE

¢ Sociodemographic and medical history \ Ji%?ijﬁgﬁl{iﬂ
s Stigma scores ”%f VU FREB 203 %ﬁ(’

» Knowledge assessment
‘ RESEARCH & ETHICS COMMITTEE
¢ Sexual behavior assessment P.O. BOX 7072 KAMPALA

+  Knowledge of COVID-19 ( only at baseline)

v

The data will be entered using REDCap. Blood for viral load will be collected at baseline and at

the 6 and 12-month visit.
Intervention: mHealth CFLU tool

The tool capitalises on a basic mobile phone’s core utilities of voice and short messaging
services. The system design, development, testing and evaluation was done by Janssen and the

Grameen Foundation (http:/motechsuite.org/index.php/implementations). In 2015, Janssen

Global Public Health Research and Development, in close collaboration with the Infectious
Diseases Institute Kampala (1D1), developed Call for Life Uganda (CFLU) tailored to the needs of
PLHIV in Uganda. The CFLU system follows the Health Insurance Portability and Accountability
Act (HIPAA) Privacy and Security rules. While the Privacy rules deals with electronic Protected
Health Information, the security rule covers administrative, physical and technical safeguards to
ensure confidentiality, integrity and security of elecironic protected health information. Data
transaction between patient and system is encrypted when it comes to human subjects. The system
is password protected, and interaction of system and patient is personalised with a secret code. The
system interacts with the patient through a basic mobile phone via a keypad and with the health
worker through a web-based interface. The system has options to either use interactive voice
response or short message service and the user has to make a choice, get a secret pin code which

ensures privacy to enduser.
Screening-Enrolment procedures:

All potential participants will be written on the screening log, and a screening form
completed, reasons for screen failure will be documented on the screening log. Following

successful screening, the participant will be referred to the Research Assistant (RA) to receive a
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thorough explanation of the study so and informed consent is obtained. The RA then administers

the stigma questionnaire along with the sociodemographic and medical information, , HIV
knowledge and sexual behaviour questionnaires. A client locater form will be completed which
will help in physical contact tracing, and the participant will be registered on the enrolment log.
Randomisation will follow (see details of randomisation procedure below) thereatter and
the result in the sealed envelope will dictate whether the patient will be registered onto the Call for
Life System for the intervention or continue with standard of care as per MoH HIV Management
guidelines.
Registration onto the CFLU system: Refer to Standard operating procedures on registration.
However, all patients will be registered onto the electronic and hard copy of the enrolment log and
a next appointment date is given to them. Finally, the lab request forms are filled and the patient
sent for a blood draw. The patient returns from the lab, receives their transport refund of UGX
20,000, with a basic mobile phone (only at baseline visit, to all participants) and is allowed to go
home.

No intervention: Standard of care arm

The Ministry of Health developed a minimum healthcare services package for PLHIV to

standardize the programming, implementation and delivery of integrated HIV services in Uganda

The standard of care arm is based on the Apr 2018, consolidated guidelines for prevention and

treatment of HIV in Uganda (MoH, 2018), and will also follow the healthcare services package

for PLHIV (U. MoH, September 2014). 1 MS%EE(SQOE{RES é»’;l%'ggf%%\%\’w

RENEWAL
VALID UNTIL

¥ 1UFEB 213

» Care and support for people living with HIV, and the first line ART jregimen is
TDF/3TC/DTG

The SOC arem will follow the services below:

RESEARCH & ETHICS COMMITTEE
P.O. BOX 7072, KAMPALA

J

¢ First-Line Regimen for Adults and Adolescents aged above 10 Initialing ART
Preferred First-Line Regimen: TDF+3TC+DTG All HIV-infected adults and adolescents aged 10
years and above should be initiated on tenofovir, lamivudine and dolutegravir (TDF+3TC+DTG)
as a once-daily fixed dose combination. When to use TDF+3TC+EFV: Adults and adolescents
aged 10 years and above should only be initiated on TDF+3TC+EFV if their weight does not

allow for use of the currently available DTG formulations (containing 30mg). Note: DTG 30mg
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should only be given to adults and adolescents weighing 40kg and above. When the 10mg and

25mg formulations become available, DTG will be administered to children and adolescents
weighing less than 40ke.

When to use ABC+3TC+DTG:

Adults and adolescents aged 10 years and above should only be initiated on ABC+3TC+DTG if
TDF is contraindicated, including the following conditions:

I. Kidney disease and estimated glomerular filtration rate (GFR) below 60 ml/min

2. Adolescents befow 335 kg of weight.

Adherence Preparation, Monitoring, And Support:

The study team will use the 5 As principles for chronic care as a guide to ofter pre-ART
adherence counselling and psychosocial support. These are Assess, Advise, Agree, Assist and

Arrange. The youths will be followed-up every 6 months as per MoH guidelines.

The Adult Care and Treatment Package includes the following services:(U. MoH, September

2014)

SCHOOL OF MEDICINE
RENEWAL
VALID UNTIL

T UFEB 2073

1. HIV counseling and testing

I~

. HIV prevention services

ted

. Nutritional Counseling and support

e R N

ey
it
3

Py

4

4. Opportunistic infection screening and management : -AnL
P.O. BOX 7072, KAMPALA

e

CAKERERE UNIVERSITY

-ARCH & ETHICS COMMITTEE

",

. Screening and management of non-communicable diseases

LA

. Diagnostics and laboratory monitoring
. Sexual and reproductive health

. Counseling and Psychosocial support

NG ~1

. ARV preparation, initiation and monitoring
10. Adherence and retention into care
| 1. Palliative care

12. Mental health

o
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Fig

g 5 Study Sehema

Study population: Initiating ART at Kiryandongo:

e Youths >15-24 yrs.
¢ [nitiating ART
¢  On ART since Jun 2019

7 .
FGD: At baseline
Barriers. enablers of adherence ""‘\
' Acceptability of mHealth ™
"
Call for Life: mHealth | 1:1 Randomization Standard of Care arm

No Cal! for Life

Intervention arm

Study questionnaires (Visit 4,1,2}

s  Socio-demo-medical form

" MAKERERE UMIVERSITY

¢ Stigma scores SCHOCL OF MEDICINE
s Knowledge assessment \ ﬁ?fﬁﬁﬁﬁ%!
¢ Sexual behavior

v  VUFEB 203 9%

s Knowledge of COVID-19
s +/-Blood draw

RESEARCH & ETHICS COMMITTEE
P.O. BOX 7072 KANMPALA

v

FGD: At study end
Barriers, enablers of adherence
Acceptability of mtealth

Outcome assessment at month 6 and 12

ART Adherence Viral Suppression, Retention in care, Cost-evaluation analysis
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The outcome variables inciude:

¢ ART adherence scores at 6 and 12 months, as assessed by HIV Care Card for those on SoC
arm and Self- reported adherence to ART as depicted on the mHealth dash board.

e Viral load suppression at 6 and 12 months, as test results from blood collected at months 6
and 12 with time to viral suppression.

* Retention rates at 6 and 12 months with time to loss to follow-up

e Stigma scores at study start and end
Data Management Analysis Plan

Data collected on paper CRF will be entered using Research Electronic Data Capture software
(REDCap) which is a safe, secure, HIPAA-compliant, web-based application and facilitates offline
and online data entry. Data will be exported to STATA 14.0, for analysis. Data will then be backed
up and archived in both soft and hard copy to avoid losses. The data collected will be stored

securely under lock and key to maintain patient confidentiality.

Data regarding call details in the system will be extracted from CFL tool database, exported into

Stata for analysis.

Visit dates will be extracted from database and proportions lost to follow-up drawn and time to
foss to follow-up estimated. Viral load results will be extracted and time to viral suppression with

survival analysis curves drawn for both arms.

Data from the MoH HIV card regarding the ART regimen and start dates will be transcribed to the

data collection tool and later entered on the REDCap system.
General data analysis

Data will be analyzed at three levels, first at the univariate tevel, then at the bivariate level and

lastly at the multivariate level. A consort diagram will be drawn to show the screening, enrolment,

randomization, follow-up and analysis flow of the study. ¢ MAKERERE TR
TERE UNIVERSTTY™
t SCHOOL OF MEDIGTME
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Descriptive analysis will be done for the factors that influence adherence, virological suppression

, stigma and retention in care. In addition, the distribution of the independent variables will be
done with categorical data summarized using frequencies and percentages. Numerical data will be
summarized using means and standard deviations for normally distributed data, and median and

inter-quartile range for data that is not normally distributed.
Bivariate Analysis

The relationship between independent variables (age, gender, ART duration, marital status,
education status, occupation and religion) and adherence and virological suppression will be
analyzed using bivariate analysis made using cross tabular analysis and associations investigated

using the Pearson Chi-square test.

The Chi-square test is based on the computational formulae below:

2
i " NMAR
r ¢ ) = =R
~ Q Eﬁ) YR ERERE TR MW??V"E

: 55 ENEWA
e E f VALID UN
Where
| RESEARCH & ETrcg
r is the number of categories of the i explanatory varlabl&m%m? KA MPAL,A
MW

c is the number of categories of the dependent variable

Uis the observed number of observations in the i explanatory

and jth dependent variable

Uis the expected number of observations in the i explanatory?
and j® dependent variable

Further, odds ratios shall be used to analyze the relationship between the dependent variable and
the independent variables. Variables found to be significant at p value of p £0.05 will considered

for the multivariable analysis.
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Multivariate Analysis

Multivariable logistic regression will be used to determine the factors that influence adherence or
virological suppression and retention in care. Variables found to be statistically significant at p <
0.05 in bivariate analysis and those considered to have a scientific explanation will be entered

into the multivariable model.

The multivariate logistic regression adopted is based on the formulae below:

Pi -5 48X . C AR RE TR
mL_p] By + BXit .t fXe gf;-f:io,;-;-g__‘{5”;-’;};{,;5:,%’8;\:1 v
‘ { RENEwWAT £
{ VALID UNTTL
Where; ‘E%w 1 QF‘EB 2923 7%?
X = independent variables | RESEARCH & ETHieg COMMITTEE
PO, BOX ?G?E,KAMW%LAJ
Pi= Probability of being adherent and viralogically suppression T——

L-p; - Probability of not non-adherence or not suppressed virologically

Bo constant ; pi - coefficient of the determinant

The study findings will be reported as odds ratios, confidence interval and independent variables
found to have p value < 0.05 at 95% confidence interval will be considered to be statistically

significant in the final model.
After the final model, significant factors for ART adherence/ viral suppression will be computed.
Data Monitoring Committee:

The DMC will consist of 3 independent members with expertise in relevant clinical specialties,
their responsibility is to ensure that the safety of study subjects is protected while the scientific
goals of the study are being met. The previous CFL-RCT at IDI, had no major safety issues and

neither were there any gender-based violence, so the DMC will suffice and will be involved in:

¢ Review the research protocol and plan for data safety and monitoring.
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¢ Evaluate the progress of the trial, including periodic assessiments of data quality and

timeliness, participant recruitment, accrual and retention, participant risk versus benefit,

performance of the trial site, and other factors that can affect study outcome.

e Make recommendations to the Pl about continuation, termination, or other modifications
of the trial based on the observed beneficial or adverse effects of the intervention under

study.

e il appropriate, conduct interim analysis of efficacy in accordanc MARKERERE LNIVED

RENEWAL
) ] VAL umw
* Recommend solutions to address problems with study conduct, enrolment, and sample size

Y 1UFEB 2023

and/or data collection.

Study visits (scheduled and unscheduled visit codes) P.O.BOX 7072

=~ P
SCHOOL GF r\,fuzmc?;\f;xj—ty

RESEARCH & ETHICS COMMITTEE
2HANMPALA

¥

The total duration of the study is 18 months; follow up period is up to 1‘2 months. The participant
has a baseline visit (00.0) and is followed up at month 6 (168 days = 14 days) visit code 01.0, last
visit is at month 12 (336 days +14 days) visit code 02.0.

The participant might return at the clinic due to an illness, or repeat blood draw, this interim visit
codes will be numbered sequentially from the previous scheduled visit. (00.01, 00.02 if its next to
the baseline, if next to second visit, the code will be 01.01, 01.02 etc., if its next to last visit it will
be coded 02.1, 02.2, etc.).

The study visit window is 2 weeks (14 days), beyond this period a visit code denoting an interim
visit is given; e.g. Visitcode O1.1 first contact with patient past visit 01.0 and 01.2 denotes second
contact with patient past visit 01.0.

During enrolment, it is important to obtain the names and contact information for several
individuals closely related to the participant (e.g., next of kin, friends, etc.). Such individuals can
be contacted in the event that a participant does not return for follow-up visits. Physical contact
tracing will happen if the patient takes 2 weeks past the scheduled visit.

Missed visit:

When the appointiment is not honoured and the 14-day window passes, this is a missed visit. If a
participant misses a visit (Visit window inclusive) a missed visit form is completed documenting

the reason for missing (if known) and the attempts made to contact the participant, through mobile
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phone or physical tracing. Several attempts to contact the participants must be made to ensure good

retention. The attempts may include: Checking the General clinic schedule to sync the appointment
visit, Calling the participant; Calling a relative who was disclosed to, or Visiting the participant’s
home: To minimise missed visits, through the web-interface on CFLU system, any dropped calls

monitored on the dashboard, will trigger active follow-up and tracing of the participants.

Loss to follow-up:

If a participant misses 2 consecutive visits and unable to ascertain the vital status, this patient will
be declared lost to follow-up, alternatively, if 3 months consecutively elapse, without
acknowledging the patient’s status, the patient will be labelled lost to follow-up. If a participant’s
where about is not known for 3 months and the contact tracing is uneventful after 3 documented
attempts, this participant is deemed lost to follow-up and a withdraw form is completed. In case
the participant re-surfaces to the clinic when the study is still active/ongoing, the withdraw form

is cancelled out and patient re-joins the study and a study visit is conducted.

Study Objective 3:

To evaluate the cost of mHealth in comparison to Standard of Care

Study design: Cost evaluation analysis
Study Purpose: To assess cost of mHealth intervention in comparison to standard of care

Primary outcome measure: Costs spent on the intervention participants in comparison to
standard of care participants

A cost analysis of the intervention from a governmental perspective will be performed. The
principle of marginal costing will be used to cost the resources utilised in the alternative strategies.
All costs of a historical nature, the sunk costs such as resources invested in buildings, equipment,
and vehicles will be ignored. Only costs related to the future, from the onset of the study, will be
recorded.

Sources of cost information: The following costs will be assessed and classified under direct or

indirect cost: Sources of cost data will be; program/ project documents, financial records.
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¢ Software monthly hosting (internet, cloud hosting, call bills,)

{ MAKERERE UNIVERSTTY™

¢ Support maintenance SCHOGL OF MEDICINE
REMEWAL -
e Hard ware VALHT UNTIL
o Computers Vﬁv TUFEB 2073 w}’%’
o Internet modem RESEARCH & ETHICS COMMITTEE
F.O. BOX 7072, KAMPALA
Recurrent costs: o y

. Supplies {blood coliection tubes, vacutainer holders, needle, cotton swabs)
il.  Transport to fro {clinic visit):
[II.  Staft/ personnel salaries:
Induced costs:
1. Transport costs
Il Number of sick visits attended outside the clinic costs/fees incurred
1. Alirtime fees

Health outcomes:

The number of patients with viral suppression (<1000 copies) will listed per study arm at month 6
and 12, and these will be compared across arms.

Analysis:

Primary outcome measure will be Cost for mHealth Intervention.

3.5 Quality control

All data collection tools will be checked for completeness and validated prior to entry on REDCap.
Research assistant will follow the research protocol, will have prior protocol, Human subject
protection (HSP) Good Clinical practice (GCP) course training, the consented youth randomized
to CFL will be registered on a standafone CFL-PhD clinic for this study. The viral load results
entered on the CFL tool will be cross-checked and verified by the PI, as the second data entrant.
All patients consented for the study will get a basic phone to eliminate issues regarding phone
technologies such as some buttons not functioning well. The study will be over seen by the DMC

based at infectious Diseases Institute.
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Data Security: All study data will be double encrypted, maintaining the confidentiality and safety

of all data communications. The communication between the call for life browser and the server
is encrypted using 128-bit SSL. System servers are hosted by Amazon Web Services (AWS) and
are secured by Amazon VPC and AWS WAF firewalls to allow private networks and prevent
unauthorized access, while data is protected from virus threats using BitDefender anti-virus
technology. The YLWH database will be housed on the 1D{ server.

3.6 Ethical consideration

Permission to carry out the study will be sought from the Department of Medicine, School of
Medicine, College of Health Sciences and ethical approval from the Higher Degrees Ethics and
Research Committee of School of Medicine, Makerere University College of Health Sciences and
research clearance from Uganda National Council for Science Technology. Clearance will also be
sought from Kiryandongo Hospital administration, Health centre in-charges and Kiryandongo
District Health Office. The PI is Good Clinical Practice (GCP) compliant with a CIT! certificate
in GCP and Human Research Subject Protection (HSP). Informed consent and assent will be
obtained and documented from all participants. Confidentiality will be maintained at all times. All
data collected will be secured under lock and key. The CFLU is password protected and data is
encrypted once extracted from database.

The National IT Authority policy will be followed and adhered to in relation to data protection,
safety and confidentiality for patients.

Study limitations:

The intervention involves information technology and requirs reliable electricity supply, stable
mobile phone network, and internet connectivity. Any disruption will lead to the CFLU system
not operating as planned.

For the end user lack of experience with use of pin codes, multiple sim lines and failure to register
simcard may lead to system faiture Because entry of a wrong pin code will lead to blockage from
use of the system. Use of multiple sim cards may lead to sim swapping and a call reminder may
be received when the registered/authorised sim card number is not available because the other line
is in use. Finally, unregistered simcards may be blocked by the Uganda Communications
Commission.

Another limitation may be parental restrictions in phone use for YLWH enrolled in the study. The
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study participant’s response to daily pill reminders calls assumes that self-reporting s accurate.

The Call for life health messages are in 4 main languages, due to lack of funds, the Luo language

is missing and this may affect many potential participants.
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Yig 6 DGANDA POPULATION-BASED HIV IMPACT ASSESSMENT (UPHIA 201622017

Among HIV-positive adults agad 15 to 64,
prevalence of VLS varies geographically
across the country, ranging from 48.8% in VLS
the Last-Central region to 70.0% in the
North-East region.
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FABLE 1D Virad suppresion smong YLWH envolied at Kirvandongo Hospital

Currently in Care
TA_CURR Dec 2017 TA_CURR Dec18 TX_CURR Junig

15-19Yrs 120-24Yrs |TOTAL 15-19Yrs |206-24Yrs [ TOTAL 15-10Yrs {20-24¥rs |TOTAL
Totat 413 761 1174 451 857 1308 506 816 1322

f New in Care { I

TX _NEW Jan to Dec 17 TX_NEW Janio Dec 18 TX_NEW Jan to June 19
15-19Yrs 120-24Yrs ITOTAL 15-19¥rs 120-24Yrs |[TOTAL 15-19Yrs 120-24Yrs {TOTAL
Total 64 232 296 148 489 837 49 169 218

Viral Suppression

Non Supprassi

Valid Suppress |Suppress jon Rate

Pericd Results ed Resulis{ed Resulis|{%)
Dec-17 414 2938 116G 72%
Dec-18 466 368 95 79%

Jun-19 260 208 52 8o% |

Retention over all at the site

Dec-17 Oct to Dec 2018
12 Months 12 Months
Organisa Cu : %_g_g
tion unit | Cohort'/ |retained
TOTAL 268 79%
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FIGURE7: CALL FOR LIFE {4
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* SMS( Short text Messaging service) |
« IVR(interactive Voice Response)

«ART Pill reminders( individual based)
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. Syrhptom
reporting
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PhD Study Time Lines

July-
Sept
2018

Qct-
Dec
2018

fan-
Mar
2019

April-
June
2019

fuly-
Sept
2019

Oct-
Dec
2019

fan- April- | July- Dct- Jan-
March | june Sept Nec Mar
2020 2020 2020 2020 2021

April
2021-
june
2022

PhD  Application to MAK, Concept
Development  presentation to Pept of
Medicine,

Concept Presentation to HDREC

Concept  responses to comments and
Approval , DRGT partial admission

Clearance from Kiryandango Hospital
Kiryandongo DHO , Systematic Review

Proposal Development

IDI-SRC  proposal  submission  and
ciearance

Proposal Presentation to SOM-HDREC

Recrait research assistants

SOM-HDREC final approval

Submission of Full proposal to School of
Graduate Studies

UNCST application and clearance

Full ad mission letter from DRGT-MAK

Protocol training, set of systems

Recruitment Coitection of basetine data -
guestionnaires qualitative

Follow up of YLWH{Qualitative ) and data
collection for Quantitative arm

1+ Protocol Amendment- Study population

Data analysis- baseline qualitative

interim data analysis primary outcome

Continuing [RB Review

2 Amendment - on Study sites

Study ead-line qualitative data collection
& Analysis

Recruitment and follow-up from new sites

Manuscript  write-up  first  paper-
qualitative

Manuscript write-up second paper

Manuscript write-up third paper

DHO-District Health Officer

IDI-SRC-Infectious Diseases Institute-Scientific Research Committee

SOM-HDREC-School of Medicine-Higher Degrees Research Ethics Committee

UNCST- Uganda National Council of Science & Technology
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Participant Information

Study Title: Acceptability, effect and cost of mHealth on ART Adherence and knowledge of
COVID-19 Among Youths Initiating ART or on ART since Jun 2019 at Kirvandongo: A
Mixed Methods Sequential Study

Invitation:

You are being invited to take part in this research project. Before you decide to do so, it is important
vou understand why the research is being conducted and what it will involve. Please take time to
read the following information carefully. Ask us if there is anything that you are not clear of or if
you would like more information.

Who we are;

We are researchers from Makerere University, working on the Youth Call for life Study, which
is focusing on youth. The Youth Call for life study is being sponsored by Ugandan Academy for
Health [nnovations Impact at Infectious Diseases Institute, which is under college of Health
Sciences, Makerere University.

What is the purpose of the study?

Our main reason for conducting this study is to gather evidence that will enable us improve the
youth™ pill adherence, clinic attendance, retention in clinical care as a means to improve on viral
load suppression. This study will help us to better understand the things that make it difficult for
youths to: disclose their status; attend clinic; take their ARVs and retain in care. A total of two
hundred and six youths will be recruited for this study. We shall aslo assess knowledge of COVID-
19 and to demystify poor understanding of the disease which can result in delayed identification
and to rapid spread of infections if you don’t seek help early.

What will happen if I decide to take part in this study

If you agree to take part in the study, we will ask you to share your views on use of mobile health
to help youths, clinic attendance and retention in care. You will be seen at the beginning of the
study and every 6 months up to | year. Some blood around 8 mis will be taken off at each of these
visits. You might be requested to participate in group discussions to share experiences, views and
discuss about certain topics.

If you agree to take part in this research study, you will be asked to read, sign and date the consent
form attached to this information sheet. This will happen after the study has been verbally
explained to you by your doctor and/or his designee, and all your questions have been answered.
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A copy of the signed, completed consent form would be given to you for your information and
records. If you permit, your doctor will inform your primary care doctor of your participation in
this trial.

You may already be taking ART medication at the time of enroliment, or will start ART at the
same time as the study. The choice of the medication and the decision to start or change medication
is not related to this study. The HIV medication is not being made available as a part of this study.
HIV medication is provided free of charge as part of your routine care in the hospital HIV clinic.

There are two groups of patients in this study. One group will be registered on the Call for Life
system immediately and the second group will not be registered on the system. When you sign to
join this study, you or your clinician will not be able to determine what group you join. You will
be asked to pick an envelope containing a paper that will determine what group you will join.

After vou are consented for the study, the envelope will dictate whether you register on Call for
Life you will receive daily interactive voice response (IVR) mobile phone support (calls from Call
for Life Uganda). This support will include adherence reminder calls and health tips (H1V general
topic, ART adherence and sexuality) plus any health education regarding HIV requested during
the focus group discussions. [f you request or the study team feels it is important you may receive
the messages more than once per week, but this will be discussed and agreed upon with you. If
you are unwell or have any symptoms the Call for Life Uganda system can be called and report
your symptoms, which will be responded to within 24hrs on a toll free number that will be provided
to those on Call for life study arm.

If you decide to be part of this study, you (your child) will come to the clinic monthly to pick up
ART and other medications as per standard of care. These visits are routine and not related to this
study. The study visits will be every 6 months for a period of 1 year and will coincide with blood
draws.

Do I have to take part in this study?

Your participation is voluntary. You may withdraw from the study at any time and without giving
a reason. Your decision will not affect your clinical care at the hospital. You may choose to discuss
some topics if you decide to participate in group discussions.

Do 1 need to decide now?

No, you don’t need to decide about participating in the study now. If you need more time to
consider your decision, we will give you up to five days to do so. You will be given this
information leaflet to take with you to help understand better. You may call the researchers on the
contact details at the bottom to seek more clarification or discuss any concerns you may have about
the study.
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The study staff will be the only ones to know your personal informdtion. Your personal records

will be kept in a secure and confidential location. You will be given a ¢ &%f@%%@gbgg@gaﬁﬁwé‘%f;ﬁ
[ [ KN 1IN

of your name. \

ITY 3

o

The results of the tests and your comments may be used in a scientific publication, but your names
will not appear in any publication of the study results. The study staff will use a computer that will
include all the study data details. All the computers containing the study data base will be password
protected and the study data base will not be accessible by personnel not associated with the study.
The results of the study will be kept strictly confidential and used only for research purposes. No
information concerning the siudy or the data generated from the study will be released to any
unauthorized third party without prior written approval of the sponsor and the subject. Your
identity will be kept confidential in so far as the study allows. All information will be kept on
coded forms. Your names or other information that could be used to identify you will not appear
on any notes or any interview notes if you participate in the group discussions.

What are the risks and benefits in taking part?

There were no major risks identified from this study. The risk may include temporarily not being
able to access Call for Life Uganda sservices due to technical breakdown.  is also possible that
some participants may not find Call for Life Uganda services easy to access or to understand or
that the services do not help in adhering to their medication or accessing advise to manage any
medical symptoms or ART related side effects. It is possible that some participants may get some
violence from spouses related to frequent phone calls, this will be assessed frequently and
counselling will be accorded for those affected. You must remember to contact your clinic directly
if the mobile based Call for Life Ugandaservice is not providing you the help you need to manage
your condition, getting a phone may lead to community associating it to participating in this study
and may cause stigma. Efforts to get various models have been made to reduce this risk.

In order to make sure that your HI1V status is not disclosed to anyone, when you receive your phone
call you will hear some music until you enter a code that is for you only, and then the system will
start to talk to you. IF someone doesn’t know your code they cannot access the information. We
shall use only voice calls and we do not intend to give text messages in this study, however if you
agree to text messages, then there is a risk of another person reading your information if they have
access to your phone. H you would like text messages, we would advise that you protect the
confidentiality of your phone by adding a passcode as security.

In this study you may receive mobile phone call support that can be beneficial for your health. A
study in Kenya showed that weekly text messages helped people to adhere to their, clinic visits,
medication and improve on virological outcomes. You might also get health tips that may help you
to manage and improve your knowledge on HIV and other conditions, and may be interesting to
you. You also may get some personal satisfaction from being part of research on HIV. From the
blood sample that we will collect, we may be able to get additional information about your
response 0 ART and use it to benefit your health. Also, you or others may benefit in the future
from what is learned in this study.
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What if something goes wrong?

If you have any complaints about the study, you can contact any member of the research team
(details below). {f you feel your complaint has not been handled to your satisfaction, you can
contact any of the Chair Ethics Committee or Kiryandongo district health Office that have cleared
the study.

What are the costs incurred while taking part in this study?

There are no known direct costs to you for taking part in this study. We shall NOT reimburse
20,000/= UGX as travel refund and time spent with us per scheduled visit since it will coincide
with the routine standard clinic visits, and might interfere with one of the study’s objective; but
those who will attend the group discussion will receive this reimbursement. All enroled
participants will receive a basic mobile phone and a water bottle.

What will happen to the results of the study?

Results of the study will be disseminated to the study participants, hospital staff and will be
published too, as a requirement for doctoral studies. You will not be identified in any report or
publication. If you wish to be given a copy of any reports resulting from the study, please ask us
to put you on the circulation list.

Who has ethicaily reviewed this study?

This study has been ethically cleared and approved by the School of Medicines Higher Degrees
Research Ethics Committee Makerere College of Health Sciences, and Research clearance
obtained from Uganda National Council of Science Technology.

What will I do if I have questions about the study?

If you have any questions or what you would like to understand about this study, first talk to the
study staff, ask Dr. Agnes Bwanika N (Infectious Diseases Institute, P.O. Box 22418, Kampala
Uganda) or call telephone number +256-312-307000/ +256 752 521 570.

In case you want to ask something about your rights as a study participant contact the Chairman
of the Higher Degrees Ethics Committee of Makerere University College of Health Sciences and
Department of Medicine-Mulago Hospital Prof. Ponsiano Ocama, on telephone number

+256772421190. { MARERERE UNIVERSITY )
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Study procedures Baseline Month 6 2 Month 12+ 2
weeks weeks
Month 00 + 2
weeks
Eligibility Screening V
Informed Consent vV
Barriers, enablers of adherence and V
acceptability —Qualitative data
collection at baseline
COVID-19 Knowledge Assessment v
Stigma Scores v V
« Demographic and socio- V \l V
economic assessment,
s Knowledge questionnaire,
* Sexual behavior questionnaire
Randomization v
Laboratory
Viral load =CD4* VE y v
Resistance testing(1f funds ex
allow)
Plasma storage ** y v v
Qualitative assessment v

* For those initiating or are ART naive at study entry- limit frequent blood draws liaise

with health facility

** If funds allow
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Consent Form .

7

By signing this form, I agree that (tick the appropriate box):

I have received the participant information; the study has been explained to me in the language
that [ understand. Al the questions | had about the study have been answered. [ understand what
will happen during the study and what is expected of me. Yes D No D

[ have been informed that is my right to refuse to take part in the study, and i{ I choose not to, |

don’t have 1o give a reason. Yes D No D

I'm happy to take part in this study. Yes D No E:]

Statement of Consent

| have received enough explanations concerning the benefits and details concerning participation
in this study. [ have been informed that I have rights not to participate in this study anytime |
choose, or not to respond to any uncomfortable questions. 1 will be given a copy of this consent
form to keep if | want. I have agreed to participate in the study.

Participant Name Participant signature or thumb print Date dd-mon-year

Witness’ name signature Date dd-mon-year

03
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Name or signature of person obtaining consent Date  dd-mon-year

iv, Assent Document

Participant Information:

Study Title: Acceptability, effect and cost of mHealth on ART Adherence and knowledge of
COVID-19 Among Youths Initiating ART or on ART since Jun 2019 at Kiryandongo: A
Mixed Methods Sequential Study

Invitation;

Your child is being invited to take part in this research project. Before you decide to do so, it is
important you understand why the research is being conducted and what it will involve. Please
take time to read the following information carefully. Ask us if there is anything that you are not
clear of or if you would like more information.

Who we are:

We are researchers from Makerere University, working on the Youth Call for life Study, which is
focusing on youth. The Youth Call for life study is being sponsored by the Academy for Health
Innovations at Infectious Diseases Institute, which is under the College of Health Sciences,
Makerere University.

What is the purpose of the study?

Our main reason for conducting this study is to gather evidence that will enable us improve the
youth® pill adherence, clinic attendance, retention in clinical care as a means to improve on viral
toad suppression. This study will help us to better understand the things that make it difficult for
youths to: disclose their status; attend clinic; take their ARVs and retain in care. A total of two
hundred and six youths will be recruited for this study. We shall aslo assess knowledge of COVID-
19 and to demystify poor understanding of the disease which can result in delayed identification
and to rapid spread of infections if you don’t seek help early.

What will happen if when you decide to take part in this study:

{f you agree on behalf of your child to take part in the study, we will ask your child to share views
on use of mobile health to help youths, clinic attendance and retention in care. The child will be
seen at the beginning of the study and every 6 months up to | year. Some blood around 8 mls will

Page 70 of 103



Version 3.2, 12" Jan 2022
be taken off at each of these visits. Your child might be requested to participate in group

discussions to share experiences, views and discuss about certain topics.

If you agree on behalf of your child to take part in this research study, you will be asked to read,
sign and date this Assent form attached to this information sheet. This will happen after the study
has been verbally explained to you by your doctor and/or the designee, and all your questions have
been answered. A copy of the signed, completed Assent form would be given to you for your
information and records. If you permit, the study clinician will inform your child’s primary care
doctor of the participation in this trial.

Your child may already be taking ART medication at the time of enroflment, or will start ART at
the same time as the study. The choice of the medication and the decision to start or change
medication is not related to this study. The HIV medication is not being made available as a part
of this study. HIV medication is provided free of charge as part of routine care in the hospital HIV
clinic.

There are two groups of patients in this study. One group will be registered on the Call for Life
system immediately and the second group will not be registered on the system. When you sign on
behalf of your child to join this study, you or your clinician will not be able to determine what
group your child will join. Your child will be asked to pick an envelope containing a paper that
will determine what group to will join.

After you are consented on behalf of your child for the study, the envelope will dictate whether
your child register on Call for Life, the child will receive daily interactive voice response (IVR)
mobile phone support (calls from Call for Life Uganda). This support will include adherence
reminder calls and health tips (HIV general topic, ART adherence and sexuality) plus any health
education regarding HIV requested during the focus group discussions. If you request or the study
team feels it is important your child may receive the messages more than once per week, but this
will be discussed and agreed upon with you. If your child is unwell or have any symptoms the Call
for Life Uganda system can be called and report symptoms, which will be responded to within
24hrs on a toll free number that will be provided to only those on the Call for life study arm.

If you decide on behalf of your child to be part of this study, vour child will come to the clinic
monthly to pick up ART and other medications as per standard of care. These visits are routine
and not refated to this study. The study visits will be every 6 months for a period of | year and will
coincide with blood draws.

Do I have to take part in this study?

Your child’s participation is voluntary. The child may withdraw from the study at any time and
without giving a reason. Your decision will not affect the child’s clinical care at the hospital. Your
child may choose to discuss some topics if decides to participate in group discussions.

{ MAKERERE UNIVERSTTY™
 SCHOOL OF MEDICIME
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No, you don’t need to decide about participating in the study now. If you need more time to

consider your decision, we will give you up to five days to do so. You will be given this
information leaflet to take with you to help understand better. You may call the researchers on the
contact details at the bottom to seek more clarification or discuss any concerns you may have about
the study.

How will the information I tell, be kept confidential? f MS%?—[I_O\)L%LR%;J’!ﬁi!'}'fgilé%‘?g )
RENEWAL

The study staff will be the only ones to know the child’s personal information. AMb&rsdHiT tecords
will be kept in a secure and confidential location. Your child will bejgiykn a co@dﬁ!ﬁﬁ@iggggused@ﬁ{
instead of the name.

‘ ‘ _ |RESEARCH & ETHICS COMMITTEE
The results of the tests and your child’s comments may be used in a scignuificnpyhligation. bk our 4

child’s names will not appear in any publication of the study results~Fhe-stady-siaffwill-u58-gmmm’
computer that will include all the study data details. All the computers containing the study data
base will be password protected and the study data base will not be accessible by personnel not
assoctated with the study. The results of the study will be kept strictly confidential and used only
for research purposes. No information concerning the study or the data generated from the study
will be released to any unauthorized third party without prior written approval of the sponsor and
the subject. Your child’s identity will be kept confidential in so far as the study allows. All
information will be kept on coded forms. Your child’s names or other information that could be
used to identify the child will not appear on any notes or any interview notes if your child

patticipate in the group discussions,
What are the risks and benefits in taking part?

There are no major risks identified in this study. The risk may include temporarily not being able
to access Call for Life Uganda services due to technical breakdown. It is also possible that some
participants may not find Call for Life Uganda services easy to access or to understand or that the
services do not help in adhering to their medication or accessing advice to manage any medical
symptoms or ART related side effects. [t is possible that some participants may get some violence
from spouses related to frequent phone calls, this will be assessed frequently and counselling wifl
be accorded for those affected. You must remember to contact your clinic directly if the mobile
based Call for Life Uganda service is not providing you the help you need to manage your
condition, getting a phone may lead to community associating it to participating in this study and
may cause stigma. Efforts to get various models have been made to reduce this risk.

In order to make sure that your HIV status is not disclosed to anyone, when you receive your phone
call you will hear some music until you enter a code that is for you only, and then the system will
start to talk to you. IF someone doesn’t know your code they cannot access the information. We
shall use only voice calls and we do not intend to give text messages in this study, however if you
agree 1o text messages, then there is a risk of another person reading your information if they have
access to your phone. If you would like text messages, we would advise that you protect the
confidentiality of your phone by adding a passcode as security.
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In this study you may receive mobile phone call support that can be beneficial for your health. A

study in Kenya showed that weekly text messages helped people to adhere to their, clinic visits,
medication and improve on virological outcomes. You might also get health tips that may help you
to manage and improve your knowledge on HIV and other conditions, and may be interesting to
you. You also may get some personal satisfaction from being part of research on HIV. From the
blood sample that we will collect, we may be able to get additional information about your
response to ART and use it to benefit your health. Also, you or others may benefit in the future
from what is learned in this study.

What if something goes wrong?

If you have any complaints about the study, you can contact any member of the research team
(details below). If you feel your complaint has not been handled to your satisfaction, you can
contact any of the Chair Ethics Committee or Kiryandongo district health Office that have cleared
the study. All participants will receive a basic mobile phone and a water bottle.

What are the costs incurred while taking part in this study?

There are no known direct costs to you for taking part in this study. We shall NOT reimburse
20,000/= UGX as travel refund and time spent with us per scheduled visit since it will coincide
with the routine standard clinic visits, and might interfere with one of the study’s objective but
those who will attend the group discussion will receive this reimbursement.

What will happen to the results of the study?

Results of the study will be disseminated to the study participants, hospital staff and will be
published too, as a requirement for doctoral studies. You will not be identified in any report or
publication. [F you wish to be given a copy of any reports resulting from the study, please ask us
to put you on the circulation list.

{ MAKERERE

Who has ethically reviewed this study? i SOHD%{&SE‘E@Q%DICJNE
VAL UNTTL

This study has been ethically cleared and approved by the School oﬁ edicines Higher Degrees
Research Ethics Committee Makerere College of Health Sciencks,”and R sga%@cmance “ﬁ?
obtained from Uganda National Council of Science Technology.

What wili I do if I have questions about the study? &MP,Q; E%Q’\** ?Q?Exfﬁﬁm

[f you have any questions or what you would like to understand about this study, first talk to the
study staff, ask Dr. Agnes Bwanika N (Infectious Diseases Institute, P.O. Box 22418, Kampala
Uganda) or call telephone number +256-312-307000/ +256 752 521 570,

In case you want to ask something about your rights as a study participant contact the Chairman
of the Higher Degrees Ethics Committee of Makerere University College of Health Sciences and
Department of Medicine-Mulago Hospital Prof, Ponsiano Ocama, on telephone number
+256772421190.
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Study procedures Baseline Month 61 2 weeks Month 12+ 2 weeks
ivionth 00 + 2 weeks
Screening/ Barriers, N N

enablers of adherence and
acceptability for all potential

participants

Informed Consent v

COVID-19 Knowledge v

assessment

Stigma Scores v V
Demographic and socio- vV v v

economic assessment,
Knowledge questionnaire,
Sexual behavior

questionnaire

Randomization V

Laboratory
Viral load +CD4 V* N J
Resistance testing(If VEE

funds allow)

Plasma storage ** v vV v

Qualitative assessment v +

* For those who arc initiating or are ART naive at study entry

** I funds allow { MAKERERE RTVEESS .,
SCHOGL OF MEDICINE.
RENEWAL
VALY UINT

d*  VTUFEB AB &

RESEARCH & ETHICS COMMITTEE
P.O. BOX 7072, KAMPALA

#
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Assent Form
By signing this form, I agree on behalf of my child that (tick the appropriate box)

[ have received the participant information; the study has been explained to me in the language
that [ understand. All the questions [ had about the study have been answered. [ understand what
will happen to my child during the study and what is expected of me. Yes D No D

I have been informed that is my right to refuse my child to take part in the study, and if | choose

not to, I don’t have to give a reason. Yes D No D

['m happy for my child to take part in this study.  Yes D No D

Statement of Consent

[ have received enough explanations concerning the benefits and details concerning participation
in this study. I have been informed that [ have rights not to participate in this study anytime |
choose, or not to respond to any uncomfortable questions. | will be given a copy of this consent
form to keep if [ want. | have agreed for my child to participate in the study.

Participant Name Guardian’s signature or thumb print Date (dd-mon-year)

Guardian’s names Date (dd-mon-year)

{ MAKE RERE UNTVERSTIY™

. P ‘“'JC%W{O - L}r i\"n
Name or signature of person obtaining consent i;;; N"Wﬁli ?j“[cr\t{}d -nion-year)
VALY UINTIL

¥ TUFEB 2023
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v. CFL FGD Guide Youth Study

Call for Life Youth Study
Focus Group Discussion Guide
Introduction:
Hi, my name is and [ want to thank you for joining us today. I am helping to

coordinate this study on CFLU system here in Kiryandongo. We are conducting this research to
identify barriers and enablers of ART adherence among youths in Kiryandongo District and get
views about mHealth interventions; what you like, what vou don't like and reasons for liking and
not liking the system. I would like to say that there are no right or wrong answers in our
discussion. We will simply be discussing your views, opinions and experiences on a range of
topics, so please feel comfortable to say what you honestly feel. 1 would like to tape record the
whole session. Please do not be concerned about this, all measures will be taken to maintain
confidentiality of the interviews and discussions. Information you teli us will ONLY be used for
this research project. As we are tape recording the interview, we ask that you refrain from using
names or identifying information of yourself or your partners. If at any time during the interview
you feel uncomfortable you can ask for a break, refuse to answer any question, and are always
free to leave. Do you have any questions before we start?

Create rapport:

{ MAKERERE UNIVERSITY
SCHOOL OF MEDICINE
RENSWAL
AL UINTIL

% 1UFEB 2B %

Now that you have received information about mHealth /CFLU, tell up what you know about

How have you been?

mHealth acceptability among youth

mHealth/CFLU RESEARCH & ETHICS COMMITTEE
F.O.BOX 7072 KAMPALA
1. Asa youth, would you accept or refuse to use mHealth CFLU tooi? 4
2. Tell us why you would accept or refuse to use mHealth interventions/ CFLU
3. Can you name the specific elements you would like to help in ART adherence? (Probe on

pill reminders, health tips, symptom reporting, use of secret pin)
How can the system be used? (Probe on timing - during what hours; frequency)
5. What do you nof like about the system? Please describe.
a. Probe on: reminders, health tips, timing, voice, etc
b. Probe on why
Barriers, enablers of ART adherence among youths (To phrase questions 4&5 based on
ART experience)

-

I. Tell me everything you know about ART adherence.
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Who explained to you how to be adherent?
3. Can you think of reasons why youths can’t take their medication as they are supposed to
do?

4. What is likely to facilitate/ hinder ART adherence/ clinic attendance {ART naives)
5. What facilitated /hindered your adherence to ART/ clinic attendance (ART experienced)
Probe on:

i. Characteristic of individual his/her environment
it. Treatment regimen

iii. Healthcare providers (ARERERETUNVERSITU™,
iv. Client-provider relationship bCHO%{?g&;@:&%mC!NE
v. Health Care setting VAL UNTIL
vi. Psychosocial issues - - o
vii. Education level * HUFEB 2023 ﬁ%
viil. knowledge of HIV ART RESEARCH & ETHICS COMMITTEE
FOUBOXK 7072 KAMPALA

&

Question Guide below I- 10 to be used only at study end line
I. If you had to rate your comfort level using the system on a scale from 1 to 3 (5 being

most comfortable), how would you rate the experience in general?

2. Can you talk about the reasons you gave the rating? what makes you feel comfortable
using and not using the system?

3. How do you think that this system can help patients? Probe on specifics.

4. (if relevant) Can you describe how this system may have helped you take your drugs?

5. Let’s talk about the health tips.

I. How often do you follow the advice of the health tips?
Which ones? Why and why not?
Are there areas you think are missing or you would like more information?
Are there areas you think are not helpful or make you feel uncomfortable?
6. Let’s talk about the appointment reminders
i. How have they been helpful/not helpful? Please explain.
ii. Have you missed an appointment whilst being in the study? Why?
7. Let’s talk about the symptom reporting
= How have you used or not used this aspect of the system. If yes, please describe. In
your view, what has worked well and what hasn’t worked well? What about the
waiting? How did you feel while waiting for a call? [s the wait for a call too long or
acceptable? Do you like talking to a doctor/nurse? How would you feel about an
automated (would need to explain) system?
8. Is there anything you have learned by using the system? Please describe and please be
specific.
9. Suggestions: Are there any other things you would like the system to do or not do?

B L2 MO
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tens taumber from onginal scled

Subscale Alph Comebatzon with
ongil subscale

. {ave beea hue by bow poople reacted 1o fearmung | have HIV.

Psomlied stigma 5 Whp < O

33 Thave stepped seciafizang with seme people beatse of their reactions of iy having HIV,

36, [ Jost frends by tefliag them | have HIV.
7, Lamn very careful who Lol that | e HIV,
23 L werry that peagle who noww | fave BIV wilt el thers.

7. ek that Lam not s aoad  porson a5 athers hecase | hase HIV.

12, Havang HIV imaes e foel e,

13, Hevang HIV makes me ool hat Tt bad porsan.

4. Most people think that a person wit BV 1 disgasting,
te. Mast peaple with HIV are cepocted when athers find ot

Disclosur i Hop< U
Nezaive selfmmge Spe
Public stituces A JLp<

DU,
d TUFEB A3 %

-

RESEARCH & ETHICS COMMITTER

.

PO BOX 7072 KAMPALA

Page 78 of 103



CFL YOUTH STUDY

Version 3.2, 12% Jan 2022

vii. REVISED STIGMA SCALE: EVALUATION FORM (Baseline & Study End)

1. Patient clinic #

2

2. Study Number

3. Date of Visit

4. Visit code

L0100

1.Patient initials

Q.Re‘SIdentaé'l Addfeés

3. Phone contact

4. Next of Kin

5. Relationship with Patient (list
refationship)

8. Phone contact

7. Date of Birth

8. Gender

[:] Male

D Female

1. I am very careful who | tell that | have HIV

8. Ethnicity
{Tribe) (list)

{ MAKERERE UNIVERSITY ™

4  TUFEB 2B

SCHOOL OF MEDICINE
RENEWA

WALID UNT

D Yes

L—_I No

Cnia
Yes
No
N/A

2. P worry that people who know | have HIV will tell others

LY.

RESEARCH & ETHICS COMMITTEE

PO BOX 7072, KANMPALA
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Section D:  Subscale: Personalized Stigma 700 e oo e i
3.1 have been hurt by how people reacted to learning | have HIV

DYes
DNO

D Not applicable
4. | have stopped socializing with some people because of their reactions of my having HIV

DYes
E]No

DDeciined to answer
DNot applicable

5. | have lost friends by telling them | have HIV

E]Yes
DNO

DNot applicable
D Declined to answer

_Sactlon E Suhscale Negatwe Self lmage

6 I feel thati am not as good a person as others because ] have HIV

D Yes
D No

D Dedlined to answer
D Not applicable

“ AAAIC B
7. Having HIV makes me feel unclean SC Héé‘mb L’fi\fi vﬁiimzy
’ RENEWAL
D Yes VALID Uf\, w
O AOTUFEB 23
[ ] Declined to answer RESEARCH & ETHICS COMMITTEE
PO BOK 7072 Kampa o
8. Having HIV makes me feel that I'm a bad person R e ——————

DYes
DNO

_DDecEined to_ answer
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Section G: Sub-scale: Public attitudes =

8, Mo.st peopie think that a pefson with HIV is disgusting
[ves
D No

EI Declined to answer

8. Most people with HIV are rejected when others find out

DYes
DNO

DDeciined {0 answer

Study Staff

Name Signature Date
Return appointment Return Appointment

study visit Date: | | (Non-Study Visit: f :

Adapted fromStigma Scale Revised: Reliability and Validity of a Brief Measure of Stigma
for HIV_ Youth. Ref: K. Wright et al. Journal of Adolescent Health

{ MAKERERE i
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viii. DEMOGRAPHIC, SOCIO-ECONOMIC AND MEDICAL EVALUATION FORM

:SECﬁOII‘I'_A:__l:'-'_’ati_ént _lnf_d#‘_'r_n'_a'fio.’_‘_.’- FRETR

3. Patient clinic #

4. Study Number

3. Date Study Registration

4. Visit Code

5. Enrolied in other studies?

Yes

if Yes, Note here

No

{ MAKE

*

SCHOOL OF MIEDICIN

RERE UNIVERS

RENEWAL
VALID UNTIL

TUFEB 2023

RESEARCH & ETHICS COoRm
- PQO. BOX 7072 KAMIPAL

Section B: Demographics -

1.Patient initials

2.Residential Address

COO00odn

3. Phone contact

DooOoOoOgoit

4. Next of Kin

5. Relationship with Patient

6. Phone contact

a. - - - L - Y
b. S R
7. Date of Birth 8. Gender 5. Ethnicity

[:I Male
I:]Femaie

{Tribe)
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11.Known HIV test resuits?

D Positive
D Negative,

12. Date of HIV test Y A S

DD/MM/YYYY

12a)} Previous VL test results {N/A if initiating ART)

12b) Date of test results

13. Do you have a partner?

Nolif no, go to 14)

Yes

13 a. if Yes, for how long have you been with your partner

{Yrs., Months)

11a. ¥ positive are you receiving ART treatment?

Yes

No
11b. if yes, list ART start dates

_J J

DD/MM/YYYY

1ic: ART Regimen: {Use MoH Codes)

14. Have you shared your test results with any

one? Yes No

14. If yes, with who? List relationship

{ MAKERESE

i

SCHOOGI OF MIED

* TUFEB ;3 g

; RES?@RCH & ETHICS COMMITTEE
PO BOX 7072, KAMPALA

£ UNIVERSTTY™S,
REFNEWAL — NE
VAL UNTIL

o
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Section D: Education Living Standards

1. Highest level of Schooling Completed

E]NO Formal Education.

[p1-pa
[es-pr
[s1-s4
[(Iss-s6

El Technical/ University

2. Are you currently workir'ug?.

E] Yes D No

2a. if yes what is your current occupation?

3. What is your household income /month?

{Consider ALL sources of income, self or guardian}

D L.ess than 50,000
D50,000/= and 100,000
D100,001/m and 500,000
DSO0,001I= and 1,000,000
[l Above 1,000,000
DDeciined to answer

4. Number of people supported on income?

5. Number of Children i} <18 In household (# each age)

1. 0-4 Years D
5-8 Years D
10-14 Years []
15 —18year D

W N

6. Housing Description

DMud floor walls with no ventilation

E]Mud floor brick walls with one

small window

DBrEck house with enough windows

DBrick house with enough glass windows and well

ventilated

DOther{ Camp, Unipot etc)

{ MAKERERE UNNVEDSTT
SCHOOL OF r\.zafga;cn\!;g
REMNEWAL
VALID DNTL

%  TUFEB 2023 &

RESEARCH & ETHICS COMMITTEE
R.O. BOX 7072, KAMPALA

%,

4

"y
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Medical history

la. Do you have any complaint today (Record any Symptoms reported and duration)?

1b}Have you visited a health facility in the past 3 months? Yes D NoD(if nogo to 2)

1c)How much money have you spent on health related care during this period? State amount in UGX

L O

2. Ever Smoked Tobacco/Marijuana

3. Ever used Alcohol Yes[:] DNO

D Yes D Present D Past DuratiDnD D(months) If yes, Specify period' and duration

DNO DPresent D Past
D E] Duration{ months)

5-a. Prior diagnosis of TB DNo DYes( If yes, complete below)
D Puimonary D suspected {+Hx, +PE}
D Extra Pulmonary D presumptive {+Tx, +CXR)

D confirmed (+AFB Smear, +CXR}
5-b. If yes to #5, TB Rx start stop dates?

Start f ] oo/MM/YYYY Stop /i / DD/MM/YYYY
Start /o DD/MM/YYYY Stop f__f DD/MM/YYYY

(VAR RERE URNIVERSTY ™
SCHOOL OF MEMCive
RENEWAL )

VALID UNTTL

A VTUFEB 0B

RESEARCH & ETHICS COMMITTEE

P.D_ Bl ¥ Y
o BOX 7072 KAMPALA }  Page850f103
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ARV Regimen

start date

end date

change /stop reason

toxicity/ drug interactions

ART-source

center

Anti TB regimen

Start date

£nd date

effects)

Change /Stop reason
(Toxicity/ completed/ side

TB treatment

center

§ MAKERERE

Reason

H,

- LINIVERSITY Y
SCHOQL OF MEDICINE
RENEWAL
VALIDIUNT T
w  TUFEB 433
RESEARCH & ETHICS COMMITTEE
P.O. BOX 7072 KAMPALA

Never

Rarely

Sometimes

Often

Away from home

Simply forgot

Had too many pills to take

Wanted to avoid side-effects
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Did not want people to notice you taking them

Felt sick, depressed or overwhelmed

Ran out of drugs

Felt healthy

Had a change in daily routine

‘Section G: Current Clinical Status/Therapy -

1. Current medications
E] Cotrimoxazole D Corticosteroids

[:] Antibiotics

E:I Other

D Antidiabethes
L—_l Anti Hypertension
D Chemotherapy

D Oral/injectable contraceptign

i

R

MAKERCRE UNTVERSTTY
SCHOOL OF MEDICINE
RENEWAL
VALID U,

4 TUFEB A8

ESEARCH & ETHICS COMMITTEE

PO BOY 7072 K AMoAL A

2. In the last weeks have you taken herbal or
traditional medications?

D E]NO

Yes

2-a.lfyesto # 2, why?

increase strength,

Increase appetite,

A

Make more blood {hematinic)

Increase immunity

D DNO

Yes
L oves B mo
[ ves T no
O ves O no

D Yes D No

ratory tests.

Viral load

D Yes

D Yes

Biood storage

E]No

D Yes

DBS

DNO
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Previous lab

resulis:

Viral Load

Date of blood draw

L0/00/0000
Value:DDDDDD

if not done Tick “NOT APPLICABLE" []

State reasons:

Blood not collected D
Sample clotted D
Test not yet due E]

Other D (specify).............

CD4

Date of blood draw

C10/0 /400
Value: DDDDDD

If not done Tick “NOT APPLICABLE" ]

State reasons:

Blood not collected D
Sample clotted D

Test not yet due D

Othar D

{specify).._..........

fNWb{FFRLUﬂi SRSITY
SCHOOL OF MEDICINE

o

! <$ATA
‘Jﬁf oy \JN gl

TUFEB 203 &

n&

RESEARCH & ETHICS COMMITTEE

t PO, BOX L7072, KAMPALA )
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today?

L ovee O o

1.1s the patient changing/Starting ART regime

la.ifyesto #1

Current Regimen D E] D D [_—_] [:]
New regimen D I:] D B D D

Give reason for changing ART regimen(PRINT)

Reason
Study Personnel Name Signature Date
Return appointment
Return Appointment
study visit Date: j_J
(Non-Study Visit: /[
CFL Youth Study (adapted from CFL RLCT)
( MARERERE ONTVERET
SCHOQL OF pasmie]
CRENEWAL INE
YALID NTH
* TUFEB 213+
RESEARCH & ETHICS COMMITTEE
| P.O.BOX 7072, KAMPALA

Page 89 0f 103




Version 3.2, 12*" Jan 2022

CFLYOUTH STUDY

ix. KNOWLEDGE EVALUATION FORM
Section A: Patient Information @ -0 s

1. Patient clinic # 2. StudyNumber

3. Visit code: DD . D

4. Visit date i
DDIMMIYYYY

Section B: General Knowledge about ‘HIV prevention, transmission and treatment- 000 asieaiie

1. Inthe past month, have you heard or read any information about HIV/ AIDS?

D Yes
I:J Na

2. From what source did you receive this information?

D Infernet

tMAKERERE UNMIVERSITY &

; i SCHOOL OF MiED] -
DFﬂend or relative kfii&";?%é&if\f‘«{i CINE
DTe[evésion VAL UNTIL
DStudy project "ﬁi’ 1 UFEB 2023 "ﬁ&”
[ eat worers RESEARCH & ETHICS COMMITTEE
Ulothers; SPEOIY. ... evv v e PO BOXT072,KAMPALA

3. In your opinion is there a difference between HIV and AIDS?

[_—_] Yes
[:] No

E] Do not Know

4. Do you think a person can get infected by sharing utensils and clothes with a person who has HIV?

E] Yes
D No

D Do Not know

5. Can a person get HiV through mosquito bites?

D Yes
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DNO

D Do not Know
6. Can a healthy HIV positive person fransmit HIV?

D Yes
D No

D Do not know

Yo TO0FEB 03 +

RESEARCH & ETHICS COMMITTEE
P.O.BOX 7072 KAMPALA

e
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1. Do you think anti-TB drugs can reduce TB transmission from one person to another?

D Yes
D No

[:] Do not know

2. In your opinion who can get infected with TB?

DOnly people with HIV
DChEIdren below 5 years

D Anyone

3. Which parts of the body can be affected by TB?

D The bones
D The lungs
D abdomen

[skin

D Any part
4. How is TB spread?

DThrough the air
[ Theough blood
D Don’t know

5. The following are signs and symptoms of TB:

Agree (1)
i. Rash 1
.  Cough [l

tii.  Cough that lasts more than 2 weeks 3
iv.  Coughing up blood
V.  Severe headache

vi. Nausea

OO g

vil.  Woeight loss

ERERE UNVERETTY™

SCHOOL OF MEDICINE

“%’

Firrs

RESEARCH & FrHic

REMEWAL
VALID UNTTL

TUFEB 2123 &

PO BOX 7072 KAMEALA

Disagree (2) Don’t know (3)

U
i
L]

O Ooao

mooog00dan

S COMMITTEE
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VL.

1X.

Chest pain

Difficulty in breathing

O
O

O
W

6. The following are ways in which people with T8 can take good care of themseives and others?

Agree (1) Disagree (2) Don't know (3)
f.  Eatabalanced diet ] J
il.  Avoiding public pfaces and social gatherings | ]
fil.  Take their medicine with focd to avoid O l (3
Stomach upset. 0 i £l
iv.  Use aface mask when coughing/sneezing o i, ]
v.  keep clinic appointments O Ll ]
Vi.  Smoke O i L1
vii.  Not drink alcohol O ] O
viii.  Always important to have Direct observed
Treatment O O (|
7. Anti TB medication should be taken for a period of? (RTE N
SCHO i SRITY Y
(12 months g CINE

VAL UM T
VUFER 293 Y

RESEARCH & ETHICS COMMITTEE
P.O. BOX 7072, KANIPALA

A S

D 2 o 6 months ‘ﬁg

D 6 to 9 months

D Don't know

8. All family members living with a TB patient should be screened for T8 in a heaith facility.

D Agree
E] Disagree

D Dan't know
9. Can TB get cured?

Yes(1)D No(2} D Don't know(B}D
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1. The following is true about HIV/AIDS CMARERERE UNTUVETETTT™
SLHORL OF MEGICINE
Vi‘;\%fz}f&\::}“ Agree (1) Disagres (2) Don't know (3)
i. Itis a disease which has no cure. ‘55%5” TUFER 2023 ‘;f? U L L
ii. It reduces the body's natural defense agaisRESBARCH & ETHICS COMMITTEE W tl O
P.O. BOX 7072,KAMPAL
jil. Itis caused by a virus called HIV. - ' -A 3] O 1
iv. Everyone with HIV has AIDS ] £ d
V.  Some may show signs of AIDS in a shorter time than others. 1 3 O
vi.  You can siow progression of HiV to AIDS by getting into care and living positively £l Cl ]
2. The following is true about Preventing iransmission of HIV to others.
Agree (1) Disagree {2) Don't know (3)
i.  Taking ARV drugs is important. ] 1 £l
ii.  Usecondoms when having sex. 1 O ]
fii.  Abstinence 1 O (]
iv.  Being faithful O D 1
3. Do you think that ARV drugs are effective in treating HIV?
DAgree
D Disagree
D Do not know
4. The following s true about Safe Male circumcision
Agree (1) Disagree (2) Don't know (3}
i It is the removal of fore skin £ £l O
ii. It protects against HIV L] (] Cl
i, One can't get HIV if they are circumeised [l Ll M
iv. Use condoms whenever they have sex L] L] []
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v, i reduces sexual performance d 1 il

Vi, Babies heal faster than adult men O D (]

9. The foliowing is true about preventing transmission of HIV from mother to the baby:

Agree (1)  Disagree (2) Don't know (3)
i, {tisimportant for the infected mother to

take ARV medication regularly during Pregnancy Ll ] N

ii.  The baby can get HIV through breast O O L]
feeding milk.

i Itis important for the new born baby to be 0 ] i
given HiV preventive therapy.

iv. Al mothers should be screened for HIV at ] L] O
their antenatal visit.

V. A baby can't get HIV after birth O O 0

vi.  HIV can be transmitted through breast milk

] L] D
6. The following is true about condom use:
Agree {1)  Disagree {2} Don't know (3)
. Youmust ALWAYS use a condom even if you are already HIV positive ] d O
ii.  Condoms prevent you from getting infected with a resistant type of virus O ] O
fii.  Couples can reduce risk by using condoms correctly and consistently during sex {:] O ]
iv.  To protect from HIV reinfection and transmission, ] [

abstain or use condoms EVERY TIME you have sex E 7
¥ I IE
i -
7. The following is true about HIV/AIDS g S TUFEBR 023

B

RESEARCH & ETHICS compfigied)  Disagree (2)  Don'tknow (3

i AIDS is a disease which has no cure Kﬁﬁ mi?x 7072, Kamipa LA L] O
MM”«-

it. Reduces the body's natural defense against illness O 3 1

i Everyone with HiV has AIDS L] O U

v, Bodies show signs of AIDS in a shorter time 1 1 O

V. Progression of HIV to AIDS can be slowed 1 [l ]
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by getting info care and living positively

vi. Someone on ARVs who does not take ARV well will develop resistant virus

Ciscordance is common. The following is true about discordance:

f.  Discordance is a sure sign that someone has been unfaithful.

fi. A couple can remain discordant for a very long time

lii. The negative partner is always at risk.

iv. Couples can reduce risk by using condoms correctly and consistently during sex

v. HIV positive partner should start ARV's as soon as possible

§. The following is true about ART

O 1 O

8. HIV Discordance is when a pariner in a stable relationship tests HiV positive while the other tests HIV negative.

Agree (1} Disagree {(2) Don't Know (3)
. [ t

E u [
H 0 Ll
O ] |
[l 0 a

Agree (1) Disagree (2} Don't Know (3)

i.  When one is tested for HIV and started on ARVs that first treatment is calied first line. ] (] 1
ii.  Your clinician may decide to change your drugs to a new type called second line O ] O
because the first line drugs have stopped working.

ii.  First line stops working If you don't adhere weil ] ] ]
iv. First line stops working if you get a resistant virus or have been on the drugs for a very long time L] ] ]
v. Main cause of first ine failure is poor/ inconsistence drug swallowing and many other reasons. £ ] L]

Study Staff

Name Date

Signature _I /

CFL Youth Study Knowledge Questionnaire, adapted from CFLRCT

i ARERERE

SCHO - UNIVERSTTO™,
SCHOOL OF riErs i’CISI\iHrEY

H
: REMEWA]
i VALID UNTTL

% 1UFEB 2023

;RESE&RCH & ETHICS coyp
[ PQ BOX 7072, K ami

st

{??\@!TTEE
M_h‘w:i\i”iw) Page 96 of 103
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CFL YOUTH STUDY

X SEXUAL BEHAVIOR QUFSTEON\IAIRE

- Section A: P; i ntlnformat:on _ e
1. Patient clinic# | 2.. Sfuéy Nnmber.
3. Visit code: (10, [
4. Visitdate / /
DD/MM/YYYY
Sectlon B« '*'-A "”'tu ' es_and sexuai practlces
5. Do you cu rrently have a reouiar/ steady partnex‘?

D Yes

[ No (skip to 7)

6. Ifyesto Qn 5 above, how fong have you been with this partner?

D D Years [:] [] Months

7. Have you ever had a partner =/ >10 years older than you? gy
! RENEWAT " "
L ves VAL U |
;
L v Fr TUFEB 213
8. At what age was your sex debut? i ~
i F?";—" RCH & ETHICS COMMITTEE
F{J 3¢ .}K fi}; PK,&H/&PQLA

D D Years D D (N/A) E‘MWW ,§
e

After knowing your HIV Status, has your attitude towards having sex changed?

D Yes
D No

10. If yes to Qn 9 above, which of the following best describes your change in sexual practices?

D Abstinence
E] Use of condoms

D Reduced number of sexual partners
D Reduced number of sexual encounters

E] I lost interest in sex
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D Increased number of sexual pariners

E] Increased number of sexual encounters

Fl. HIV positive persons should abstain from having sexual intercourse?

D Agree
D Disagree

[:] Do not know
12. When was the last time you had sexual intercourse?

[:]Hom‘s ago { MAKFERERE UNIVERSITY ™

QQHUK LOF m’.fD { ?NL
[:] HEMNEWAL
Days ago VAL UNTH
D Weeks ago e 1 UFEB 2023 ""w@"f’
Cmonths ago RESEARCH & ETHICS COMMITTEE
[ vears ago | PO BOXTO072HAMPALA
¢

D Never

£3. If months or years ago, what is the most common reasons which prevented you from having sexual
intercourse?

DNO partner

D My health status

D Health status of my partner
DAm abstaining

L other (specify)-——
4. The last time you had intercourse did you use a condom?

D Yes
DNO

D Do not remember
15. The last time you had intercourse had you been drinking alcohol or marijuana in the few hours before?

E] Yes
D No

D Do not Know

16. How many times in the last 2 months have you had sex without a condom?

D None
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113
MERD
=10

17. Do you regularly use condoms?

D Yes
D No

18. In the last 3 months, have you had any abnormal discharge/ ulcer/wound in your genito-urinary part?

(T ves [ No (skip to 20)
19.If Yes, did you receive treatment

D Yes, went to health worker

D Yes, I self-medicated

D No, 1 did not

20. Have you ever had forced or coerced sex?
D Yes

D No (if no end here)

21. If yes to Qn 20 above, did you inform any one?

E] Yes
D No

22. 1f yes to Qn 21 above, whom did you inform?

D Police
D Friend

D Relative (Specity relationship eg, Mum, sister, aunt)

I\A/f;\;i;éz!" \%L {';\El\/f TTO!!Y

OF MEDICINE
RENEWAL
VAL Ui\nll

TUFEB 2023

ETHICS COMMITTEE
172 KAMPALA

Study Staff Name / Initials

i

Signature

Date

I/
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COVID-19 KNOWLEDGE ASSESSMENT AMONG YOUTH (BASELINE ONLY)

Section A: Patient Information =70 pi

1. Clinic number#

2. STUDY Number :

3. Date of Visit

Have you ever heard or
know about Corona
Virus disease 20197
Yes [

No [ (if no stop)

Famil

y/
friend

Radio

Newspape
r

Social
media

O

Internet
4

Religious
leader
|

Medical
personnel

O

Where do you get your st

knowledge about
Coronavirus?

O

Questions developed using information from WHO htips://www.who.int/news-room/q-a-detail/q-
a-coronaviruses

“Section B. Do you know any Symptoms of COVID- 19

Symptoms Yes | No | Days |- Symptorﬁs Yes | No ..Days

Fever ot Aches and pains

-1 Nasal congestion/tunny
1 nose

Dry cough

Sneezing ‘| Sore throat

Loss of smell | Loss of taste

Shortness of breath g Diarrhea

Have you had any symptoms
above? List symptoms and

actlon taken

‘Section C. Knowledge about PRO s
Agree | Disagree Don’t Yes No NA
know
Regularly and thoroughly clean your hands
with an alcohol-based hand rub
Regularly and thoughly wash your hands
with soap and water.
Maintain at least | metre (3 feet) distance S I
between yourself and anyone who is . “’35}5_%{{,% RE U P ERSITY b
) : SLERLOL OF MEDICINE
coughing or sneezing, RENEWAL
Avoid touching eyes, nose and mouth VALTD I
% TUFEB A8 4
RESEARCH & ETHICS comyyFFEE 100 °f 103
4 P.O.BOX 7072, KAMPALA

£
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Covering your mouth and nose with your
bent etbow when you cough or sneeze.
Covering your mouth and nose with tissue
when you cough or sneeze. Then dispose of
the used tissue immediately

Stay home if vou feel unwell

Keep up to date on the latest COVID-19
hotspots

Wear a mask if you are ill with COVID-19
symptoms (especially coughing)

Wear a mask if you are looking after
someone who has COVID-19 symptoms
Disposable face mask that can only be used
once

Konowled | Partially Not

geable knowledge
able

What would you do if you have symptoms of Coronavirus?
Answer 1) Self quarantine 2) Wear a mask 3) Call help line number

Do you have with you any help line number? Which one would you
call if you or anyone near you has COVI-D symptoms?

Should you put a mask to protect yourself?

Answer: Only wear a mask if you are ill with COVID-19 symptoms
(especially coughing) or looking after someone who may have
COVID-19.

Do you know how to use a mask?

Answer. 1) Before touching the mask, clean hands with an alcohol-
based hand rub or soap and water 2) Place the mask to your face. 3)
Pull down the mask’s bottom so it covers your mouth and your chin. 4)
After use, take off the mask and and Discard the mask in a closed bin
immediately after use 5) Perform hand hygiene after touching or
discarding the mask — Use alcohol-based hand rub or, if visibly soiled,
wash your hands with soap and water

{ WMAKCRERLD Lfh

SO0 e ha

REMEWAT
NAALIE L In T

*  1UFEB U3 %

REGEARCH & ETHICS COMMITTER
PO BOX 7072 KANMPALA Page 101 of 103
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Que stions developed using injbrma!ion from WHO

ntnswww o whoantemergencies/diseasesmovel -coronavirus-2019/advice-fo

r-nublic/mvih-

L’Jil%idl‘)

Knowledge'abaut MYTHS

E Sectmn D. Practlces about__.:
| MYTHS (last 7 days)

Agree

Disagree | Don’t
know

1 Yes No

Not sure

Exposing yourself to the sun or to
temperatures higher than 25C degrees
prevents the coronavirus disease
{COVID-19)

Being able to hold your breath for 10
seconds or more without coughing or
feeling discomfort means you are free
from the coronavirus disease (COVID-
t9) or any other lung disease.

Drinking alcohol protects you against
COVID-19 and can be dangerous

COVID-19 virus cannot be transmitted
in areas with hot and humid climates

Taking a hot bath prevents the new
coronavirus disease

The new coronavirus is transmitied
through mosquito bites.

Hand dryers effectively kill the new
coronavirus?

Spraying alcohol or chlorine all over
your body kills the new coronavirus

Eating garlic prevents infection with the
NEW Coronavirus

The new coronavirus affects older
people, and younger people are not
susceptible

Antibiotics are effective in preventing
and treating the new coronavirus

Chloroquine is effective in preventing
and treating the new coronavirus

‘Section F. HIV care

ART medications

Do you have antiretroviral drugs with you at the moment? {J Yes g No

Are you taking your ART?

; \va} SITNe ™
Rate your adherence in the [ast month ! SCHOOL C‘EF“ MED] L\JINE\‘
N fM
§ ALID UNT

M| Yes O No

f MAKERERETH

RESEARCH & £THIC

[ % ?UFES
/ F.O, Bf"‘K,{)?2§

2323 g%ag

1§ ¢ LJ!E«?W rTEn
ANMPALA

T
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Analogue visual scale 0-100

HIV care

Access to HIV services [0 Walking [0 Public transport (Matatu) [ bodaboda [J Private
vehicle

Do you have any concerns about your own health? O Yes 8 No

Do you think HIV infection increases the risk of acquiring COVID-19? £ Yes O No

Has your HIV care been affected by any of the following?

03 Drug stock out {1 No public transport [0 Halt of private vehicles [ Fear of acquiring HIV at the
clinic

O Sickness of health care workers £ Unavailability of HIV services due to the response to
COVID-19

Do you think your HIV care will be affected by any of the following?

£ Drug stock out €3 No public transport [ Halt of private vehicles [J Fear of acquiring HIV at the
clinic
OO Sickness of health care workers £1 Unavailability of HIV services due to the response to
COVID-19
Other medication
Were you prescribed drugs for any of the following? Are currently taking them?
O Diabethes & Yes O No
{ MARERERE UNVERETTY
: SCHOOL GF MEDICIHN
O Hypertension BTN WAL NE O Yes [I No
VALIDY LINTL
0 Anticonvulsants O Yes [J No
s TUFEB 203 ¢

{1 Contraceptives L]l Yes LI No

RESEARCH & ETHICS COMMITTEE
O Anti TB drugs P.O. BOX 7072 KAMPALA L1 Yes I No

, ) . y;
Are you taking any herb to prevent COVID-19/boost your immunity? I Yes 3 No
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