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1. Introduction

This application serves as an expression of inteestonductresearch to evaluate the
effectiveness of the innovative digital ment al

mental health and resilience of health workers in Malawi.

The details of applicants are presented belwith curriculum vitaes oéll researchers appended

to this document
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2. Background

Healthcare provision can be stressful even in normal times and maintaininge i
wellbeing of health workers is of utmost importance for optimal and safe patient care (Sgvold et
al., 2021). The COVIEL9 pandemic of 2020/ 21 has overwhel:
increased careclated pressure manyfold in the effort of wnsg patient care and staff safety.
Added stress of too many life and death decisions, physical exhaustion, lack of protective
equi pment , and fear of infecting themselves ¢
wellbeing daily. Over the last twyears, an increasing number of studies report a high proportion
of health professionals globally suffering from depression, anxiety, and burnout. A systematic
review of 59 studies by Muller et al. (2020) found that a median of 24% of health workersduffe
from anxiety, 21% from depression, and 37% from distress. Nochaiwong et al. (2021) reported
slightly higher levels in a mefanalysis from 36 countries 8.0%for depression; 26.9% for
anxiety; 24.1% for podraumatic stress symptoms; 36.5% for strass; 50.0% for psychological
distress. Recent studies from Sbaharan Africa showed similar levels. In a ma#trecross
sectional study from Ghana, Ofori et al. (2021) found that 21.1%, 27.8% and 8.2% had depression,
anxiety and stress, respectiveResearch not yet peer reviewed from Ethiopia found a prevalence
of depression, anxiety and psychological distress was 20.2%, 21.9% and 15.5% respectively. Data
from South Africa suggest much high levels of metal disorders of around 50% among all types of
health workers due to wonlelated stress (Msomi, 2021). While there are no-pmgewed studies
yet from Malawi, initial research using a small sample of nurses and the Coronavirus Anxiety
Scale suggests that 26% (n=26) of respondents had GO¥I@latedanxiety and 48% (n=49)

functional impairment (Chorw8ungani, 2021).



Ment al disorders not only pose threats to
but they also come at high economic costs. A World Health Organization (MédGjudy well
before the COVIB19 pandemic found that depression and anxiety disorders cost the global
economy US$1 trillion each year. A return on investments between 2.3 and 5.7 to 1 was estimated
for scaled up treatment of these mental disorders (Chisholm, et Hb).2Blental health
interventions include basic psychosoataunsellingfor mild cases, and either basic or more
intensive psychosocial treatment plus antidepressant drugs. Over the last decade -computer
internetbased cognitivéehaviouratherapy (eCBT or i-CBT) has been tested and implemented
as an alternative to dperson treatment of mental health issues. Research has shown that
computerized CBbased setdministered interventions improve depression and anxiety in
adults. A metaanalysis by Grisand Cavanagh (2013) of 49 RCTs revealed a significant medium
effect size (g=0.77, 95% CI 0.8995) for computerized CBT (CCBT) for depression and anxiety.
Another metaanalysis by Andrews et al. (2010) of 22 RCTs found an even greater effect
size (g=0.8, 95% CI1 0.760.99). However, in a recent systematic review Christ et al. (2020) found
small to medium posttreatment pooled effect sizes regarding depressive symptoms (g=0.51, 95%
Cl1 0.300.72) and anxiety symptoms (g=0.44, 95% CI| e0Z3b) of eCBT for reducing anxiety
and depressive symptoms in adolescents and young adults compared with passive controls.
Clinical trials have established that a mobile application can effectively deliver a CBT program
for the treatment of depression (Watts et al., 20ddf;management of chronic pain conditions
(KristjAnsdattir et al., 2013) and social anxiety disorder (Dagoo et al., 20CB.T®r rCBT can
lower the barrier to seek help and it is especially important where access to psychologists and

therapists is lv, which is the case in most countries in Sdharan Africa (Bakker et al., 2016).



C-CBT or CBT have evolved into interactive chatbots that are driven by artificial
intelligence. Chatbots are conversational agents and include the recent entrant\itiidkk.
distinguishes itself that it is available for the public as well as a version adapted for health
professionals. The effectiveness of the public version has been established through a panel study
without control group by Daley, Hungerbuehler et(2020) in Brazil, who found a large pest
intervention ef f e@8l orgleatee for@rixiety; depresnidn and dtress.fThe
version for health workers has been pilot tested in Malawi, a country where access to mental health
therapy is veryiiited. Statistics on the mental health force in Malawi show that the country has
only 0.02 psychologists, 0.01 psychiatrists and 0.04 occupational therapists per 100,000
populations (WHO, 2018). Only recently has the country successfully trained thobéapssts.

This situation is worsened by the frequent deployment of mental health professionals especially
psychiatric nurses to other duties such as maternity services (Kauye, 2008).

To date, there have been few studies for establishing the effectieémbssbots and even
fewer RCTs. Most of these trials were based on small samples of 70 participants or less, had a
short duration of 2 weeks, suffered from serious biases, and fell short of establishing that
chatbots lead to improved mental health oates. All trials were conducted in higicome
countries, none in low resource settings (Addhzaq et al., 2020). No RCTs have been conducted
to assess the effectiveness of chatbots in improving the mental health status of health workers
specifically (B&ker et al., 2016).

The proposed RCT addresses this evidence gap about the use and effectiveness of chatbots
within the health workforce. Building on the earlier pilot test, a RCT will be conducted in Malawi

to explore whether a chatbot, Vitalk, is an gtable source of advice and counselling for health



workers to effectively cope with wotlelated depression, anxiety and burnout and how resitience

building behaviourcan mitigate poor mental health outcomes.

3. Research Objectives

Main researchobjective

Themain objectiveof this study is to test thaull hypothesis that the use of a chatbot such
as Vitalk over a period of eight weeks does not result in different mental health outcomes in a
treatment and control groupf health workers in MalawiThe null hypothesis will be tested in a
two-arm RCT comparing the pteeatment to post treatment scores using standardized scales for
depression, anxiety, resilience, burnautdloneliness

Specific objectives

In addition to testing the nutlypothesis, specific research questions are as follows:
1. Are the levels of engagement and continuity of use of Vitalk adequate to meet the need for
mental health support (rate of adoption and continuity)?
2. Are the frequency and duration of interactioith Vitalk statistically significant predictors of
mental health outcomes (stickiness/intensity of use)?
3. Does the use of Vitalk significantly reduce stlimical and clinical episodes of depressand
anxiety as well as levels ofow resilience, burngt and lonelinessover the study period
(effectiveness)?
4. Which features of Vitalk are liked or disliked; what improvements are suggested by users; and

does user experience drive stickiness (user experience)?
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4. Research Methodology

4.1.StuDY DESIGN, RANDOMIZATION , AND BLINDING

This study is guided by the conceptual framework shown in Figbeddlv. The study is
a twoarm, parallel randomized controlled trial with a meatment assessmeri;week
intervention period anohid-studyasessments at-5 weeks and an eraf-study assessment at 9
weeks. Interested study participants will be randomly assigned to either the treatment or control
group at the time of registratioNitalk, the developer ahe app will createa study web portal
where study participants register, give their consent, are assigned to one of the studyearms
givena unigue study identification number, and enter their demographic inform2gpending
on the random assignment, participants will be taken to either the treatment app, Vitalk, or the
website for the control group. This is a single blinded desigauseconly the research team will
be blinded to the study arm assignmeatkparticipantan both study armsvill be told they are

par t i cignanline sethelp for méntal wellbeirty

! The support from HRH2030 will end December 31, 2021. If additional resources beyond the life of HRH2030 can

be mobilized, it is recommended to double the length of the trial to 16 weeks. This would help stodgehieitm
effects of the chatbot use. One option would be to not
assess how internet resources would be accessed without such support.
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Non-modifiable Factors
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Figure 1. Study framework

Participants will be required to seek approval from their employers to participate in the
study, because some activities will occur during working hours, but no information collected
during the trial that could identify participants or their facilitieaffiliation will be shared with
the employers. A trial managent team will be creatda Vitalk, the Department of Psychology
(UNIMA) and Chemonics Internationdhat is separate fronthe research teanilhe trial
management teamill provide technical support in case participants encounter difficulties with
the study portal or the Vitalk app and be therefore privy to the group assignment, but this
information will not be shared with the research team during the study. The sttalyapd control
group website will be optimized for and accessible through smartphones. Vitalk is a smartphone

app for Android.
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4.2 TREATMENT AND CONTROL GROUP INTERVENTIONS

4.2.1 Vitalk chatbot app (treatment group, active

Originating from Brazil, Vitalk isan automated chatbot
delivering mental health content to its users using a conversati _
< @ vitalk
format, with the aim of improving weleing by reducing stress, o it
anxiety and depression using a preventative approach to me See
health (Daley, Hungerbuehler et alQ2®). The Vitalk app uses m
I'm Viki, your virtual health
psychoeducation, cognitive restructuring, behavioral activati assistant
I'm a robot that's ready to help
. . i . . you take care of your health " &
gratitude, and practical exercises (such as breathing, relaxation
meditation) to bring about i Is in
o

(ibid). These techniques andragegies are rooted in CBT anc
Positive Psychology, two commonly used psychotherapy methodologies that have been used
widely in various settings and have registered high effectiveness among patients presenting with
various psychological challenges (BecR12; Seligman, 1998; Wills, 2009). Only the treatment

arm of the study will have access to Vitalk.

4.2.2 Mental health resource websitgcontrol group, passivée
The control arm of the study will have access to a website with links to mental health
resources frm WHO and other selielp providers as well as contact information for psychologists
and mental health counselors in Malawi. This website consists of a few pages with basic mental
health and coping information, links to mental wellbeing resources, moted amel standardized
mental health tests. Its content is static without user interaction beyond clicks to accbss&b
mental health resources. Whether or not these resources are used depends entirely on the initiative

of control group participants.
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Study sites/locations

The study will be conducted in Blantyamd Lilongwedistricts of Malawi. It will target
health workers employed in various health facilitigprivate, public or mission
managed/religiously affiliatedpoth within the urban and peurban area of Blantyreand

Lilongwe districts.

Study participants
Study participants will be recruited from g@blic and privatgrimary, secondary and

tertiary @re facilitieswithin Blantyreand Lilongwedistricts.

Inclusion criteria are as follows:

Participants must:
Be currently employed as one of tiypes of service provides(cadres) listed below
Possessome degree dEnglish languageroficiency
Own asmartphonevith an Android operating system
No historyi past or currenit of counseling or therapipr severemental health disorders
Not haveselfreporedsuicidal ideation

Score bel ovw kfov d reyw eltiabas$essmentdr anxiéty and depression

Recruitment will be done blyangingposters in all health facilities that agree to have their
health workers participate in the study. All facilities will be contacted by phone and email; in larger

facilities the study team may do short presentations about the study.
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Participants of this study will be health workers of the following professional cadres from

public and privatdnealth facilities:

1 Doctors 1 Nurses

1 Medical Assistants 1 Clinical officers

1 Laboratory technicians 1 Physiotherapyechnicians
1 Pharmacists 1 Physiotherapists

The minimum required educational qualification idiploma in their respective fields of
specialization, in adherence to the Ministry of Health employment criteria for the respective cadres
of healthworkers.However, Medical Assistants who completed 2 years of college will be allowed
to participate even though their qualification is a certificikese selection specifications are put
in place based on the general assumption that such particrant®mpetent in the English
language as a medium of communication, which will facilitate their interactions with the Vitalk
App and the mental health resource websitee all the interactions oneaseplatforms are in
English. Additionally, study partipants are expected to own A&ndroidbasedsmartphoneon
which they can download and use the Vitalk Agmul access the mental health resource website
which is an additional reason for limiting participant selection to the above cadres.

Exclusion citeria for this study includes all other hospital healthrelated personnel,
such as health surveillance assistants, hospital assistants or laboratory assistants, due to their lower
educational qualification requirement for employment. In additionsidening that smart phones
are not very widely available within many social circles in Malawi and are considered to many as
a luxury, this research assumes that cadres listed above have a higher chance of owning a smart

phone due to their higher grade afythan those of lower employment cadres.
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Lastly, clinical exclusion criteaiwill apply to all health workersvith a historyi past or
currenti  of counseling otherapyfor a severe mental disorder and to all study appliGants A v er y
hi g h ofrdepseksimrandanxiety according to their initial scores from standard mental health
testsParticipants who cheduicidal ideationn question nine of the PHQwill also be excluded
The burnoutresilience andonelinessscale will not be considered as exclusion criteria, because
unlike depression and anxiety, these are not assessing clinical manifestations of mental health
disorcers.Those excluded will not have their identity revealed, but they will simply not be able to
stay registered for the study. Particigamieeting the exclusion criteria will be offered resources
for selfhelp and contacts décal mental health counselor$his study has made provisions for
the procurement of the psychotherapy services of two Iebalbed psychologists, who will be
available to provide psychosocial counselling support to participants experiencing distress through

the duration of the study
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Study period

Study Timeline 2021

<Dailv messages from Vitalk & weekly WhatsAp;>

<Iita|k message every 2 days & weekly WhatsAp;>

o
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-
c End of
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Figure 2. Study process and timeline

Thistrial is scheduled to spd6 calendar days, from the week beginningoomeforethe

18" of October 2021 until th&8" of December2021latest The entire process and timeline are

shown in Figure 2. Study participants in both the treatment and control groups will begin their

participation in this project by attending a khd#fy workshop prior to the start of the trial before

October18, which sfhall serve atriple purpose. Firstly, during this workshop participants shall

receive a presentation about general tenets of mental health, how mental health affects work

perfor mance,

t

he

mp

act

of

oneods

me nhie favé

specific areas of mental health that will be assessed: namely anxiety, deptessiesijlience,

healt

burnout and lonelinessSecondly, participants will be provided with an overview over the study

o fan dnline sekhelp for mentawellbeing

interventions in the treatment or control groups will be mentioned. Only information pertaining to
both groups will be discussedhirdly, the informed consent will be explained in detail s t
workshops with Q&A. Participants will get a printed copy of the consent, because it is much easier

to read than on a mobile phqgraad be asked to sign the paper version, which will be kept under

and

t

he

el i gi

bil

ity
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lock at UNIMA/PsychologyAll participants will registefor the trial at the workshop.olensure
that there will be no service disruptionsete will be six workshops per district for participants to
choose from including weekenddhortening their duratiomay be an option as well, which will
be decided aftehe first workshop

At the workshop, participants will have the option to join the trial or to leave. Those opting
to join will be directed to the study weiortal (Annex 1.2.8) provide their consent, complete a
pre-screening to establish eligibility, dmegister for the trial. All participants eligibde this stage
shall then complete the initial mental health assesstoergsesthe initial scores for depression,
anxiety, resilience, burnowndlonelinessAnybody scoringad A v e r y lekel fgrdmxiaetyi s k 0
and depressioor showing signs of suicidal ideation will be excluded from the trial and be provided
with contacts to mental health professionals in Malawi and Va#ikated psychologists. All
participantspassing these final eligibility criterishall beadmitted to the trial anthmiliarized
with links to mental wellbeing resources on the internet and contacts with local psychologists and
mental health counselors.

To achieve some degree mdrticipant blinding to the intervention NO information about
Vitalk or specifics about interventions in the treatment and control groups will be shared with
workshop participants. Participants who completed registration will NOT be informed of their
admssion into the trial during the workshop; this will happen through an email after the workshop
that provides the links to either Vitalk for the treatment group or the website for the control group
or informs those not eligible for the trial. The trial mgeawill monitor whether the desired
sample size is achieved; if it is not, additional recruitment efforts and workshops may be necessary.

Participants in the treatment group will receilaly messages and counselfngthe first

four weeks of the tal to encourage engagement witkki, the Vitalk virtual counselorThis will

18



change to every other day during weeks five though diglnticipants in the treatment and control
group will receive weekly emails throughout the trial to encourageofiseeb mental health
resourcesThe treatmengroup will be asked to use the mood meter at least once a week to monitor
mood changed.he control group will not measure their mood, because mood assessments require
selfawareness, and raising salarenesg part of the intervention.

All participants will be asked to take the standard mental health tests again in weak four
five of the trial. This will be doneirtually though email to all trial participantss a midtrial
checkin. After the end bthe 56day period, in weekine, both the treatment and control groups
will be invited to attend a concluding halfly workshop, during which they shall again be
evaluated on their general mental health using the previously completed mental lseakmast
tools. They shall then complete an anonymous online questionnaire on their experiences of
interacting with the app or accessing the referred mental health Sokse participants will be
invited to take part in focus group discussions (F@ed at gaining detailed feedback about
their experiences of using the two different interventions and the Vitalk app specifically (treatment
group participants only for the lattefVhile the Vitalk app waspreviously adapted to the
Malawiancontext the FGDs willfurtherexploreits cultural appropriatenesé. mix of in-person
and anonymous virtual FGDs are planned given the sensitive nature of mental health. A virtual
FGD would be done without video and participants would only be identifiedhmber not name.

The use of two FGD formats,-person and virtual, allows the comparison of how responses may
differ between these two approachiegsormation about the two interventions will be shared with
participants at the final workshop. All pafpants, including the control group will get access and
be encouraged to use the Vitalk app hencefdtifs study concludes with theorkshop and FGDs

in the 9"-week.
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Sampling method

Study participants will be recruited from gliimary, secondary and tertiary care facilities
within Blantyre and Lilongwe districts on a first comdirst served basis. While this is a
convenience sample based on-seliection, random assignment to treatment and control groups
will counteract biasegherent to this approach. All participants are volunteers and agree to be
assigned to either the treatment or the control group.

The required study population size for paired tests of correlated means was calculated using
STATA 17 and is based on theltaing:

Preposttreatment difference of 1.5 points on standard test scales

Standard deviation of the difference = 6

Power 80%

Significance level 5%

This results in a minimum of 128 participants per study arm. Given the continuity
experiencé theproportion of participants completing the pa@d postreatment assessments for
depression, anxiety and straéssf 20-45% reported by Daley, Hungerbuehler et al. (2020), we
assume that the dropout rate will be as high as 75% for at least one of tadstaental health
assessments. This means that a sample of 512 participants will be required per study arm to yield
an effective post intervention sample of 128. Furthermore, if 20% of potential study participants
will not meet inclusion criteria or droput for other reasons, about 640 people will need to be

recruited initially per study arm.
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Data collection

This study will collect data on intermediate outcomes related to Vitalk use, resilience
related health behaviors and final outcomesedtment effectiveness measure as mental health
status through standardized tgsese Annex 1.2.9)n addition, data on independent determinants
that potentially influence Vitalk use, resilienbailding behaviors and mental health outcomes
will be collected. Resilienceuilding behaviors can be determinants of mental health outcomes
and will be measured as the frequency of five specific beha@eesAnnexl.2.10. As shown in
Figure 1, these independent determinants fall into two grawggemodifiable factors related to
participant characteristics and modifiable factors related to the Vitalk app and study characteristics.
While selfmonitoring, knowledge and skills for mental health and coping mechanisms could be
among modifiable determinants, therden of data collection will be too high and outweigh any
benefits of obtaining this information, because it would impact response rate negatively.

This study shall utilize the following standardized tests of various mental health indicators,
in orderto measure the effectiveness of the various mental health platforms that the treatment and

control groups shall use:

Generalized Anxiety Disorder (GAD)

The GAD-7 is a ¥item selfreport scale used to assess anxiety symptoms over the past 2
weeks (e.g.how often have you been bothered by feeling afraid something awful might happen).
Scores range from 0 (not at all) to 3 (nearly every day) with a total of 21. The total scores are
divided into four categories: nonei@), mild (59), moderate (lidl4) and svere (15+)
symptoms. GAD-7 has been utilized effectively in Malawi and LMICs with comparable

demographicgéMughal et al., 2020)
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Patient Health Questionnaire (PHQ)

The PHQ9 is a 9 item selfeport scale that evaluates symptoms of depressiontlower
past 2 weeks (e.g., how often have you been bothered by feeling down, depressed, or hopeless).
Item response options use a Likert scale ranging from O (not at all) to 3 (nearly every day). Total
scores are divided into five categories: none4f0mild (5 9), moderate (1iQl4), moderately
severe (1b619) and severe (20+) symptonihe PHQ9 has been widely used and validated in

Malawi (Udedi et al., 2019)

14-item Resilience Scale (RB})

Resilience refers to the ability to withstandadaptively recover from stressors. Resilience
also promotes psychological and physical vieling. Resilience is negatively correlated with
symptoms of generalized anxiety and posttraumatic stress and positively correlated with gratitude,
optimism, and pasve affect. The five characteristics of resilience are meaning and purposeful
life, perseverance, equanimity, sedfiance, and existential aloneness (Wagnild, 2009a). Total
scores are categorized as very lowi @8), low (57 64), on the low end (653), moderate (74
81), moderately high (8®0), and high (9i198). RS14 has been validated and used in low and

middle-income countries (Wagnild, 2009b; Siriwardhana, 2015)

Oldenburg Burnout Inventory (OLBI)
Burnout is linked to relatively high work requirements and limited resource availability for
managing them, which leads to negative emotional states. Therefore, the discrepancy between

resources and challenges creates a significant negative emotionallsea@LBI has 16 items,
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eight to describe exhaustion and eight to describe disengagement (Demerouti & Bakker, 2008).
The questionnaire includes both straight and reversely worded items in both dimensions. Low,
medium or high OLBID scores are based oroses above or below 1 standard deviation of the
mean (mean= 2.15, SD = 0.52; 01.62= 1ow, 1.63

validated and used in low and middleeome countries (Kaggwa et al., 2021).

UCLA Short (threatem) Loneliness Saal

There is no agreed definition oflondidessisel i ne s
that it is a painful feeling that occurs when this is a gap, or a mismatch, between the amunber
guality of social relationships and connections thatharee, and those we would lik®thers
define itastwo dimensionf loneliness: social and emotional. Social loneliness oostien
someone is missing a wider social network and emotional loneliness is causedonteame
misses an intimate relationshipOverall, loneliness is described as an unwelcome, painful and
unpleasant feeling-oneliness is a fluid experiendkat can come and go over a short time or
persist in the longer terngcores are added across the three items, and the higher the score the
greater the loneliness. Scores3e5 are classified asam-lonely; and scores d-9 are classified

as lonely Steptoe 2013;Hughes 2004).

Stress is not included in these assessments, because past evaluations have shown almost

universally highstress levels preand posintervention, which makes it impossible to use it as an

outcome if there are no discriminating factors.
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Participants will see their results immediately after completing the five questionnaires.
Based on the scores, participantt receive messages of encouragement and to use the available
online resources (control group) or interact with Viki, the viragalnselloy on the Vitalk app. All
professional advice is virtual and automated because that is what this RCT aimsrditestials
flagged at the dAvery h angdeprassios guéestionraitegwllaoacgive o n t
an email with contacts to local psychologists or have someone reach out to the paititiygant
participant provides consent via emaNe hae secured the collaboration wfo psychologists,
and they will be accessible for the duration of the study.

Connecting very highisk participants to care is the most this study can do while still
maintaining participant privacy and the confidentialityttod information provided. This study is
not testing clinical diagnoses or treatments of mental disorders; therefore, referrals cannot be made

without consent nor can any follow up be done.

Anonymous online user experience questionnaire
Thisinstrument will be applied during the workshops at the end of the study to collect user
experiences from both arms of the studyhis online questionnairewill be completed

anonymously

Focus Group Discussions

Qualitative data will be collected partly am and through focus group discussion (FGD).
The concluding workshops in werlneafter the end of th&6-day pilot period shall utilize BGD
guide to gain participant feedback on their experiences of usingttilke appin treatment group

and tle and web resources in the control grolf&sDs will be conducted by researchers with

24



degrees in psychology or counseling from the University of Malawi who are experienced with this

type of assessmenf mix of in-person and virtual FGDs will be usedirtual FGDs are
experimental to test their feasibility; a 50/50 sgliplannedAll focus group discussions shall be

recorded, along with notes collected during the FGDs. Once collected and transcribed, all data will

be kept in locked cabinets at the isvei gat or 6s of fi ce. T hterthe ecor d

completion of data analys#nd the journal publication of the study is accepted

Data management

The study will collect quantitative and qualitative data. @dlantitativedata will be
collected online through the study portal and the Vitalk app. This will avoid any interviewer or
researcher bias. Names, email addresses and phone numbers will be stored only during the trial
phase. The data will be déentified or anonymiz& prior to analysis and any data sharing by
deleting all fields containing identifying information per the Safe Harbor Rule of the U.S. Health
Insurance Portability and Accountability Act of 1996 (HIPAA) and subsequent guidance published
by the Office forCivil Rights (OCR) at the U.S. Department of Health and Human Services (HHS)
(HHS, 2008; HHS, 2012). A participant's clinical trial number will be the unique identifier
retained, but it will be encrypted with a secret key to create a pseudonym. Onlglthetrager
will have a copy of theencryptionkey. All other identifying information will be permanently
deleted. All trial data will be securely stored in the cloud and accesddentédied data restricted

to the research team. Access will be contabby the trial managéor eachindividual researcher

25



Data analysis method

Upon completion of data collection, all raw collected data shallgtlly anonymized so
that the research team is unable to associate
anonymized data will then kegually accessible to all members of the research tieaktalawi,

USA and Brazil¥or analysis.

Data analysis will begin after the final workshop is concluded. There will be no interim
sharing or analysis of trial data other than monitoring sample size in the two treatment arms and
data completeness and appropriateness per data analysis plan for theigntieda set. Data
monitoring will be done by the trial manager.

The data analysis will start with descriptive statistics and bivariable analyses for mental
health outcomes, resilienteiilding behaviors, intermediate outcomes, and user and study
charcteristics (nommodifiable and modifiable factors). This will include tests for central tendency
and distribution.

The difference between treatment and control arms in mental health outcome scores at
baseline, miestudy checkn and endof-studywill be calculated using a linear, mixedfect
model for longitudinal data (e.g., STATRAiIxedor SPSSMIXED) applying maximum likelihood
estimation, which takes into account any time trends. This method will allow the simultaneous
modelling across different timpoints and estimate the difference in outcomes between the
treatment and control groups across the entire study period.

This study will utilize Interpretative Phenomenological Analysis (IPA) as the main method
of analysis for the qualitative data thettall be collected during the focus group discussions.
Content Anal ysi s wild/l al so be wutilized to ev

pertinent social and psychological theories in order to explain attitudes and stigma behaviors. This
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process will also help to identify solutions and interventions that can be applied in order to ensure
increased willingness to properly support health workers facing mental health challenges and a
reduction in stigma against mental illness.
Risks

Vitalk is not intended to replace a mental health professianake or confirm clinical
diagnoses of mental health disordersio offer treatment. Users are made aware of this in the
informed consent that each participant is required to sign. Study participamtdvésed to seek
additional support if they showveery high risk of depressioar anxiety during the study. Where
Vitalk identifies averyrisk issue, the user is sent details of support services, including the national
suicide line, and, if the partgant elects the optiom follow up conversation withlacal mental
healthprofessional is initiated. Participants identifiedsasy high risk or with suicidal tendencies
will be removed from the study and referred for mental health support. Una&camstances

will the participantés identity be shared wit

The Vitalk App the mental health resource website atiditerature and presentations
shared with the research participants shall contain coimBrmation of mental health service
providers that the research participants may access in the event of needing further psychological
support.

We expect minimal risks to study participants due to COY#DThe risk of exposure that
may be encountered during the workshops is significantly mitigated by the fact that the majority
of health workers are vaccinated against COND Regardless of thigoth the research team
and participants will be required to maintain the recommended amount of social distance, wear

face masks and follow local guidelines as stipulated by the ministry of health.
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Benefits/Impacts

The primary benefit of involvement in this project is the anticipated mental health and
wellbeing of participantsThe overall aim of Vitalk is to improve wellbeing by reducing stress,
anxiety and depression using a preventative approach to menta) Waaththe participants shall
benefit from.Additionally, the participants will also benefit from the mental health presentations
to be conducted at the workshops, in which the members of the Department of Psychology shall
discuss various aspects of meittealth and how it affects workplace performance and wellness.

Participants willreceive a allotment of10Gb data bundleallowance valued at K15,500
(about $20) with a selected mobile cart@eliminate any barriers of accessing the internet during
the trial. Those not using tipeeferredprovider at the time of the trial will receive a free SIM card.
If it is feasble for the mobile service provider to track whettigalk or the control group website
were accessed, airtime allocations will be contingentheruseof Vitalk or the control group
website In addition, all participants will be reimbursed $b0 their transport and timas well as
the government ratkinch allowance of K4000 during the attendance of the introductory and
concluding workshopsAll workshop attendants will receive these benefits including those who
are excluded from the study.

In addition, and following common practice in clinical trials, participants will receive an
appreciation allocation of aboB8Gb airtime valued at K,000 (about $) at the end of the trial,
the final workshop, in recognition of their time sacrifice and as appreciation of their contribution
to science. This incentive will hopefully encourage participants in the treatment group to continue

the use of the Vitalk app drparticipants in the control group to try out Vitalk.
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5. Research dissemination strategy

The results of this study will be published in an international -peeewed journal and a
copy will be submitted to UNIMAREC. These results can also be presented at relevant research
conferences, whether local or international. The results of thisrcased! also be disseminated
through presentations in fora that will inform policy at a national level and health system
strengthening approaches supported by development organizations tweMasstry of Health,
health facilities from which participds were recruitedUSAID, Chemonics and University
Research Co. (URC), and academic institutions such as the University of Malawi. The focus will
be on strengthening of mental health services refining and expanding the use of virtual, online

tools and inpvations.

6. Ethics

The study will be conducted with full adherence to ethical standards as expressed in the
APA Code of Ethics on psychological research, as well as the Declaration of Helsinki. Before
commencement of the study, relevant authorization wilsdaeght from University of Malawi
Research Ethics Committee (UNIMAREC). Participation in the study lvéllvoluntary and
participants will be informed of this, and that they may withdraw at any time of the study.
Participants who agree to participate ie #tudy will be informed clearly what the study is about
and how their information will be used. Informed consent will be obtained online upon registration
at the study welportal. All forms will be printed and kept in a locked cabinghatDepartment

of Psychology, UNIMA
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7. Workplan

Lead
KEY TASKS Responsible

Draft/submit WP
addendum/budget for AOR PMU
approval
Develop SOW and execute Sub-

- PMU
agreement with Vitalk
Develop SOW and execute PMU
amendment with URC
Develop SOW and execute
consultancy agreement with Local |PMU

Expert

Map out steps to develop research

Eckhard/

protocol for Pilot 2 in Blantyre Bruno/ Tilinao
Develop and submit research Eckhard/
proposal to UNIMAREC Tilinao
Obtain buy-in from DHO and
Blantyre hospitals to reach target |Tilinao
number of participants
Adapt communications materials: | .

X Tilinao
posters, emails
Identify local venues for workshops| Tilinao
Develop workshop budget Tilinao
Identify local facilitator to provide
administrative support to local Tilinao
expert and participants
Identify finance and logistics PMU
support
Translate additional content (15
sessions + 3 audio sessions + Vitalk
mood diarv)
Review of additional content Tilinao
Upon UNIMAREC Clearance:
Launch pilot 2 in Malawi NO
LATER THAN OCTOBER 4
Communication outreach about Tilinao
Vitalk App: posters, emails
Orientation workshops with all Tilinao, F&A
participants support
Pilot implementation in Blantyre
Mid-term check-in workshops with |_. .

Tilinao

participants VIRTUAL

Mid-term team check-in to monitor

and measure process, progress, |All
results
Concluding workshops with .
L ) Tilinao
participants for final check-up
. Eckhard/Tilina
Data analysis °

Adapt How To guide for replication

and FAQ document b

Draft and disseminate technical

reports and other communication PMU

products of findings and lessons

learned

Draft manuscript for publication Elclkhard! X
Tilinao
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BUDGET FOR VITALK PILOT 2 IN BLANTYRE, MALAWI

ITEM [UNITS [FREQUENCY [ UNIT COST (MKW) [ TOTAL COST (MKW) [TOTAL COST (USD) [DESCRIPTION
A Planning and Logistics (Pre-Workshops)
Blantyre
A1|Research team transport 1 2 80,928 161,856 198.60 |Wear-and-tear refund on personal vehicles. Using UNIMA formula of 60%*Fuel Price(K899.20"Distz
AZ2|Research team fuel 1 2 19,269 38537 4728 |Tkmilitre x 150km round trip to Blantyre (meeting with DHO, QECH directors & publicity)
A3|DHO/Dept. of Psy meeting - lunch allowance 25 1 4000 100,000 12270 |As per DHO meeting requirements
A4|DHO/Dept. of Psy meeting - snacks 25 1 2500 62500 76.69 |As per DHO meeting requirements
A5|QECH research reguirements 1 1 123,000 123,000 150.92 |Requirement for hospital invelvement in research
AG|QECH/Dept. of Psy meeting - lunch allowance i} 1 4000 24 000 29.45 |As per QECH meeting requirements
Lilongwe
AT|Research team transport 1 1 315,619 315,619 387.26 |Wear-and-tear refund on 1 personal vehicle. Using UNIMA formula of 60%*Fuel Price(K899.20)*Dist;
A8|Research team fuel 1 1 75147 75147 9221 |Tkmllitre x 585km round frip to Lilongwe {meeting with DHO, KCH directors & publicity)
A9|Research team accommaodation 3 3 G4 000 576,000 942.33 |3 nights in Lilongwe, 2 meetings on consecutive days (Lilongwe DHO, Kamuzu Central Hospital)
A10|DHO/MDept. of Psy meeting - lunch allowance 25 1 4,000 100,000 122.70 |As per DHO meeting requirements
A11|DHO/Dept. of Psy meeting - snacks 25 1 2500 62500 76.69 |As per DHO meeting requirements
A12|KCH research requirements 1 1 123,000 123,000 150.92 |Requirement for hospital involvement in research
A13|KCH/Dept. of Psy meeting - lunch allowance 15 1 4,000 60,000 73.62 |As per KCH meeting reguirements
Other Direct Costs
A4 [Internet costs 4 4 20,000 320,000 392.64 |Monthly costs for UNIMA research team
A4 |Telephone airtime 4 4 10,000 160,000 196.32 |Monthly costs for communication
A14 |Poster printing 1 100 1,200 120,000 147.24 |A3 publicity posters for workshops
AT [Sign-up sheets printing 3 10 50 4000 4.81 |To be distributed in health centresihospitals for interested attendants to sign up
A8 |Attendance sheets printing 3 18 50 2700 3.31 [For attendants to sign in upon arrival at the workshops
A9 [Publicity and outreach 1 4 10,000 40,000 49.08 |1 person to liase with health centres, distribute sign-up sheets, display posters
A20 |Research protocol printing 71 3 50 10,650 13.07 |UNIMAREC requires 3 hard copies of bound research protocol submitted
A.21 |Research protocol binding 1 3 1,000 3,000 3.68 [UNIMAREC requires 3 hard copies of bound research protocol submitted
AZZUNIMAREC application fee 1 1 123,000 123,000 150.82 |USD $150 once-off payment
Total, Flanning & Logistics 2603510 3 156 94
B Orientation Workshops
Blantyre
B.1[Venue hire 1 5 34,000 204,000 250.31 [1 meeting halls: 55-60 paricipants/session each (2 sessions per day, for 6 days)
B.2|Refreshments G540 1 2500 1,600,000 1,963.19 |Refreshments to be served midway through each 3-hour training session.
B.3|Research team transport 2 1 80,928 161,856 198.60 |Wear-and-tear refund on personal vehicles. Using UNIMA fomula of 60% of Fuel Price*Distance
B.4|Research team fuel 2 1 19,269 38,537 47.28 |7kmllitre x 150km round trip to Blantyre
B.5|Research team accommodation 2 7 54,000 896,000 1,099.39 |7 nights in Blantyre
B.6|Accountant accommaodation 1 7 56,000 392 000 480.98 |Handling external financial fransactions
B.7|Office assistant accommodation 1 7 47,000 329,000 403.68 |Assisting in workshop registration and allowance disbursement.
Lilongwe
B.8[Venue hire 1 i} 150,000 900,000 1,104.29 |1 meeting halls: 55-60 participants/session each (2 sessions per day, for § days)
B.9|Refreshments 640 1 2,500 1,600,000 1,963.19 |Refreshments to be served midway through each 3-hour fraining session.
B.10|Research team transport 2 1 315,619 631,238 774.53 |Wear-and-tear refund on personal vehicles. Using UNIMA fomula of 60%*Fuel Price*Distance
B.11|Research team fuel 2 1 75147 150,295 184.41 |Tkm/litre x 585km round trip to Lilongwe
B.12|Research team accommadation 2 7 54,000 896,000 1,099.39 |7 nights in Lilangwe
B.13[Accountant accommodation 1 7 56,000 392,000 480.98 |Handling external financial transactions
B.14|Office assistant accommodation 1 7 47 000 329000 403.68 |Assisting in workshop registration and allowance disbursement.
Other Direct Costs
B.15|Motepads 1280 1 G600 765,000 942.33 |Note-taking for paricipants during workshops.
B.16|Pens - box of 60 1 1 8,950 187950 230.61 |Mote-taking for paricipants during workshops.
B.17|Marker {felt-tip) pens - boxes 4 1 3,200 12,800 18.71 [To be used by paricipants during brief group discussion exercises.
B.18|Flip charts 4 1 3,500 14,000 17.18 |To be used by participants during brief group discussion exercises.
B.19|Participant lunch allowance 1280 1 4000 5,120,000 6,282.21 |Workshop times: 8:30am-11:30am and 1pm-4pm.
B.20|Participant transport refund 1280 1 8,000 10,240,000 12,564.42 |Round trip (health facility to venue)
B.21|Paricipant mobile data bundles 1280 1 15,500 19,840.000 24 34356 [10GIG bundle of internet data uploaded directly to their phones.
B.22|Photographer - Professicnal Fees 1 1 230,000 230,000 282.21 |3 days, pictures and video
Total, Orientation Workshops 44 932 676 55,132,112
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Concluding Workshops

Blantyre
C.1 |Venue hire 1 6 34,000 204,000 250.31 |1 meeting hall: 55-60 paricipants/session (2 sessions per day, for 6 days)
C.2 [Refreshments G540 1 2500 1,600,000 1,863.19 [Refreshments to be served midway through each 3-hourtraining session.
C.3 |Reszearch team transport 2 1 80,928 161,856 198.60 |Wear-and-tear refund on personal vehicles. Using UNIMA fomula of 60% of Fuel Price*Distance
C.4 |Research team fuel 2 1 19,269 38537 47 28 |Tkmllitre x 150km round trip to Blantyre
C.5 |Research team accommaodation 2 7 G4 000 896,000 1,098.39 |7 nights in Blantyre
C.6 |Accountant accommeodation 1 7 56,000 392,000 480.98 |Handling external financial transactions
C.7 |Office assistant accommodation 1 7 47,000 329000 403.68 |Assisting in workshop registration and allowance disbursement.
Lilongwe
C.8|Venue hire 1 i 150,000 900,000 1,104.29 [1 meeting hall: 55-60 padicipants/session (2 sessions per day, for § days)
C.9|Refreshments 640 1 2,500 1,600,000 1,963.19 |Refreshments to be served midway through each 3-hour fraining session.
C.10|Research team transport 2 1 315,619 631,238 774.53 |Wear-and-tear refund on personal vehicles. Using UNIMA fomula of 60%*Fuel Price*Distance
C.11|Research team fuel 2 1 75,147 150,295 184.41 |Tkm/litre x 585km round trip to Lilongwe
C.12|Research team accommaodation 2 7 54,000 896,000 1,099.39 |7 nights in Lilongwe
C.13[Accountant accommodation 1 7 56,000 392,000 480.98 |Handling external financial transactions
C.14|Office asgistant accommaodation 1 7 47,000 329,000 403.68 |Assisting in workshop registration and allowance disbursement.
Other Direct Costs
C.15|Participant lunch allowance 1280 1 4,000 5,120,000 6,282.21 |Workshop times: 8:30am-11:30am and 1pm-4pm.
C.16|Participant transport refund 1280 1 8,000 10,240,000 12,564.42 |Round trip (health facility to venue)
C.17|Printing FGD guides 1 150 50 7.500 9.20 |8 to 10 participants per focus group
C.18|Participant compensation 1280 1 6,000 7,680,000 9.423.31 |3G mobile data bundles as appreciation for participation in study
Total Concluding Workshops 31 567 426 38,733.04
1] Report Preparation
D.1|Researcherteam | 1| 1| 383,520 383520 470.58 |To compile qualitative data, analyse and draft report
Total Report Preparation 383520 47058
OPERATIONAL BUDGET 79,485,133 97,532.68
E Professional Fees
E.1|Trial manager 1 45 24,816 1,116,720 1,370.21 |Daily rate for demonstrator (hourly rate™ hours) * 45 project days
E.2|QECH research partner (KUHES - asst. 1 12 71,191 854 291 1,0458.21 |Daily rate for assistant lecturer {monthly salary/22 days) * 12 days
E.3|UNIMA research team
Senior lecturer 2 a7 109,113 8074392 9 907.23 |Daily rate for senior lecturer (monthly salary/22 days) * 37 project days
Lecturer 1 37 94 320 3489832 4.281.99 |Daily rate for lecturer (monthly salary/22 days) * 37 project days
E.4|Co-Investigator 1 55 94,320 5,187,573 6,265.12 |Daily rate for lecturer {(monthly salary/22 days) * 55 project days
Total Professional Fees 18722796 2287276
TOTAL, DPERATIONAL BUDGET AND PROFESSIONAL FEES 98,211,929 120,505.43
F Institutional Fees
F.A|UNIMAREC compliance fee [ 1] 1] 7,948913 9,753.27 |10% of operational budget {(minus professional fees)
F.2|UNIMA institutional overhead fee | 1| 1| 9821193 12,050.54 [10% of total budget (operational + professional fees)
Total Institutional Overhead 17,770,106 21,803.81
GRAND TOTAL 115,982,035 142 309.25
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APPENDIX A: CONSENT FORMS AND DATA COLLECTION TOOLS

1.1 INFORMED CONSENT FORM

Annex1.1.1 Informed Consent to Participate in the Entire Study

Consentto Participatein Research

Dept. of Psychology, University of Malawi/Human Resources for Health in 2030 (HRH2030), USA
Mobile-phone-basedstudy ofonline selfhelp for mental wellbeing
Principal Investigator: Dr. Eckhard Kleind®H2030/University Research Co. (URC)

Coinvestigators: Tilinao Lamba (Country Lead), Edister Jamu, Demoubly Kokota, Limbika
Maliwichi, Dept. of Psychology, University of Malaftex Zumazuma, Queen Elizabeth Central
Hospital

Youare beingaskedto take part in a Mobile-phonebasedresearctstudy ofonline selhelp for mental
wellbeing Takingpart in researchis voluntary.Your decision whether or not to take part will have no
effect on the quality of your medical camcademic standing, or your job statido information
collected during the trial that could identify participants or their facilities of affiliation will be shared
with the employers Please ask questions if there is anythatgput this study youdo not understand.
Youcancontactus atTilinao Lambdjlinao.otilera@gmail.com tlamba@-cc.ac.mwr Eckhard Kleinau,
ekleinau@hrh2030program.org

What s the purposeof this study?

The purpose of this study is to assess whether certain formslofe sekhelp for mental
wellbeingare more effective than others. Challenges to mental wellbeing calegsession,
anxiety, resilience, burnoutind lonelinesdlue to workrelated or personal pressures.

Arethere any benefits from taking part in this study?
Youmightor mightnot personallybenefit from beingin this researchstudy. Throughthis studywe
hope togatherinformationthat may helphealth professionals like you the future.

What doesthis study involve?

Your participation in this study may last uplt® weeks beginning on or aroun@ctober 4 2021 and
ending latest on Decembdi8, 2021 At the beginning of the study you will be asked to provide some
information about yourself, which will be used to detgne eligibility for the study according to pre
established criterialf you elect to participate, you will need a smartphone and access to the internet
and studyrelated websites. Participants will be assigned to different websites at random; you do not
have a choice in this matter. The research team will not know to which website you are assigned.

The study team will provide airtime with a mobile carrier contingent on your active participation in the
study and, if necessary, a SIM card. During the spedipd the website will ask you to identify

yourself and provide information about your work. You will also be asked to confpletghort

mental wellbeing tests at the beginning, middle and end of the stWiy.use thenformation
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collected in assessing your levels of mental wellbeing and will share this information with you in real
time. The website will prompt yoperiodically; depending on the website this may happleily,

every other day or weekly ou will receive specific itmactions about how to interact with your

website The website will collect how often you access the study website and the duration of your
interaction with different parts of the website. The website does NOT collect other information such
as your locatia or web browsing history outside the study websié the end of the study, we ask
about your experience in using the website through and anonymous online survey and focus group
discussions.

What are the options if you do not want to take part in this study?

Participation is voluntary. You are responsible for seeking approval for participating in this study

from your supervisor, if so required; the study personnel will not be responsible for this. If you do

not want to take part in the study do neaomplete thisconsentform (by clickingSubmitbelow).

Onceenrolledin the study,youcanwithdraw fromthe study atany timeo @ F2f ft 26 Ay 3 (G KS af
addzRe ¢ f Ayl 2 yYour hgbt todribolyRidy wilkd® pratédciédoe ensuring thata

related to you is kept anonymous and, in addition, any data that can identify you will be deleted at

the conclusion of the trial.

Whatare the risksinvolvedwith beingenrolledin this study?

No risks are expected. Should the information yoovide indicate that you are feeling
overwhelmed bydepression, anxiety, burnoubr lonelinesswve will provide contacts in Malawi
where you can get help. If the sigae acute and severgjou will not be able to continue wittine
studyandwill refer you for mental health counselioyit onlywith your consent.

Otherimportant items you shouldknow:

Leaving the studyYou may choo§e to stop your par’ticAipation in this study at any time;

AAYLIX e F2ftft26 GKS daf SlwaSitelvsuBdedsion®@siopyofirA y{ 2y U
participation will have no effect on yoacademicstanding orjob status.

Numberof peoplein this study: We expect over 1,000 health professionals to enroll in this

study.

Funding:This study is funded by thgnited States Agency for International Development

(USAID) through the Human Resources for Health in 2030 (HRH2030) program.

Study Implementation:The study is implemented jointly by the Dept. of Psychology, University

of Malawi and the HRH2030 program,AJS
Product Developmentlf the results of this research are used to develop a productfeioid
profit, youwill not sharein the profit. Youwill not receivemoneyfrom the profits.

How will your privacybe protected?

We value your privacy. For tliiration of the study, we will collect your name, mobile number and
email address. We will use this information to verify your identity, allocate airtime and any other
compensation, and to contact you regularly during the study period with informafibthe

beginning of the study, you will be assigned a unique identification (ID) number. At the end of the
study before data are analyzed we will securely encrypt this identification number and delete all
personal identifying information so that the informati collected during the study can never be
related to you. The analysis will be performed with anonymized data only. We will never keep or
share any identifiable information.
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The information collected in this study includes your responses to the meaetldeing test, and
certaininformation about you and your work collected at the time of registration. Wilestore this
informationon asecurecloudserver.Theinformationwill be usedonly for the purpose of this
research study as stated earlierthiis form and will be deleted when no longer need&dur
identifiableinformationwill not be sharedvith any thirdparty.

What about the costsof this study?
Thereis nocostto participatein this study.

Will you be paid to take part in this study?

You will receive a total of 10Gb airtime allowance valued at K15,500 (about $20) with a specific
mobile carrier for the time you participate in the study. This airtime allowance is provided contingent
2y @2 dzNJ LJ NI A O APaiticipatR? yifaeahs/thailyuSiccass theRvbbite @n a regular
basis as requestedhe website automatically uploads tkhata to our secure server whenever a

mobile signal or WFi is available, so to upload the data simply connethéointernet.

In addition, anddllowing common practice in clinical trials, you will receive an appreciation allocation
of about 5Gb airtime valued at K8,200 (about $10) at the end of the trial, the final workshop, in
recognition of your time sacrifice and as appreciation of your coation to science. This incentive

will hopefully encourage your continued use of internet resources to help your mental wellbeing.

Whom shouldyou callwith questionsabout this study?
If youhavetechnicalproblemswith our app, email ust ines@tnh.health

If youhavequestionsor concernsaboutthis study,you cancallthe researchdirectorsfor thisstudy
Tilinao Lambailinao.otilera@gmail.com tlamba@cc.ac.mpw0885795906, or Eckhard Kleinau,
ekleinau@hrh2030program.org

If youhavequestions concernscomplaints,or suggestionsbouthumanresearch, you may contact
the Chairperson, UNIMAREC. P.O Box 280. Zombmamarec@cc.ac.mw

CONSENT

| have read the above information about tMobile-phonebasedstudy of online selfielp for
mental wellbeing| agree to participate ithis study.

Full Name
My emailaddress:
My phone #:

After you click submjtwve will send yowan emailmessage with instructions on how to proceed to the
study websiteandhow to participatein the study.
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Annex1.12 Informed Consent tthe Anonymous Online Survey

Consentto Participate in Anonymous Online Survey

Dept. of Psychology, University dalawi/Human Resources for Health in 2030 (HRH2030), USA

Mobile-phone-basedstudy ofonline selfhelp for mental wellbeing
Principal Investigator: Dr. Eckhard Kleinau, HRH2030/University Research Co. (URC)

Coinvestigators: Tilinao Lamba (Countrgad), Edister Jamu, Demoubly Kokota, Limbika Maliwichi, Dept. of
Psychology, University of Malawi; Alex Zumazuma, Queen Elizabeth Central Hospital

Youare beingaskedto complete this anonymous guestionnaire in response to questions regarding your
involvement in the abovenamed research project. The aim of this research project was to evaluate the
effectiveness of mobilphonebased resources in improving mental wellbeing in health workers.

For the past 10 weeks, as one of the participants of this syumyyvere presented with specific online
resources to aid as sditlp tools for improving your mental wellbeing. At this point, we would like to ask
that you complete this survey with your honest evaluation of your experiences in this exercise.

Voluntary participation: Takingpart in researchisvoluntary.You may refuse to take part in the

research or exit the survey at any time without penalty. You are free to decline to answer any particular
guestion you do not wish to answer for any reasgour decigin whether or not to take part will have

no effect on the quality of your medical casgademic standing, or your job status.

Confidentiality: This survey is anonymous. No information collected during the trial that could identify
participants or their &cilities of affiliation will be shared with their employers

Contact If you have questions at any time about this survey, youccatactus atTilinao Lamba,
tilinao.otilera@gmail.con tlamba@cc.ac.mwr Eckhard Kleinagkleinau@hrh2030program.org

Electronic ConsenPlea$ a4 Sf SO0 @&2dzNJ OK2A0S o6St26d /fAO1AY3
1 You have read and understood the above information
9 You voluntarily agree to participate in this anonymous questionnaire to aid with the

research of evaluating the effectiveness ofbile-phone-based resources in improving
mental wellbeing.
A Agree

A Disagree
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Annex1.13 Informed Consent tthe Focus Group Discussions

Consentto Participate in Feedback Focus Group Discussion

Dept. of Psychology, University dalawi/Human Resources for Health in 2030 (HRH2030), USA

Mobile-phone-basedstudy ofonline selfhelp for mental wellbeing
Principal Investigator: Dr. Eckhard Kleinau, HRH2030/University Research Co. (URC)

Coinvestigators: Tilinao Lamba (Countrgad), Edister Jamu, Demoubly Kokota, Limbika Maliwichi, Dept. of
Psychology, University of Malawi; Alex Zumazuma, Queen Elizabeth Central Hospital

Youare beingaskedto participate in a Focus Group Discussion in response to questions regarding your
involvement in the abovéamed research project. The aim of this research project was to evaluate the
effectiveness of mobilphonebased resources in improving mental wellbeing in health workers.

For the past 10 weeks, as one of the participants of this syalywere presented with specific online
resources to aid as sditlp tools for improving your mental wellbeing. At this point, we would like to ask
that you take part in a Focus Group Discussion with other study participants and share your honest
evaludion of your experiences in this exercise.

FGD formatYou will be placed in a group with between 7 to 9 other health workers who have also been
taking part in this study. You will then be engaged in a discussion according to an FGD guide, containing
guestions about your experiences in using mephenebased selfhelp resources to improve mental
wellbeing. We encourage you to be as honest as possible in your responses.

Voluntary participation: Takingpartin researchis voluntary.You may refuse to take part in the
research or exit the survey at any timethgut penalty. You are free to decline to answer any particular
guestion you do not wish to answer for any reasgour decision whether or not to take part will have
no effect on the quality of your medical casgademic standing, or your job status.

Cafidentiality: Your responses during these FGDs will not be linked to your identity. All responses
shall bemadeanonynous by the research teanNo information collected during the FGDs that could
identify you or your facilities of affiliain will be shared witlyour employers FGD participants will be
asked to respect the privacy of other participants by not disclosing any content discussed during the
focus group discussion

Contact If you have questions at any time about thigvey, you cagontactus atTilinao Lamba,
tilinao.otilera@gmail.con tlamba@-cc.ac.mwr Eckhard Kleinagkleinau@hrh2030program.org

ElectronicConsent f S| aS &St SO0 @2dz2NJ OK2A0S 06St26d / fAO]AY:
1 You have read and understood the above information
1 You voluntarily agree to participate ihis FGDto aid with the research of evaluating the
effectiveness of mobilkphone-based resources in improving mental wellbeing.

Agree
Disagree

Tt >
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1.2 DATA COLLECTION INSTRUMENTS
Annexl1.2.1Screening questionnaire (online)

1. What type of health worker are yolPlease select
Doctor

Nurse

Clinical officer

Medical Assistant

Physiotherapy technician
Physiotherapist

Laboratory technician

Pharmacist

Other

TSTe@meao0oTy

2. English language proficiency
a. Proficient
b. Some proficiency
c. None

3. What is theoperating system of yousmartphone?
a. Android (f your phone is not an Apple iPhonerily@u have an Androidased phong
b. AppleiOS
c. 1do not have a smartphone

4. Do you use your phone to check email?
a. Yes
b. No

5. Are you using TNM as a service provider?
a. Yes
b. No

6. Are youcurrently being counseled or treated for mild or moderate mental health issues?
a. Yes
b. No

7. Have you beerounseled or treated for mild or moderate mental health issinghe past?
a. Yes
b. No

8. Are youcurrently being counseled or treated for acute or severe mental health issues?
a. Yes
b. No

9. Have you beerounseled or treated for acute or severe mental health issuése past?

a. Yes
b. No
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Annex1.2.2
Participant characteristics questionnaire (online)

1. How old are yout years

2. What is your gender:
a. Male
b. Female
c. | prefer not to disclose

3. At what type of health facility do you work?
a. Tertiary/central hospital
b. Secondary/district hospital
c. Primary care facility (clinic, health center, community and rheepital, maternity unit)

4. What type of facility is it?
a. Public/government
b. Privatenot-for-profit (for example, CHAM)
c. Privatefor-profit

5. Where is your facility located?

a. Urban
b. Periurban
c. Rural

6. In which district is your facility located?

a. Blantyre
b. Lilongwe
c. Other

7. What is the main area in which you wor8thgle choice
Counseling
Dental care
Emergency care
General inpatient care
Intensive care
Laboratory services
Maternity care
Mental health care
Neonatal care
Outpatient care
Pediatric care
Physiotherapy

. Radiology services
Surgical care
Other

O3 TXARTTSQ OO0 TY
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8. | use my smartphone focheck all that apply
How often (one check per row): Daily  Several times a week Weekly Less often Never

a. Browsing the internet 0] 'S e e o)
b. Calling, texting, WhatsApp O o) 0 0 0
c. Facebook, Twitter O o o o 0]
d. Interactive chat apps O o o o O
e. Mobile Money ®) o o o 'e)
f. Playing games @) o o o @)
g. Reading and sending emaily O e 0 o)
h. Watching videos/movies,

o 0 O O O

listening to music

9. Are you currently in therapy or have you had therapy in the past for mental health isSet=2
one

Currently in therapy

Had past therapy during the last 6 months

Had past therapy during the last 2 years

Had past therapy more than 2 years ago

Never had herapy

®Poo0T O

10. Are youcurrently using a mobile chat app for mental health or wellbeing?

a. Never
b. Sometimes
c. Often

11. Have you used a mobile chat app for mental health or wellbiginige past
a. No
b. Yes

12. Are youcurrently using websites for information about mental health or wellbeing?

a. Never
b. Sometimes
c. Often

13. Have you used websites for information about mental health or wellbiginige past
a. No
b. Yes
14. How has the COVAIO pandemic affected your workload over the pastmi@nths?
My workload
a. Greatly decreased
b. Somewhat decreased
c. Stayed the same
d. Somewhat increased
e. Greatly increased

15. How were your daily work hours affected by COY®over the past 12 months?
My work hours

43



Greatly decreased
Somewhat decreased
Stayed the same
Somewhat increased
Greatly increased

®PooTR

16. How has COVHI9 affected your workelated stress level over the past 12 months?
My stress level

Greatly decreased
Somewhat decreased
Stayed the same
Somewhat increased
Greatly increased

®Poo0TR

17. Did COVIEL9 prevent you from going into work over the past 12 months?

No disruptions at all

Several days over the entire year
Several days every month
Several days every week

| did not work at all

®Poo0T o
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Annex1.2.3

Data collected by the website for the control group andtalk for the treatment group

All participants
1. Completed registrationéenroliment)
Eligibility and participant characteristics questionnaire (Google forms)
Completed GAD and scores
Completed PHEQ and scores
Completed R34 and scores
Completed OLBI and scores

Completed UCLA Loneliness and scores

© N o o > w D

Completed resiliencbuilding behavior assessment and results

CNBIljdzSyOe 27F 9y3aF3aAy3d Ay [ 23aYyAGAOBS . SKIFGA2N
Frequency of Practicing Mindfulness and Relaxatiom tast 2 weeks

Frequency of Practicing Sekire over last 2 weeks

Frequency of Connecting to Purpose over last 2 weeks

Frequency of Connecting to Others over last 2 weeks

®Poo0T o

Web resources (control group)
9. Links followedand sitesaccessedclick throughs)

10. Frequencyof access (how often in a week or month), timing (daily, every other day, weekly, etc.)
and duration of interactiorfminutes)with Web resource page

11. Number and frequency of technical support requestethat issues
Vitalk (treatment group)

12. Frequencyof use and results of Mood Meter

13. Carelineselectedand specificlinical content accessed in Vitalk

14. Number and frequency of questions asked

15. Frequencyof accessnd duration of interaction with Vitalk

16. Number and frequency of technical support requestediat issues
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Annexl1.2.4

Concluding Workshop Questionnaire  :Treatment Group

Thank you for joining us for the workshop today and for engaging with us as we have explored health
workersd psychosocial well bei ngpastbodlays \We er act ed
appreciate your time and participation!

We would like to ask you a few questions about your experience so that we can learn from this process
and from your feedback. Your responses will be used to understand how the process went, eittat w
well, and what improvements could be made in the future. All your responses will be anonymous and
will not be linked to you now or in the future, and you can stop taking this survey at any time.

We are interested in your thoughts, so if you have dmgg to share that did not come up in the
conversation today or that you want us to know, please feel free to share those thoughts on this form.
If you have any questions or concerns, feel free to reach out to today's facilitator.

If you agree to this iformation and want to continue, please complete the following questions:
1. How many days have you actively used the Vitalk app after the first workshop?

0 days

1to 7 days

8 to 14 days

15 to 21 days

22 to 28 days

29 to 35 days

36 days or more

O 0OO0OO0OO0OO0Oo

2. If you usedhe app less tha@0 days, what was the reason for not using it more often?
(You can skip this question if you used the &for more days)

3. How much do you agree with the following statement: "The Vitalk app helped me feel better"?
Completely disagree

Somewhat disagree

Neither agree nor disagree

Somewhat agree

Completely agree

O O0OO0OO0Oo

4. What did you find the most enjoyable and/or most helpful whemngishe app?

5. What were the things that you did not like or found the least helpful when using the app?
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