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ABSTRACT

Introduction Leprosy, podoconiosis and lymphatic
filariasis (LF) are three skin-related neglected tropical
diseases. All three conditions can lead to temporary

and permanent impairments. These impairments
progressively worsen and are major determinants of
stigma, discrimination and participation restrictions.
Self-care is essential to prevent disabilities and chronic
disease complications. Many persons with leprosy-
related, LF-related and podoconiosis-related disabilities
need to practice self-management routines their entire
life. This is difficult without support and encouragement
of others. The objective of this study was to assess the
effectiveness of a family-based intervention in terms

of physical outcomes related to prevention and self-
management of disabilities due to leprosy, podoconiosis
and LF and family quality of life and well-being compared
with usual practice and care.

Methods and analysis The study will use a cluster-
randomised controlled trial design with two study arms.
The project will be carried out in endemic districts in

East and West Gojjam zones in the Amhara region in
Ethiopia. Clusters consist of kebeles (lower administrative
structures in the district) that have been merged, based
on their geographical proximity and the number of cases
in each kebele. A total of 630 participants will be included
in the study. The intervention group will consist of 105
persons affected by leprosy, 105 persons affected by LF or
podoconiosis, and 210 family members. The control group
will consist of 105 persons affected by leprosy and 105
persons affected by LF or podoconiosis. The family-based
intervention comprises an essential care package that
consists of the following three main components: (1) self-
management of disabilities, (2) economic empowerment
and (3) psychosocial support. Participants in the control
areas will receive usual practice and care. Data analysis
includes, but is not limited to, calculating the percentage of
change and corresponding 95% Cl of physical impairment
outcomes in each group, before and after the intervention
is implemented, effect sizes, intention to treat and
difference in difference analysis.

%% Moges Wubie Aycheh,*
* Tesfaye Tadesse,’ Alice P. Schippers'*®

Strengths and limitations of this study
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» This family-based intervention cluster-randomised
controlled trial was preceded by a proof-of-concept
study, in which the intervention was found feasible.

» While self-management of disabilities is the main
component of the family-based intervention, the es-
sential care package goes beyond self-care and also
includes economic empowerment and a psychoso-
cial care component.

» This study is led by and partly carried out by the
Ethiopian National Association of Persons Affected
by Leprosy, a large Ethiopian leprosy disabled per-
sons’ organisation.

» Inclusion of family members in self-care activities
ensures sustainability of the intervention.

» Because randomisation will be done at the level of
kebeles, it will not be possible to conduct a blinded
outcome assessment because research staff will be
aware of the area they are in. It is not considered
feasible to find people from outside the study areas
to conduct the outcome assessment.

Ethics and dissemination Ethical approval has been
obtained from the Debre Markos University Health
Sciences Institutional Research Ethics Review Committee.
Results will be disseminated through peer-reviewed
publications, conference presentations and workshops.
Trial registration number PACTR202108907851342.

INTRODUCTION

Leprosy, podoconiosis and lymphatic filariasis
(LF) are neglected tropical diseases (NTDs).'
NTDs are a group of communicable diseases
that are among the most common conditions,
particularly among the world’s poorest popu-
lations.”” These diseases predominate in rural
and impoverished urban areas of low-income
and middle-income countries." Worldwide,
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over one billion people have one or more NTDs.” NTDs
are ‘poverty promoting’ conditions; they cause suffering
through acute illness, pain, long-term disability, early
death and through mental and social consequences.”*

Leprosy, podoconiosis and LF are three skin-related
NTDs.! All three conditions have skin manifestations
such as patches, ulcers, wounds, nodules or localised
swelling.”” They are caused by bacteria (leprosy),
chronic exposure to red clay volcanic soil (podoconiosis)
and nematode worms that are transmitted by mosqui-
toes (LF).”®'° Leprosy, podoconiosis and LF can lead to
temporary and permanent impairments if not diagnosed
and treated early.! ® "' These impairments progressively
worsen and are major determinants of stigma and partic-
ipation restrictions.'*™*

Social consequences of all three conditions may
include reduced work and education opportunities,
social isolation, exclusion and problems in interpersonal
relationships, including marital problems.”™® Psycho-
logical consequences may include feelings of shame,
low self-esteem, mental distress, depression, anxiety, and
decreased individual and family quality of life."”"® In addi-
tion, these conditions may impose a social and economic
burden on families.'® ' Family members may also experi-
ence stigma.'® *** Furthermore, costs for treatment and
reduced ability to work may cause a financial burden for
the entire family."® "

Most impairments, such as wounds, swelling and
contractures, are largely preventable.' The most effective
strategy for prevention of disabilities is early diagnosis and
prompt treatment.** Self-care is also an essential compo-
nent of prevention of disabilities and for prevention of
chronic disease complications.”**” Relatively simple
methods exist for self-management of impairments, such
as daily washing of affected limbs, skin care, bandaging,
exercises and the use of shoes.?”” Most of these methods
can be practised at home and are suitable for use across
different skin-related NTDs.*” These self-care inter-
ventions have been found effective in, for example,
reducing the incidence of acute dermatolymphangioad-
enitis in persons affected by podoconiosis and LF**' and
in reducing ulcers among persons affected by leprosy.”
Because physical impairments are an important determi-
nant of stigma, disease management is also an indirect
intervention to reduce stigma.”

Many persons with leprosy-related, podoconiosis-
related and LF-related disabilities need to practise self-
management routines their entire life. This is difficult
without support and encouragement of others. Family
members can provide such support and encourage-
ment. We recently conducted a proof-of-concept study in
which we piloted a family-based intervention for preven-
tion and self-management of disabilities due to leprosy,
podoconiosis and LF in Ethiopia.”* This family-based
intervention consisted of self-management of disabili-
ties, awareness raising and economic empowerment, and
was delivered during several monthly group meetings.
Economic empowerment was an important component

of the intervention, as income generation is essential for
sustainable self-management and prevention of disabili-
ties: without income, self-care items such as Vaseline and
shoes cannot be bought. We found that the intervention
had a positive effect on impairments and self-management
of disabilities, family quality of life and stigma. However,
sampling was not randomised, which means we could
not determine the effectiveness of the intervention. To
collect credible evidence for this new, previously piloted
intervention, we aimed to conduct a similar study using a
randomised controlled design.

Objectives

The primary objective of this study was to assess the effec-
tiveness of a family-based intervention in terms of phys-
ical outcomes related to prevention and self-management
of disabilities due to leprosy, podoconiosis or LF, and
family quality of life and well-being compared with usual
practice and care. Secondary objectives included the
following: (1) to reduce the number of people who have
an episode of depression, as measured with the Patient
Health Questionnaire-9 (PHQ-9); (2) to reduce the level
of stigma as measured with the SARI Stigma Scale (SSS),
in-depth interviews and focus group discussions; (3) to
improve social participation as measured with the Partic-
ipation Scale (P-Scale); (4) to increase the number of
people who have adequate knowledge of leprosy, LF and
podoconiosis as measures with disease-specific Knowl-
edge, Attitudes and Practices (KAP) measures; and (5) to
empower people economically as measured by monthly
household income, monthly financial contribution to the
self-help group and in-depth interviews.

METHODS AND ANALYSIS

The protocol for this study is outlined further. This
study protocol adheres to the Standard Protocol Items:
Recommendations for Interventional Trials (SPIRIT)
statement.”

Study design

The intervention consists of a cluster-randomised
controlled trial (RCT), with two study arms. The two study
arms consist of (1) the family-based intervention and (2)
usual practice and care (control group).

Study setting

The project is carried out in endemic districts in East and
West Gojjam zones in the Amhara region in Ethiopia (the
proof-of-concept study was conducted in a different zone,
the Awi zone). The Amhara region is the second largest
state in population and is divided in 11 zones. All three
conditions are endemic in the Amhara region. In 2019,
Ethiopia had 3201 new patients with leprosy, 13% of the
new patients had grade 2 disabilities.”® The prevalence
of leprosy is highest in the Amhara, Afar and Oromiya
regions.37 % LF is endemic in the Ambhara, Beneshangul-
Gumuz, Southern Nations, Nationalities, and Peoples'
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Region (SNNPR) and Oromia regions. Three million
people are estimated to be at risk of LF in the Amhara
region.” In addition, Ethiopia is estimated to have 25%
(1 million cases) of the global burden of podoconiosis.
Podoconiosis is spread out over one-fifth of the surface of
Ethiopia, especially the Western part.”” ** ¥ The regions
with the high prevalence of podoconiosis are Amhara,
SNNPR, Oromiya and Beneshangul-Gumuz.***!

East and West Gojjam zones are subdivided into 16 and
20 districts (woredas), respectively. The three districts
selected for this study are Dega Damot and Dembecha
districts (West Gojjam zone) and Enarge Enawga (East
Gojjam zone). These districts have been selected based

on their similarity in total population, sex ratio, number
of urban/rural neighbourhoods (kebeles), number of
hospitals, health centres and health posts, disease prev-
alence and lack of previous or ongoing leprosy, podoco-
niosis or LF-related work of other organisations (table 1).
The latter to avoid possible contamination of the study
results. The study is being conducted in real-world settings
and populations.

Participants

People with leprosy-related impairments and people
with LF-related or podoconiosis-related lymphoedema
(‘persons affected’) will be included in this study. In

Table 1 Characteristics of the selected study areas

Dega Damot district

Dembecha district

Enarge Enawga district

Total population, n (%) 181325 (100)

Men 89756 (49.5)
Women 91156 (50.5)
Number of kebeles, n (%) 36 (100)
Rural 34 (94)
Urban 2 (6)
Health facilities, n
Hospital 1
Health centre 7
Health post 34
Number of health extension 88
workers working in the area
Percentage of total >10

population that has
podoconiosis (%)

Estimated number of
persons with leprosy-related,
podoconiosis-related or LF-
related disabilities living in
the area

Leprosy=132
Podoconiosis=352

Geographical and
background information

» Climate zones: 75% Dega
(cool temperate), 20% Woina
Dega (subtropical) and 5%
Kolla (hot lowland).

» Annual rainfall between 900
m and 1200 mm.

» The district consists of 35%
mountain, 30% hills, 20%
valleys and 15% plains.

Previous or ongoing work No
with the target group in the
area?

218257 (100)
105809 (48.5)
112448 (51.5)
31 (100)

27 (87)

4 (13)

28
60

Leprosy=135
Podoconiosis=1042

» Climate zones: 11% Dega
(cool temperature), 83%
Woina Dega (subtropical) and
6% Kolla (hot lowland).

» Annual rainfall is between
1221 mm and 1602 mm.

» The district consists of 60%
plains, 30% mountain and
10% hills.

» Elevation is 1500-2995 m
above sea level.

» Other: bordered by the Nile
River.

Yes, with persons affected

by podoconiosis (no persons
affected by podoconiosis will be
included from this district).

172939 (100)
86297 (49.9)
86642 (49.1)

35 (100)
31 (89)
4 (11)

34
76

>10

Leprosy=213
Podoconiosis or LF=797

» Climate zones: 30%
Dega (cool temperate),
50% Woina Dega
(subtropical) and 20%
Kolla (hot lowland).

» Annual rainfall is between
1200 mm-1400 mm.

» The district consists
of 50% plains, 30%
mountain and 20% hills.

» Elevation is 1100-3200 m
above sea level.

No

Data were collected from field census, health office reports and Molla et al and Berhe et al.

LF, lymphatic filariasis.
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addition, of each person affected, at least one adult
family member will be included (eg, sibling, child, parent
or grandparent of a person affected by leprosy, LF or
podoconiosis).

People 15 years and above will be included in the study.
All persons have to be residents of project areas of the
study. All persons affected need to have leprosy-related,
LF-related or podoconiosis-related impairments and
have to be eligible to participate in self-care activities, as
the focus is on skin and wound care of affected persons.
Family members need to live in the same household as
persons affected. People who are unable to coherently
express themselves verbally (ie, are unable to understand
and participate in an interview) will be excluded. In addi-
tion, persons affected who live alone will excluded.

Intervention

This RCT was preceded by a proof-of-concept study in

which a family-based intervention was developed and

found feasible.”* The family-based intervention consists
of an essential care package that consists of the following
three main components: (1) self-management of disabil-
ities, (2) economic empowerment and (3) psychosocial
support. All components of the intervention are family-

based and family focused. Although not mentioned as a

separate component, awareness raising of leprosy, LF and

podoconiosis in the family and the community is an inte-
gral part of the intervention. The essential care package
is described in more detail as follows:

» Training sessions/group meetings for self-
management and prevention of disabilities. Based on
the proof-of-concept study, at least five group meet-
ings will be held in a location that is most convenient
for the participants. These sessions will be delivered
in group format (several families participate with one
person affected and one family member present per
family) to introduce the family-based methods for
self-management and prevention of disabilities. In
the first session, basic training will be given to persons
affected and their family members in using and giving
psychosocial support, increasing prevention and
self-management of disabilities skills, information
about the disease, creating strategies to overcome
barriers and facilitators to self-care. In the following
training sessions, the research assistants support and
guide all participating families (repeating the basic
training given in the first session) and are available
to clarify questions. During these meetings, physical
impairment outcomes will routinely (monthly) be
collected. Family members are encouraged to help
their affected family member with self-care at home.
(Each group will have approximately 20 participants;
therefore, training for participants in the intervention
group will not all be given at the same day/time.) We
anticipate that the first group meeting will be held
in February 2022. Group meetings will be conducted
until September 2022.

» Formation of self-help groups for economic empow-
erment. The project will facilitate the formation of
self-help groups of affected persons; their family
members are encouraged to join group meetings. The
Ethiopian National Association of Persons Affected by
Leprosy (ENAPAL), alarge Ethiopian leprosy disabled
persons’ organisation with a successful track record
in establishing self-help groups, will coordinate and
guide this part of the intervention. The facilitators of
the project, trained by ENAPAL, will help to establish
the self-help groups and will be present during the
meetings but will not give guidance on the manage-
ment of the groups. Management of the groups will
be done by persons affected themselves; participants
of the group will be asked to elect a ‘committee’ of
persons affected. Each self-help group will collect a
small contribution fee from its participants; these
fees are used to provide loans for the participants
of the self-help groups (microfinance). Self-help
groups will also lobby for ‘benefits’, for example, the
use of land, from the government. In addition, each
self-help group participant and at least one of their
family members will receive (one) vocational training.
Income generation will benefit the whole family.

» Psychosocial support will be part of the training
sessions/group meetings for self-management and
prevention of disabilities. Persons affected and their
family members will be trained in using and giving
psychosocial support.

The control group will undergo treatment as usual.
Participants in the control areas will undergo the same
basic training (one session) as the participants in the
intervention group but will have no family members
present during the training. When the intervention
group has their additional four meetings (at least five
meetings will be held), the participants in the control
group will receive usual practice and care. In addition,
they will receive information about existing mechanisms
for economic empowerment (such as ‘funeral saving
groups’ and other existing credit-saving initiatives).

Procedures

This study has two main phases. Each phase is briefly

described as follows.
Phase I: preparatory phase. In this phase, a literature
review will be conducted to guide the development of
the psychosocial support component that will be add-
ed to the family-based intervention. In addition, the
SSS, FQoL scale and P-Scale will be cross-culturally
validated (the PHQ-9 has already been validated in
Amharic42’44). We will assess conceptual, item, seman-
tic, operational and measurement equivalence using a
framework for cross-cultural equivalence testing based
on the work of Herdman et al,45 Terwee et al'® and
Stevelink and van Brakel."” The KAP measure will be
translated and pilot tested. A training workshop will be
organised to train community health extension work-
ers, local area health workers and the research team
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in research methods and family-based intervention. A
list of persons affected registered in the community-
level census that are eligible to participate in self-care
activities will be prepared. Persons affected by leprosy,
podoconiosis or LF and their family members will be
recruited. A database will be established to monitor
the routine intervention activities. Baseline data will be
collected by the research assistants, and the results will
be analysed by the researcher.

Phase II: implementation and evaluation of the family-
based intervention. In this phase, the intervention will
be implemented: at least five training sessions and family
meetings will be held. This training is done by the research-
er (who has extensive experience in providing training,
self-care practices and the three conditions included in this
study), with support from the research assistants and with
atleast one community health extension worker present at
the meeting. Research assistants will receive a 4-day train-
ing on how to implement the intervention; this training is
facilitated by the researcher and the project manager. In
addition, each training session is carried out using stand-
ard operating procedures that have been developed using
the WHO’s integrated morbidity management for LF and
podoconiosis,™ the Ethiopian Ministry of Health’s LF and
podoconiosis morbidity management and disability pre-
vention guidelines and International Federation of Ant-
Leprosy Associations (ILEP)’s guideline for prevention
of disabilities in leprosy.*’ As has been described in detail
previously,”* participants in the intervention and control
areas will receive basic tools to practise self-care (Vaseline,
a bucket, shoes and soda). In this phase, the effectiveness
and acceptability of the intervention will be evaluated (fea-
sibility has already been established in the proof-of-concept
study that was recently conducted™). This will be done by
collecting the same information as in the baseline study
(table 2), a few weeks and 1year after implementation of
the intervention. In addition, interviews will be conducted
to collect most significant change stories and to assess the
impact qualitatively. Because randomisation will be done
at the level of kebeles, it will not be possible to conduct a
blinded outcome assessment because research staff will be
aware of the area they are in. It is not considered feasible
to find people from outside the study areas to conduct the
outcome assessment. All components of the study will be
conducted in Ambharic, the official language of Ethiopia
and language spoken in the study areas.

Outcomes

Table 2 details the outcomes measured during this study,
including the methods that will be used to measure the
outcomes. Physical impairment outcomes are the primary
outcome measures. Acceptability, family quality of life,
stigma, social participation, mental well-being, disease
knowledge, attitudes and economic empowerment are
secondary outcomes.

Participant timeline

The participant timeline, in line with SPIRIT recommen-
dations, can be found in table 3.

Sample size

A total of 630 participants, consisting of 420 persons
affected and 210 family members, will be included in the
study. It is difficult to distinguish LF and podoconiosis
based on clinical features under field conditions, and
the distinction between these conditions does not matter
with regard to the outcomes of this study; therefore,
persons affected by both these conditions are treated
as one group. There will be one intervention and one
control group for persons affected by leprosy, and one for
persons affected by LF or podoconiosis. Family members
are only included in the intervention group. The inter-
vention group will consist of 105 persons affected by
leprosy, 105 persons aftfected by LF or podoconiosis, and
210 family members. The control group will consist of 105
persons affected by leprosy and 105 persons affected by
LF or podoconiosis. The sample size calculation is based
on data from the proof-of-concept study.”* In the proof-
of-concept study, 43% of the participants had leg impair-
ments (wounds, nodules and/or infections) at intake.
During the final assessment, the last session participants
attended, and the number of participants with leg impair-
ments had dropped to 21%. A sample size calculation for
two proportions (proportion 1: 43%, proportion 2: 21%)
with a significance of 0.05 and a power of 90% would give
a total sample size of 92 participants in each group. We
expect that the loss to follow-up will be no more than 15%
(we do not expect a higher loss to follow-up, as partici-
pants will be followed up at home). Our sample size will
therefore be 105 persons affected in each group. The
kebeles have been selected in such a way that they are
similar to each other; we therefore do not anticipate a
cluster effect in the current outcomes.

Recruitment

Potential participants will be approached via community-
level enumeration, healthcare settings, persons affected
organisations, community leaders and by word of
mouth. The recruitment period is 6 months, starting in
October 2021. Once participants are enrolled, they will
be followed up during the study period up to 12 months
in the nearby health centre or health posts. In the case of
loss to follow-up, participants will be visited in their home.

Allocation

The three districts will be randomly divided into clus-
ters to implement either the family-based intervention
or usual practice and care (control group). A complete
enumeration of persons with the three diseases has been
conducted in each district; kebeles (a lower administra-
tive structure in the district) have been merged into
‘clusters’ based on their similarity, including their popu-
lation characteristics, geographical proximity, the pres-
ence of a health centre and the number of cases in each
kebele. Each cluster consists of three to five kebeles on
average (ranging from two to seven), and all clusters
have at least one health centre in the area. Sixteen clus-
ters have been identified in the three study districts:
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Table 2 Outcome measures

Type of

outcome Specific outcome

Outcome measures

Implementation Acceptability

Qualitative (IDI and FGD)
Observations (field notes), qualitative (IDI and FGD)
Registration of attendance of persons affected organisation group

meetings, number of loans disbursed and total amount of money

outcomes Disability management practices
Economic empowerment
disbursed
Effectiveness Physical impairment outcomes
(persons

affected level)

For persons affected by leprosy:
» Eyes, Hands, Feet Score,* total number of wounds present (wound
count), registration of infection and observation (field notes).

For persons affected by podoconiosis and LF:

» Lymphoedema grading, measuring the largest point of swelling below
the knee circumference, registering the frequency of acute attacks,
wound count, registration of infection and observation (field notes).

Physical well-being IDI
Family quality of life

Perceived, experienced and
internalised stigma
Social participation

Mental well-being*?~**

Disease knowledge®® ®*

FQoL Scale, IDI
SARI Stigma Scale

Participation Scale
Patient Health Questionnaire-9
Disease-specific KAP measure

Attitudes towards the disease and Qualitative (IDI and FGD)

persons affected by the disease
Economic empowerment

Monthly household income, monthly financial contribution to the self-help

group, qualitative (IDI)

Effectiveness
(family member
level)

Family quality of life

Perceived, experienced and IDI
internalised stigma

Mental well-being**™**

Disease knowledge®® >

Attitudes towards (persons
affected by) the disease

Economic empowerment

FQoL Scale, qualitative (IDI)

Patient Health Questionnaire-9
Disease specific KAP measure
Qualitative (IDI and FGD)

Monthly household income, monthly contribution to the self-help group,

qualitative (IDI)

Impact at
community level

Most significant changes
Impact assessment (to evaluate
the change in the target
population and communities)

Qualitative (IDI and FGD)
Qualitative (IDI and FGD)

FGD, focus group discussion; FQoL, Beach Centre Family Quality of Life; IDI, in-depth interview; KAP, Knowledge, Attitudes and Practices.

Feresbet, Taeme, Dama Markos, Arefa, Damot Tsion,
Sekela, Chat Warka (in Dega Damot district), Debre
Work, Felege, Tenguma, Gedeb, Shifere, Metiya, Wonfit
(in Enarge Enawga district), Dembecha town and Wad
(in Dembecha district). Out of these 16 clusters, a total
of 4 clusters for leprosy and 6 clusters for podoconiosis
and LF will be randomly selected. The intervention and
control areas will be randomly selected by putting the
cluster names in a cup or box and randomly drawing
names. We will ensure that the number of interven-
tion and control areas (clusters) in each district is
equal. A list will be prepared with all patients (leprosy,

podoconiosis/LF) living in the project areas that are
registered at community-level enumeration and that
are eligible to participate in self-care activities. Persons
affected to be included in the study will be selected
by stratified systematic sampling with a random start
from a list of persons affected registered at the primary
healthcare centre. This is done by selecting the first
person affected on the list at random (by throwing
dice), and then selecting every Xth patient on the list,
based on the total number needed. Four separate lists
will be created: two for persons affected by leprosy (one
intervention and one control) and two for persons
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Table 3 Participant timeline

Study period*

Enrolment

Preallocation

Allocation Postallocation

Time point TO
Enrolment
Eligibility screen X
Informed consent X
Allocation
Intervention
Group meetings
Assessments
Questionnaires
SARI Stigma Scale

Beach Centre Family Quality of X
Life scale

x

Participation Scale X

x

Patient Health Questionnaire-9

x

Disease-specific Knowledge,
Attitudes and Practices measure

Routine data
Physical impairment outcomes
Group meeting attendance

X X X

In-depth interviews
Focus group discussions X

Tx T1 T2

x
x

X X
x X

X X
X X
X X
X X

*TO denotes before the intervention/baseline. Tx denotes monthly monitoring during the intervention (routine data collection). T1 indicates

1-month postintervention. T2 indicates 1-year postintervention.

affected by LF or podoconiosis (one intervention and
one control).

Blinding
Due to the nature of the intervention, participants cannot
be blinded.

Data management

Confidentiality and anonymity of data will be ensured in
data collection, data storage, analysis and publication.
Research assistants who will collect the data will be fully
trained in proper data management, maintenance of
confidentiality and ensuring privacy during data collec-
tion. All data will be collected in Ethiopia. Only data
that have been fully anonymised will be shared with the
international research team. The project leader of this
study will take full responsibility for ensuring the appro-
priate storage and security of data. Data will be kept for
5years and will be destroyed after this time frame when
no longer required.

Data analysis

Quantitative data will be entered in a database created
using EpiData software. Analyses will start once baseline
data have been collected. Simple descriptive methods
will be used to generate a demographic profile of the

study sample. Differences between participants in the
intervention and control groups, including demographic
information and physical impairment outcomes, will be
evaluated using the Mann-Whitney U test or ttest for
continuous variables and the ” statistic for categorical
variables. In addition, the mean with SD (or median with
IQR, depending on the distribution of the data) of the
total scores of the measures used will be calculated per
participant group and per study area. The percentage
change and corresponding 95% CI of physical impair-
ment outcomes in each group, before and after the inter-
vention is implemented and the statistical significance
of this difference using a Z-test for differences between
proportions will be calculated. Effect sizes will also be
calculated. Stepwise multivariate regression with back-
ward elimination will be done to examine what factors
will have an independent effect on the outcomes. Data
analysis will be done in the software packages Epi Info
and SPSS Statistics version 27. We will also use intention
to treat for categorical/nominal variables and difference
in difference analysis for continues variables to evaluate
the effectiveness of the intervention.

Qualitative data—the recordings of the in-depth inter-
views and focus group discussions—will be transcribed,
translated to English and analysed using open, inductive
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coding and content analysis. Similar phrases with recur-
ring themes will be coded in a qualitative software
programme (MAXQDA) and clustered together in tables
to identify connections.

Patient and public involvement

This research will be led by and partly carried out by
ENAPAL (a leprosy disabled persons’ organisation).
Persons affected by leprosy, LF and podoconiosis will
assist the researchers in analysis of the data by helping
to put issues in perspective and context. We will seek to
employ and train persons affected as research assistants
or at least those who have a family member affected by an
NTD or with a disability.

ETHICS AND DISSEMINATION

Ethics

Ethical approval has been obtained from the Debre
Markos University Health Sciences Institutional Research
Ethics Review Committee (approval number HSC/R/C/
Ser/Co/11/13). All participants will be fully informed
about the nature and objective of the study and of confi-
dentiality of the data prior to data collection. Written
informed consent will be obtained from each participant
prior to data collection. For participants who cannot
read, an impartial witness will be present for the whole
informed consent discussion. She or he will sign and date
the consent form after the consent giver has done so.
All people who are participating in the research will be
provided with a participant information sheet. No incen-
tives will be paid to participants.

Dissemination

A publication plan has been developed, which lists several
planned articles for publication in scientific journals. All
articles will be published in peerreviewed, open access
journals. The results of the study will also be shared
through international conferences and at (working) meet-
ings with international researchers and national policy
makers and healthcare staff. A meeting will be organised
at the end of the study to disseminate the results in the
communities in the study areas. In addition, we aimed to
share updates of the study through the ILEP newsletter
and the Sasakawa Health Foundation newsletter.
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SUMMARY

Background: The family-based intervention had a positive impact on impairments and self-management of
disabilities, family quality of life and on stigma. However, the short term outputs and impact of the
approaches in a non-random sample of persons affected by leprosy, lymphatic filariasis and podoconiosis not
shown the long term effectiveness of the approach. Effectiveness of the family-based approach cannot be
studied in such a non-random sample and with a relatively short follow-up time. To date most prevention of
disability effectiveness studies have been flawed by failing to use a randomized controlled design. This has
resulted in a lack of evidence about the effectiveness of these interventions. To collect credible evidence for
a new, family-based approach, the current study will use a randomized controlled design. A randomized
controlled design is the most rigorous way of determining whether a cause-effect relation exists between
intervention and outcome(s).

In this study a unique thing is participating the family throughout avoiding misunderstanding of the diseases,
help to disability management as well as for socioeconomic empowerment. It is necessary to get the
diseases affected person recover from their disability and performed activities without difficulty.

In this three-year study, we aim to assess the effectiveness, longer-term outcomes and sustainability of the
family-based approach aimed at prevention and sustainable self-management of disabilities due to leprosy,
lymphatic filariasis and podoconiosis, impacting the quality of life, mental wellbeing and participation of
affected persons and their families in Ethiopia. The research question of this project is "how effective is the
family-based approach aimed at prevention and sustainable self-management of disabilities due to leprosy,
podoconiosis and lymphatic filariasis compared to usual practice and care?"

Objective of the project: The primary objective of this study is to assess the effectiveness of a family-based
intervention in terms of physical outcomes related to prevention and self-management of disabilities due to
leprosy, podoconiosis or LF and family quality of life and wellbeing compared to usual practice and care.
Secondary objectives include: (1) to reduce the number of people who have an episode of depression, as
measured with the Patient Health Questionnaire (PHQ-9); (2) to reduce the level of stigma as measured with
the SARI stigma scale (SSS), in-depth interviews and focus group discussions; (3) to improve social
participation as measured with the Participation Scale (P-scale); (4) to increase the number of people who
have adequate knowledge of leprosy, LF and podoconiosis as measures with disease specific Knowledge
Attitudes and Practices (KAP) measures; (5) to empower people economically as measured by monthly
household income, monthly financial contribution to the self-help group and in-depth interviews.

Methods and Materials: This project will be conducted in East and West Gojjam Zone Amhara region, with
randomized control Trial on 516 leprosy, podoconiosis and lymphatic filariasis affected persons and their
family members. The project is interventional on disability management, awareness creation and
socioeconomic empowerment. We used both qualitative and quantitative data. For qualitative data using
open code, inductive coding and content analysis. Similar phrases with recurring themes will be coded in the
software program MAXQDA and clustered together in tables, to identify connections. For quantitative data
four tools used to collect data from the study population before and after intervention. Along with these
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continuous follow up data of disability management also other intervention data. Quantitative data will be
entered in a database created using Epi Info and exported to SPSS Verssion 25. Simple descriptive methods
will be used to generate a demographic profile of the study sample. In addition, mean total scores of the
measures used will be calculated per participant group. Stepwise multivariate regression with backward
elimination will be done to examine what factors will have an independent effect on the outcomes. In
addition, by using difference in difference (Diff-in-diff) model - used to compare before and after the family-
based approach is implemented will be calculated using one sample and two sample independent t-test.

Outcome measures include:

- Physical impairment outcomes (for persons affected by leprosy: Eyes, Hands, Feet (EHF) score, total
number of wounds present (wound count), and registration of infection; for persons affected by
podoconiosis and LF: lymphedema grading, measuring the largest point of swelling below the knee
circumference, registering the frequency of acute attacks, wound count, and registration of infection).

- Perceived, experienced and self-stigma among affected persons (SARI stigma scale)
- Family quality of life score (Beach Centre FQoL and in-depth interviews)

- Participation levels (P-scale)

- Mental wellbeing/depression levels (PHQ-9)

- Attitudes, disability management practices and acceptability of the family-based approach (observations
and in-depth interviews).

- Economic empowerment (Monthly household income, monthly financial contribution to the self-help
group, use of credit; in-depth interviews)

- Most significant change in the community (in-depth interviews and focus group discussions)

This research project has three phases, starting from the first phase fulfill the family-based intervention
component, validating measuring tool, training workshop will accomplish, study participants will be identify
and randomized and baseline data will be collected. During the implementation phase addressing the three
intervention areas like awareness creation, disability management and socioeconomic empowerment
accompanied with taking recording of the activities. Lastly, follow up and evaluation phase, the
effectiveness, feasibility and acceptability of the approaches will be evaluated.

We will seek to employ and train persons affected as research assistants or at least those who have a family
member affected by an NTD or with a disability. The Ethiopian applicant of the project will responsible to
carry out the research aspect of this study.

Work plan and Budget: The study will be conducted from October 2020 to September 2023 (36 months)
with 203, 209 Euro. The first group meeting is anticipated to be held on February 2022 (meetings will be held
until September/October 2022).

6. BACKGROUND AND JUSTIFICATION
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Background: Most impairments of persons affected by leprosy, lymphatic filariasis (LF) and podoconiosis,
particularly secondary impairments such as wounds, swelling and contractures, are largely preventable.
Relatively simple methods exist for self-management of impairments that can be practiced at home, without
the need for a lot of medical supplies. Too often, however, these methods are not taught to patients with
neuropathic limbs or lymphedema, or if taught, they are not consistently practiced. Many practices for
prevention and self-management of disabilities are suitable for use across different skin-related Neglected
Tropical Diseases (NTDs) such as leprosy, LF and podoconiosis (1). Leprosy, LF and podoconiosis-related
impairments are major determinants of stigma and participation restrictions. Negative attitudes towards
affected persons and community and internalized stigma negatively impacts on the mental wellbeing of
affected persons (2).

An important tool to assess general well-being is quality of life (3-6). Several studies showed leprosy, LF and
podoconiosis to have an impact on quality of life (7-12). In contrast, family quality of life has not received
much attention, despite the crucial role of the family in most societies around the world. In addition, several
studies have indicated that family support is a highly significant factor that affects adherence to self-care (13,
14).

Persons affected often experience pain and visible impairments due to their condition. Some participants are
ashamed of their disease and/or feel inferior to those who are not affected. Persons affected and their
family members are sometimes insulted by their community members. Divorce and difficulties in finding a
spouse, also for family members, was not uncommon. Especially persons with younger children seem to lack
social support. Many participants reported participation restrictions. Half of the study participants were
unable to work because of the physical or social limitations they face. Financial problems and loss of
livelihood were reported by almost all participants, this sometimes led to begging. Financial problems and
stigma also prevented affected persons and their family members from attending school (15). Many of the
reported problems relate to stigma and a lack of finances. Family-based approaches that emphasize social
and economic aspects could improve individual and family quality of life.

Based on the result, persons affected had significantly higher family quality of life than family members. The
family quality of life dimensions that were affected were the same for persons affected and family members,
with the physical / material wellbeing and emotional wellbeing domains being affected most. The persons
affected by leprosy, podoconiosis and LF included in this study experienced stigma. Persons affected by
podoconiosis and LF experienced significantly more stigma. In addition, persons affected experienced
activity limitations, mostly related to walking. Result not indicated association between family quality of life
and stigma, or between family quality of life and activity limitations (already accepted finding for publication
on Transactions of The Royal Society of Tropical Medicine and Hygiene journal), [Unpublished] and;

The result of the family-based intervention had a positive impact on impairments and self-management of
disabilities, family quality of life and stigma (submitted article for PLOS Neglected Tropical Disease)
[Unpublished].

These findings are supported by a recent literature review by van Heuvel (16), who reported that the
economic impact of leprosy is significant. According to van Heuvel (2018), many families of persons affected
suffer from a loss of income. In addition, both stigma and visible impairments contribute to high levels of
unemployment among persons affected by leprosy (16). Van Heuvel (16) recommends socio-economic
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rehabilitation, vocational education, self-care groups and stigma reduction to further reduce leprosy-related
disability. Stigma reduction and socio-economic empowerment are also key factors identified (15). The
short-term impact of the family-based approaches that are being implemented on a small scale in the
project areas from March 2019 to September 2019 was assessed.

The previous LRI-funded project only studied the short term outputs and impact of the approaches in a non-
random sample of persons affected by leprosy, LF and podoconiosis. Effectiveness of the family-based
approach cannot be studied in a non-random sample and with a relatively short follow-up time. A non-
random sample and repeat measurements, conducted over an adequate time span, are needed to
understand the effectiveness of the intervention and the longer-term impact on quality of life, mental
wellbeing and participation. This also allow, for studying the underlying processes involved in the success or
failure of the intervention (17). The current project, therefore, use a randomized controlled design to study
the effectiveness of the family-based approach, as this is the most rigorous way of determining whether a
cause-effect relation exists between intervention and outcome(s). The ultimate aim of the proposed study is
to gather solid evidence of the effectiveness of family-based approaches for prevention and self-
management of disabilities due to leprosy, LF and podoconiosis.

Scientific justification/rationale of the study:

“The family based approach is new approach in Ethiopia except the exploratory study conducted in Awi zone
previously.” Thus, the approach developed in the exploratory LRI-funded project consists of the following
main components:

1. Awareness raising of leprosy, LF and podoconiosis among persons affected, their families and
community members

2. Disability management: prevention and self-management of disabilities
3. Socio-economic empowerment

To collect credible evidence for such a new, family-based approach, a randomized controlled design will be
used. To date most prevention of disability effectiveness studies have been flawed by failing to use a
randomized controlled design. This has resulted in a lack of evidence about the effectiveness of for example
self-care groups, nerve decompression surgery, treatment of ulcers with antibiotics and use of certain
footwear. Van Veen and colleagues (18), who conducted a systematic literature review into the cost-
effectiveness of prevention of disability interventions concluded that evidence for cost-effectiveness of
interventions aimed at prevention of disabilities for leprosy is scarce. They are calling researchers to develop
strategies aimed at affordable and sustainable prevention of disability interventions in developing countries.
Demonstrating the effectiveness of prevention of disability interventions is a recommendation of several
systematic literature reviews (1, 16, 18)

In addition to solid evidence about effectiveness, we recognize the importance of psychosocial outcomes
such as quality of life outcomes as ultimate focus of services, supports and policy development (19). We will
therefore also study the inputs, throughputs, outputs and outcomes of the family-based approach. The
following descriptions have been adapted from Schippers, Zuna and Brown (19):
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¢ Inputs: the ideas, resources, and capacities within systems, organizations, and families that are readily
available to be worked with and used, for example resources;

* Throughputs: are practices or actions, what you do, for example certain choices made and followed;

e Outputs: are the results of action taken in throughputs. Because throughputs are dynamic, changing life
situations, outputs are also subject to change over time. For example money earned from working;

e Outcomes: are the longer term impact on a person’s or a family’s life, they influence the person and family
involved, their social networks and the broader society. For example life satisfaction.

In this study, we aimed to assess the effectiveness, longer-term outcomes and sustainability of the family-
based approach aimed at prevention and sustainable self-management of disabilities, impacting the quality
of life, mental wellbeing and participation of affected persons and their families in Ethiopia. This way, we will
be able to report on (a) the effectiveness, including acceptability and feasibility, of the family-based
approach; (b) the longer term impacts of the family-based approach on the person affected and their
families on (family) quality of life, stigma, mental wellbeing and participation and (c) provide a summary of
their quality of life and perceptions as well as a description of how they arrived at that summary.

We will use a randomized controlled design as this is considered to provide the most reliable evidence on
the effectiveness of interventions. The randomly assigned control group will help reduce the likelihood that
any benefits or risks during the study occur due to factors outside of the intervention.

This research project planned to implement in East and West Gojjam, Amhara region, Ethiopia. Thus the
prevalence of the diseases with in these two zones varies based on the type of diseases. The distribution of
disability even though not specifically supported by the study figure there are more than seven leprosy
affected people registered associations with a member of 30 — 400 according to Ethiopian national
association of people affected by leprosy (ENAPAL) (20), evidence got from International Orthodox Christian
Charity (IOCC), non- governmental organization working on podoconiosis and based on their report in these
two zones the prevalence of podoconiosis reaches 0 — 10 % (21). Whereas, the prevalence of lymphatic
filariasis occurred in one Woreda based on Biruk K. et al, 2018 in East Gojjam, Enarg Enawga the prevalence
of lymphedema caused by lymphatic filariasis and podoconiosis 72.1 in 10, 000 population and 2.6 hydrocele
(22).

Main research question

How effective is the family-based approach aimed at prevention and sustainable self-management of
disabilities due to leprosy, podoconiosis and lymphatic filariasis compared to usual practice and care?

7. OBJECTIVE OF THE RESEARCH PROJECT
7.1. General Objective

The general objective of this study is to assess the effectiveness of a family-based intervention for in terms
of physical outcomes related to prevention and self-management of disabilities due to leprosy, podoconiosis
or LF and family quality of life and wellbeing compared to usual practice and care in East and West Gojjam,
Ethiopia, 2021 -2023.
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7.2.1. Primary Specific objectives (To determine the effectiveness of the family-based approach)

(1) to reduce the number of people who have an episode of depression, as measured with the Patient Health
Questionnaire (PHQ-9); (2) to reduce the level of stigma as measured with the SARI stigma scale (SSS), in-
depth interviews and focus group discussions; (3) to improve social participation as measured with the
Participation Scale (P-scale); (4) to increase the number of people who have adequate knowledge of leprosy,
LF and podoconiosis as measures with disease specific Knowledge Attitudes and Practices (KAP) measures;
(5) to empower people economically as measured by monthly household income, monthly financial
contribution to the self-help group and in-depth interviews. 7.2.2. Secondary Specific objectives (To
contribute to mutual learning and local capacity building)

1. To train persons affected as research assistants and optimize capacity by combining experiential, practical
and scientific knowledge

2. Support Ethiopian leprosy-related research by having an Ethiopian researcher.

3. To identify key elements or factors that increased the success of the approach.

8. MATERIALS AND METHODS
(1) Study design

The quantitative study will use a randomized controlled trial design. The randomization units will be endemic
districts (woredas), in the East and West Gojjam zone, Ethiopia. The woredas will be determined at the
beginning of the project.

Intervention

The family-based approach developed in the exploratory LRI-funded project consists of the following four
main components that will be implemented as family-based approach:

e Awareness raising of leprosy, LF and podoconiosis among persons affected, their family members and
community members (= improving knowledge, reducing stigma).

¢ Disability management, prevention and self-management of disabilities (= prevention of disabilities,
improving participation, reducing stigma). This will be done based on lymphedema management guideline
(23) and

* Socio-economic empowerment (= improving the socio-economic situation) — encourage to establish
association of disabled persons this may solve social concern besides the improvement of health status
outcome. Giving hygiene materials including shoes and energy saving stoves during the implementation of
intervention has economic importance.

¢ A psychosocial care component, that will be developed in the first few months of the project based on a
literature review, will additionally be included (= improving participation, quality of life and mental
wellbeing).
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(2) Study population and participant characteristics

The following groups of people will be included in the study:

- People affected by leprosy, LF and podoconiosis

- Family members of people affected by leprosy, LF and podoconiosis

People with leprosy-related impairments and people with LF or podoconiosis-related lymphedema will be
included in this study. Of each person affected, at least one adult family member will be included as well.

Operational Definition

Effectiveness in disability measured by physical impairment outcomes (for persons affected by leprosy: Eyes,
Hands, Feet (EHF) score, total number of wounds present (wound count), and registration of infection; for
persons affected by podoconiosis and LF: lymphedema grading, measuring the largest point of swelling
below the knee circumference, registering the frequency of acute attacks, wound count, and registration of
infection).

Effectiveness in related to mental wellbeing/depression levels measured by Patient health questionnaire
(PHS-9) which contains 9 question with the maximum score of 27 and this described severe depression while
low score no depression.

Effectiveness in related to family quality of life measured and indicated by tool based 25 items of questions
and has five subscales and maximum score of 125 can be obtained, with higher scores denoting better family
quality of life.

Effectiveness in related to participation levels measured by participation scale the tools contains 13
questions with the maximum score of 90 can be obtained with the higher score indicated as extreme
restriction.

Effectiveness in related to perceived, experienced and self-stigma among affected persons measured by SARI
stigma scale tool. The tool contains 21 questions, its sum score ranges from 0 to 63 — with higher scores
denoting higher levels of stigma.

Community members are person at the heart of healthy communities. They include all who live, learn, work,
play, and pray in communities with in local area.

Family members of people affected by leprosy, LF and podoconiosis mean people who have lived in the
same household such as blood related sibling, child, parent or grandparent of affected person by leprosy, LF
or podoconiosis living in the same household). Belong with this if a person not related by blood but living
together with the affected person considered as also family members if not fulfill the first blood related
criteria.

Eligibility criteria
Inclusion criteria:

Both men and women affected by the three diseases affected persons have equal chance of selection or
over the age of 15 will be included in the study. All men and women have leprosy, LF or podoconiosis-related
12
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impairments and have to be eligible to participate in self-care activities. Besides these, one — one family
member selected for the intervention group of the diseases affected persons whose age greater than or
equal to 15 years. The focus is on skin and wound care of the lower limbs. All persons have to be residents of
project areas of the study equal or more than six months.

(3) Sample size

A total of 630 participants, consisting of 420 persons affected and 210 family members, will be included in
the study. It is difficult to distinguish LF and podoconiosis based on clinical features under field conditions
and the distinction between these conditions doesn't matter with regard to the outcomes of this study,
therefore persons affected by both these conditions are treated as one group. There will be one intervention
and one control group for persons affected by leprosy, and one for persons affected by LF or podoconiosis.
Family members are only included in the intervention group. A total of 420 persons affected will be included:
210 persons affected by leprosy and 210 persons affected by LF or podoconiosis; for each disease there will
be one intervention and one control group. In the intervention group, a total of 210 family members will also
be included. The intervention group will consist of 105 persons affected by leprosy, 105 persons affected by
LF or podoconiosis, and 210 family members. The control group will consist of 105 persons affected by
leprosy and 105 persons affected by LF or podoconiosis. The sample size calculation is based on data from
the proof-of-concept study [34]. In the proof-of-concept study, 43% of the participants had leg impairments
(wounds, nodules, and/or infections) at intake. During the final assessment, the last session participants
attended, the number of participants with leg impairments had dropped to 21%. A sample size calculation
for two proportions (proportion 1: 43%; proportion 2: 21%) with a significance of 0.05 and a power of 90%
would give a total sample size of 92 participants in each group. We expect that the loss to follow-up will be
no more than 15% (we do not expect a higher loss to follow-up, as participants will be followed-up at home).
Our sample size will therefore be 105 persons affected in each group. The kebeles have been selected in
such a way that they are similar to each other, we therefore do not anticipate a cluster effect in the current
outcomes.In addition, at least 15 persons affected by leprosy, 15 persons affected by LF or podoconiosis and
15 family members (half of them of persons affected by leprosy) will be interviewed in-depth for the most
significant change, acceptability and impact assessment interviews. Data will be collected until data
saturation has been reached.

(4) Primary and secondary endpoints.

Qualitative outcomes of the intervention are

e Family quality of life

¢ Attitudes towards having a family member with leprosy, LF and podoconiosis-related disabilities
e Practices for prevention and self-management of disabilities

¢ Acceptability of family-based approach

e Practicability of the approach

Outcome measures
13
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¢ Physical impairment outcomes: impairment scores, wound count, wound condition, the stage or grade of
affected limb, and frequency of acute attacks in people affected — this will be collected using the Eyes,
Hands, Feet (EHF) score, lymphedema grading, by measuring the largest point of swelling below the knee
circumference in cm using measuring tape, by (self-) registering the frequency of acute attacks in a
notebook, and by observation.

* Perceived, experienced and self-stigma among affected persons, using the SARI Stigma Scale (SSS).
* Family quality of life score, using the Beach Centre Family Quality of Life scale (FQoL scale).

e Participation levels, using the Participation Scale (P-scale).

* Mental wellbeing/depression levels, using the Patient Health Questionnaire (PHQ-9)

e Economic empowerment (Monthly household income, monthly financial contribution to the self-help
group, use of credit; in-depth interviews)

¢ Most significant change in the community (in-depth interviews and focus group discussions)

(5) Data collection
The following data collection methods will be used: assessment of physical impairment outcomes,

standardized questionnaires and in-depth interviews. In addition, demographic data will be collected from
each participant.

To assess the effectiveness of the intervention, the following evaluation methods will be used:
e Outcome evaluation

(1) A baseline and follow-up study will be done before, a few months after and one year after the
approaches have been implemented. This will consist of administration of instruments (SARI, Beach
Centre FQol, P-scale, PHQ-9 and KAP). We will assess the outcomes by comparing the results of the
baseline and follow-up studies.

(2) By comparing the changes to the physical impairment outcomes (impairment scores, wound count,
wound condition, the stage or grade of affected limb, and frequency of acute attacks in people affected)
that will be assessed using the EHF score, lymphedema grading, swelling measurement, frequency of
acute attacks and observation. Physical outcomes will be registered every month. The changes over
time will be compared to see if there are any (significant) differences.

* Impact assessment. An impact assessment will be carried out to evaluate the change in the target
population, persons affected, and their family members and, also their community members, which has
been brought about by the interventions. This will be done by conducting in-depth interviews with
people from the target population, including influential people in the communities.

e The Most Significant Change Technique (MSC): in-depth interviews will be conducted with various
stakeholders (persons affected, their family members and their community members) to collect ‘significant
change stories’ - stories of significant changes caused by the family-based approaches.

14
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¢ Acceptability study. In-depth interviews will be held with persons who participated in the intervention, to
explore their acceptability of the intervention.

The PHQ-9 has already been validated for use in Ethiopia (24-26). The SARI stigma scale, Beach Centre FQolL
and P-scale have not yet been validated. This will be done in the first months of the project by Master
students from the VU University in Amsterdam or Ethiopian Master Students or Master holder professionals
depending on the situation of the current COVID 19 pandemic and other factors, aiming at inclusion of 120
people per scale. The interview guide and questionnaires will all be pilot testing among a small sample of
participants before use.

Study process
The study consists of the following phases:
(1) Phase 1: Preparatory phase.

- Inthis phase, a literature review will be conducted to guide the development of the psychosocial support
component that will be added to the family-based approach. In addition, students from the VU University or
Ethiopian Master Students or Master holder professionals will cross-culturally validate the SARI stigma
scale, Beach Centre FQoL and P-scale. A training workshop will be organized to train the team in research
methods and family-based approaches. People affected by leprosy, podoconiosis or LF and their family
members will be recruited. Baseline data will be collected and the results analyzed. The study areas will be
randomized. Protocol will be evaluated, revised, and approved /verified it.

(2) Phase 2: Implementation of the intervention.

The family-based intervention consists of an essential care package that consists of the following three main
components: (1) self-management of disabilities; (2) economic empowerment; and (3) psychosocial support.
All components of the intervention are family-based and family focused. Although not mentioned as a
separate component, awareness raising is an integral part of the intervention. The essential care package is
described in more detail below:

e Training sessions/group meetings for self-management and prevention of disabilities. Based on the
proof-of-concept study, at least five group meetings will be held in a location that is most convenient
for the participants. These sessions will be delivered in group format (several families participate
with one person affected and one family member present per family) to introduce the family-based
methods for self-management and prevention of disabilities. In the first session basic training will be
given to persons affected and their family members in using and giving psychosocial support,
increasing prevention and self-management of disabilities skills, information on course and
treatment of disease, identifying barriers and facilitators to self-care and creating strategies to
overcome these barriers. In the following training sessions, the research assistants support and
guide all participating families (repeating the basic training given in the first session) and are
available to clarify questions. During these meetings, physical impairment outcomes will routinely
(monthly) be collected. Family members are encouraged to help their affected family member with
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self-care at home. (Each group will have approximately 20 participants, therefore, training for
participants in the intervention group will not all be given at the same day/time).

e Formation of self-help groups for economic empowerment. The project will facilitate the formation
of self-help groups of affected persons, their family members are encouraged to join group
meetings. Each self-help groups will collect a small contribution fee from its participants, these fees
are used to provide loans for the participants of the self-help groups (micro-finance). Self-help
groups will also lobby for ‘benefits’, e.g. the use of land, from the government. In addition, each self-
help group participant and at least one of their family members will receive (one) vocational
training. Income generation is essential for sustainable self-management and prevention of
disabilities: without income, self-care items such as Vaseline and shoes cannot be bought. Income
generation will benefit the whole family.

e Psychosocial support will be part of the training sessions/group meetings for self-management and
prevention of disabilities. Persons affected and their family members will be trained in using and
giving psychosocial support.

The control group will receive treatment as usual. Participants in the control areas will receive the same
basic training (one session) as the participants in the intervention group, but will have no family members
present during the training. When the intervention group has their additional four meetings (at least five
meetings will be held), the participants in the control group will receive usual practice and care. In addition,
they will receive information about existing mechanisms for economic empowerment (such as “funeral
saving groups” and other existing credit saving initiatives).

The intervention will take eight months.
(3) Phase 3: Follow-up and evaluation.

In this phase, the effectiveness of the approaches will be evaluated. This will be done by collecting
information for the outcome evaluation (see ‘outcome evaluation’) above, this information will be collected
routinely (e.g. each month during the meetings), at baseline and one year after the intervention has been
completed. Effectiveness will be determined based on data from the baseline, data collected at the final
group meeting, and data collected one year after the intervention. In addition, interviews will be conducted
to collect most significant change stories and to assess the impact qualitatively.

Participant recruitment / sampling procedure and follow-up procedures

All participants will be asked for consent before they are enrolled in the study. The kebeles will be randomly
divided to implement either the family-based approach or usual practice and care (control group).

A list will be prepared with all patients (leprosy, LF or podoconiosis) living in the project areas, that are
registered at the health center and that are eligible to participate in self-care activities.

Persons affected to be included in the study will be selected by stratified systematic sampling with a random
start from a list of persons affected registered at the primary health care center. This is done by selecting the
first person affected on the list at random (by lottery method), and then selecting every X ™ patient on the
list, based on the total number needed.
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Four separate lists will be created: two for persons affected by leprosy (one intervention and one control)
and two for persons affected by LF or podoconiosis (one intervention and one control). The two intervention
and two control areas will be randomly selected from four project area lists, by putting the district names in
a cup or box and randomly drawing two names (the two intervention areas).

Data quality assurance

The questionnaire used to assess the FQoL, stigma, participation restriction and Patient health Questionnaire
prepared in English. From this only PHQ -9 already validated in Amharic. But the others three of the
questionnaire not validated but written in English. So translated to Amharic and then back to English to
maintain consistency. Then we have translated in to Amharic and validating that before use for the actual
data. Rigorous training will be given for research assistants on the basic techniques of the data collection
procedures.

Data management and data analysis

Quantitative data will be coded and entered in a database created using Epi data version 3.0 and exported to
SPSS Verssion 25.

Simple descriptive methods will be used to generate a demographic profile of the study sample. In addition,
mean total scores of the measures used will be calculated per participant group. Stepwise multivariate
regression with backward elimination will be done to examine what factors will have an independent effect
on the outcomes. In addition, by using difference in difference (Diff-in-diff) model - used to compare before
and after the family-based approach is implemented will be calculated using one sample and two sample
independent t-test. Data analysis will be done in the software packages Epi Info and SPSS Statistics.

The recordings of the in-depth interviews and focus group discussions will transcribed, translated to English
and analyzed using open code, inductive coding and content analysis. Similar phrases with recurring themes
will be coded in the software program MAXQDA and clustered together in tables, to identify connections.

Confidentiality and anonymity of data is of utmost important and will be ensured in data collection, data
storage, analysis and publication. Research assistants who will collect the data will be fully trained in proper
data management, maintenance of confidentiality and ensuring privacy during data collection. Only data
that have been fully anonymised will be shared with the Dutch research team. The project leader (lead
applicant) of this study will take full responsibility for ensuring the appropriate storage and security of data.

Data will be kept for five years and will be destroyed after this timeframe when no longer required.
9. STRENGTHS AND LIMITATION OF THE STUDY
STRENGTHS

v’ Strong research design
v Follow up time interval longer

LIMITATION

v" None for the time being
17
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10. COMMUNICATION AND DISSEMINATION OF STUDY FINDINGS

What is expected to be achieved (Concrete output/deliverables)?

1) An article on the validation of the SARI stigma scale in Ethiopia

2) An article on the validation of the Beach Centre FQoL scale in Ethiopia

3) An article on the validation of the P-scale in Ethiopia

4) An article on the baseline data collected (questionnaires)

5) An article about impact (qualitative data collected) and most significant change

6) An article on the effectiveness of the family-based approach

7) An article on the feasibility and acceptability of the family-based approach

8) Report on how to implement the family-based approach to be shared across the ILEP network.

Deliverables 1 to 7 will be published in peer-reviewed, open-access journals. Findings will also be presented
at conferences (details of appropriate conferences will be explored later). A detailed report on how to
implement the family-based approach that has been developed will be shared across the ILEP network.
Updates on the project will be shared on Disability Studies in Nederland’s website
(https://disabilitystudies.nl/) and on the NLR website (https://www.leprastichting.nl/ and
https://nlrinternational.org/). We will explore possibilities of giving updates about the project in the ILEP
newsletter.

Additionally, the copy of reports delivered to the Health Science College, and accessible on DMU website.
The finding will be present in national conferences in Ethiopia.

11. ETHICAL CONSIDERATIONS AND REVIEW PROCESS

Ethical approval will be obtained from the Ethical review Committee of Health Science College, Debre
Markos University. Supportive letter will be obtained from Amhara Public Health Institute before starting the
research project. All participants will be fully informed about the nature and objective of the study and of
confidentiality of the data prior to data collection. Signed written consent will be obtained from each
participant prior to data collection. Assent will be obtained from their guardian if participants present
between the ages of 15 — 17 years. Their data will be confidentially maintained throughout.
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12. IMPLEMENTATION OF THE PROJECT
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YEAR 1 (April-Dec | YEAR 2 (Jan-Dec | YEAR 3 (Jan-Dec YEAR 4 (Jan-
2020) 2021) 2022) March 2023)

ACTIVITY 01 (04|07 10|13 16|19 |22 |25 |28 |31 (34|37 |40 |43 |46

03 (06|09 12 18 | 21 27 130 (33|36 (39|42 (45|48

Finalize partnerships and
identify suitable sites

Finalize selection of districts

Apply for ethical approval

Validate scales

Recruitment of program

manager

Prepare training materials and
resources for the intervention,
including literature review

Recruitment and training
research assistants

Set up project management
system and database

Recruitment of participants

Pilot and adjustment forms,
procedures and interview
guides

Randomization

Kick-off meeting

Baseline measurements (mixed
methods)

Implementation of intervention
(eight months)

International meeting and
monitoring

Follow-up measurements
(mixed methods) and

acceptability study

One-year follow-up

Visit of Ethiopian Researcher to
the Netherlands to write his
thesis (2-3 months per visit)
Analyze results, write reports /

articles, disseminate findings
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13. COST OF THE PROJECT WITH COMPLETE BUDGET BREAKDOWN

Year 1 Year 2 Year 3 Year 4 Total

Personnel National | € 30,170.00 €49,824.00 €50,748.00 | €10,098.00 | € 140,840.00
Personnel € 2,520.00 € 3,360.00 € 3,360.00 € 840.00 € 10,080.00
International

Travel € 7,050.00 €9,550.00 €9,550.00 € 3,450.00 € 29,600.00
Equipment € 1,440.00 €- €- €1,440.00
Running costs € 603.00 €1,200.00 € 870.00 € 156.00 €2,829.00
Other costs €2,500.00 €7,170.00 €7,050.00 €1,700.00 € 18,420.00
Total € 44,283.00 €71,104.00 €71,578.00 | €16,244.00 | €203,209.00
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14. BENEFITS OF THE STUDY RESULTS
Target group(s)
We expect that the study will have the following benefit on the target groups:

* Improved knowledge and skills about practices for prevention and self-management of disabilities;
sustainable self-management and prevention of disabilities (disability management) within the family.

e Improvements in activity levels and social participation, less wounds and a lower lymphedema grade
¢ Improved individual and family quality of life and mental wellbeing. Improved self-confidence.

¢ Improved knowledge and attitudes (reduction of stigma) towards having a family member with leprosy, LF
or podoconiosis-related disabilities.

¢ Socio-economic empowerment.
Expected impact

As preliminary results indicate, by improving the health situation of the persons affected and including
family members in self-care and the wider community in awareness raising, their quality of life and that of
their family is positively impacted. This RCT is targeted at sustainable improvement of the lives of persons
affected, aiming at sustainable outcomes from the family based approach that are replicable in other regions
with NTDs. Implementation will be encouraged as well bottom-up as top-down. Via ENAPAL (lead applicant)
other regional health care centers and NTD-groups will be informed. ENAPAL will also inform and lobby at
national level and within their international connections.

The participation in the study of persons affected and their family members, involvement of research
assistants that are familiar with leprosy, LF and podoconiosis, and the establishment of a Disability of People
Organization (DPO) are essential ingredients for sustainable results, as we know from other studies with a
participatory design.

The research community will profit from experience of the study in general and the validation of scales in
Ethiopia specifically. This is moreover important because this project aims also at local capacity building by
involvement of local research assistants and the researcher in DMU.

15. FACILITIES AVAILABLE FOR THE STUDY (MAJOR FACILITIES)
Main tasks and responsibilities of lead applicant, co-applicant and other partners
Ethiopian National Association of People Affected by Leprosy (ENAPAL):

e Lead research team

¢ Hire the program manager and research assistants

» Partake in selection of people affected by leprosy
22

van 't Noordende AT, et al. BMJ Open 2022; 12:€056620. doi: 10.1136/bmjopen-2021-056620



BMJ Publishing Group Limited (BMJ) disclaims all liability and responsibility arising from any reliance
Supplemental material placed on this supplemental material which has been supplied by the author(s) BMJ Open

¢ Follow-up monitoring
o Networking with co-applicants and government
* Responsible for the training of field staffs
e Organizes review meetings
¢ Oversees project implementation
¢ Responsible for budget
Debre Markos University / Researcher:
¢ Assist in training of field staff, administer the ethical issue and scientific aspect of the project.
e Data collection
* Responsible for data analysis
 Partake in selection of persons affected by podoconiosis and LF
¢ Support organizing and participate in review meetings
¢ Support project implementation
* Writes articles on the findings
The Leprosy Mission International (TLMI) Ethiopia:
¢ Technical support in implementation of project
e Assist in training of field staff
¢ Follow-up monitoring
Disability Studies in the Netherlands:
¢ Support on family-based approaches and family quality of life

* Supervise VU Master Students (but currently this changed to be Debre Markos university Master
students if feasible unless those concerned professionals from the college with the decision of
management of Health Science College).

* Support in working with research partners through training and monitoring
e Facilitate training of field staff
* Support in development of psychosocial component of family-based approach

¢ Support in data analysis

Leprosy Research initiative
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e Funding and receiving report.

Study area local health institution

v ltis site to give health education, demonstration of practical exercise for the patients and their
family members.

16. AUTHORSHIP RIGHT

v" Researchers, Advisors and co Advisors have mandate about the publication of the finding.

17. DECLARATION OF CONFLICT OF INTEREST

v" Funder has no conflict of interest about the publication.
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19. ASSUMPTIONS, RISKS AND MITIGATION ACTIONS

Risks Mitigation plan(s)
Delays due to political unrest Personnel used for the research are from the

project areas (locals) so it is anticipated that the
work can continue

Delays due to environmental problems e.g. severe | May need to provide some food to sustain the
drought, people may move to another place participants

Unable to reach enough participants in time due to | May need to select another district
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not meeting the selection criteria

Delays due to administrative obstacles such as for | Expected duration for obtaining will be 2
example obtaining ethical approval months, so will start applying for it as soon as
we get approval from the LRI (if we get approval
from the LRI for this study).

COVID 19 illness In Ethiopia

» Program manager if get iliness roles of the

person covered by program assistant.

> Program assistant if get illness vice versa
roles covered by program manager.

> Country coordinator from ENAPAL roles
covered a delegate from the same
institution.

» Research assistants (Data collectors) at the
beginning will recruit enough number of
employee which plan to be six so if they
face illness others covers the role of theill
person.

In Netherlands

» Technical support: Director DSiN — delegate
person in the organization handle the role

Technical support: Researcher roles covered by

technical supporter or director of DSiN.

COVID 19 related mortality ENAPAL

v" ENAPAL will substitute country
coordinator

DMU

v" DMU, CHS will substitute country
coordinator

DSIiN
DSiN will substitute
If COVID 19 related problem challenges us to v By discussing with the funder we interrupt
continue implementation for certain period of time with budget
free.

20. ASSURANCE OF THE PRINCIPAL INVESTIGATOR:
| the undersigned agree to accept responsibilities for:

¢ The scientific, ethical and technical conduct of the research project,
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¢ Requesting amendment for ANY change on the protocol that might need to happen during execution of
the project, and obtain written approval for the request from concerned ethical review committee, of
DMU, HSC.

¢ Submitting progress report every year and technical report within six months during the implementation of
the project, for DMU, HSC.

* Reporting any adverse event that might happen to the study participants, data collectors, supervisors and
coordinators during investigation,

¢ Submitting scientific publications that emanate from the project within two months of publication, and

Name Signature

Date

21. COMMITMENT FOR AND SIGNATURE OF CO-INVESTIGATORS.
Name Specific Roles and Responsibilities  Signature

1. Alice Schippers

2. Anna van 't Noordende

3. Tesfaye Tadesse

22. COMMENT AND CONCURRENCE OF THE RESPONSIBLE HEAD FOR PRINCIPAL INVESTIGATOR

Name Signature Date

23. APPENDICES (Cite all appendices in the body of the proposal; attach all appendices under this section).
Informed Consent Form

Title of the study: Assessing the effectiveness of family-based approaches aimed at prevention and
sustainable self-management of disabilities, impacting the quality of life, mental wellbeing and participation
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of people with leprosy, podoconiosis and lymphatic filariasis and their families in the East and West Gojjam,
Ethiopia.

Investigator(s): Moges Wubie, Alice Schippers, Anna van’t Noordende, Tesfaye Tadesse
Organization: Debre Markos University
Sponsor: Leprosy Research Initiative (LRI)

You are being invited to take part in this research because you are person(s) affected by
leprosy/podoconiosis/ lymphatic filariaisis/ family member(s) of these individual(s).

There will be a total of 630 individuals taking part in this research.

Before you decide, it is important for you to understand why the research is being done and what it will
involve. Please read by yourself/ anybody can read for you through the following information carefully and
feel free to ask if it is not clear or to discuss it with anyone you wish.

Please take time to decide whether or not you want to take part in this research. We would like to stress
that taking part in this study is entirely voluntary (Box 1). If you decide not to participate in the study, you
will receive treatment going to the nearby health institution or course(s) of treatment] (Box 2).

Box 1. Taking part in this research is voluntary

v" You can refuse to take part in this study.
v" You can with draw your participation from the study at any time.

Box Z. Alternative procedure(s) or course(s) of treatment)

- As any unhealthy person you have The advantage of taking treatment from the health
the right to access treatment from institution is that you will get every time.
the health institution. Disadvantage of that may be the level of expertise in that

health institution may not take especial training on the case.
Payment for the treatment may be required.

- Get advice from the research groups | Not call every time for follow up by researcher as well
what alternatives have to solve the manage the case by themselves. Disadvantage not get

problem consecutive advice from the researcher.

Information related to the study

Most impairments of persons affected by leprosy, lymphatic filariasis (LF) and podoconiosis, particularly
secondary impairments such as wounds, swelling and contractures, are largely preventable. Relatively simple
methods exist for self-management of impairments that can be practiced at home, without the need for a lot
of medical supplies. Too often, however, these methods are not taught to patients with neuropathic limbs or
lymphedema, or if taught, they are not consistently practiced. But on the contrary, related to impairment
many challenges faced persons affected by the diseases like stigma, activity restriction, encountered with
economic deficit and the like. This negatively impacts on the mental wellbeing of affected persons. In fact,
not only persons affected impacted by presence of disability but also the family members.
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We found that many of the reported problems relate to stigma and a lack of finances. Family-based
approaches that emphasize social and economic aspects could improve individual and family quality of life.
The approach focuses on beyond the three pillars of the problem like; awareness raising of leprosy, LF and
podoconiosis among persons affected, their families and community members. Disability management:
prevention and self-management of disabilities and; Socio-economic empowerment of the affected persons
as well the family members.

Box 3. The expected possible adverse effects of [the investigational drug/intervention]
» [Based on the Ministry of Health and WHO and ILEP guideline the wound, contracture and
lymphedema morbidity management there is no expected adverse effects.

The objective of this research is to assess the effectiveness of family-based approaches aimed at prevention
and sustainable self-management of disabilities, impacting the quality of life, mental wellbeing and
participation of people with leprosy, podoconiosis and lymphatic filariasis and their families in the East and
West Gojjam, Ethiopia, 2021 -2023.

The current project will use a randomized controlled design to study the effectiveness of the family-based
approach, as this is the most rigorous way of determining whether a cause-effect relation exists between
intervention and outcome(s).

Box 4. Study design

The study will use a randomized controlled trial design.

The study will last around eight months in total. If you decide to take part in this study, you will be asked to
follow the schedule shown in Box 5. You should ensure that you are

Available to comply with the schedule.

Box 5. Please see schedule of study above.
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We have summarized the foreseeable risks and expected benefits arising from participation in the study in

Box 6.

Box 6.Foreseeable risks and expected benefits arising from participation in the study

Foreseeable risks

Expected benefits

- No any foreseeable risk

We expect that the study will have the following

benefit on the target groups:

» Improved knowledge and skills about
practices for prevention and self-
management of disabilities; sustainable self-
management and prevention of disabilities
(disability management) within the family.

» Improvements in activity levels and social
participation, less wounds and a lower
lymphedema grade

» Improved individual and family quality of life
and mental wellbeing.

» Improved knowledge and attitudes (reduction
of stigma) towards having a family member
with leprosy, LF or podoconiosis-related
disabilities.

> Socio-economic empowerment.

Certain occurrences may take place during the course of the study. We have summarized these in

Box 7 and described how to manage them.

Box 7. Occurrences that may take place during the study period

Occurrences

How to manage

\Withdrawal of volunteers from
the study

We consider and add 15% of the total sample for
non-response rate at the beginning.

Availability of new information that
may affect your decision

We (the research group) discussed about the issue
as well share the idea with the concerned ethical
committee and will decide about that.

[Criteria for the termination of
participation, if any]

» The selected individual interrupt the
intervention and two follow up visits.

> If the study participant has no interest to
continue with the study.

> If they want to change their living place.

e At the end of the study, you will improved knowledge and skills about practices for prevention and
self-management of disabilities; sustainable self-management and prevention of disabilities
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(disability management) within the family. Improvements in activity levels and social participation,
less wounds and a lower lymphedema grade. Improved individual and family quality of life and
mental wellbeing. Improved knowledge and attitudes (reduction of stigma) towards having a family
member with leprosy, LF or podoconiosis-related disabilities. Additionally, there is also socio-
economic empowerment of the study participants. Lastly a psychosocial care component, that will
be developed in the first few months of the project based on a literature review, will additionally be
included (= improving participation, quality of life and mental wellbeing).

All data collected from the study will be kept confidential. The project leader (lead applicant) and principal
investigator of this study will take full responsibility for ensuring the appropriate storage and security of
data. Presentations of the study’s results at meetings/ conferences or their publication in a scientific journal
will not include your name. However, the national authority for drug use, ethics committees and sponsor’s
representatives will have access to the data for verification.

As you are a participant of the study there is no any payment given to you but the necessary hygiene
materials and some other important kind of directly or indirectly disability prevention things (energy saving
stoves) will be given to you. In case of any injury or illness resulting directly from participation in the study,
will entertain according to the legal law rule.

If you have any questions related to the study or you experience any adverse event before/during
participation in the study, you can consult the contact persons listed in Box 8.

Box 8. The contact persons

1. Moges Wubie

Tel. +251912076152 E-mail: mogeswub@gmail.com

2. Tesfaye Tadesse (Ethiopian National people affected by Leprosy (ENAPAL)).

Tel. +251911440367 E-mail: tadesse.tesfaye@ymail.com

If you have any questions related to your rights, you can contact [name of the ethics committee and contact
number].

Regarding to publication the funder no involved or decided.
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Certificate of Consent

| have read or somebody | trusted with read the
foregoing information. | have an opportunity to
ask questions and all my quest have been
answered to my satisfaction. | voluntary consent
to participate in this research study.

Printed name of the participant

Signature of the participant
Date

| confirm that the participant was given an
opportunity to ask questions about the study and
all questions have been answered correctly. |
confirm that the consent has been given
voluntarily. A copy of this ICF has been provided
to the participant.

Printed name of the person taking the consent

Signature of the person taking the consent
Date

If illiterate

| have witnessed the accurate reading of the

consent form to the potential participant, and the

individual has had the opportunity to ask

questions. | confirm that the individual has given
consent freely.

Printed name of the witness

Signature of the witness
Date
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Beach Center Family Quality of Life Scale:

Code Number

L]

‘ FAMILY QUALITY OF LIFE (cont.) \

How satisfied am I that...

Fery
Dhissatisfied

Dissatigfied  Neither  Satigfied

Vay

Satisfoed

1. My family enjoys spending time together.

|

|

2. My family members help the children learn to
be independent.

|

|

3. My family has the support we need to relieve

SLress.

|

|

4. My family members have friends or others
who provide support.

5. My family members help the children with

schoolwork and activities.

6. My family members have transportarion to get

to the places they need to be:

7. My family members rallke openly with each
other.

8. My family members teach the children how o
get along with others.

9. My family members have some rime to pursue

Ouf OWDn iNteresrs.

13. Our family solves problems together.

11. My family members support each other to
accomplish goals.

12. My family members show that they love and

care for each other.

13. My f'a'_mjl}-' has outside help available to us 1o
take care of special needs of all family

members.

14. Adults in our family teach the children 1o
make good decisions.
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FAMILY QUALITY OF LIFE (cont.)

] Py Dimatihed  Neither  Satifiad  Viy
How satisfied am I that... Disatisfied Satirfied

15. My family gets medical care when needed.

16. My fa_m.il}-' has 2 way to take care of our
expenses.

17. Adults in my fam:ily know other people in the
children’s lives [frienm, teachers, Etc_].

13. My fa.ﬂlil}-' is able to handle life's ups and
downs.

19. Adulrs in my fa.mil}-' have time to take care of
the individual needs of every child.

20. My family gets dental care when needed.

21 My fa.m_ilj; feels safe ar home, worlk, school,
and in our neighborhood.

27 My fﬂ.m.i.i_ﬁ; member with a disabilicy has
support to accomplish goals ar school or ar
workplace.

23 My fa.nlil}r member with a disability has
support to accomplish goals ar home.

24 My f‘a.m.:ily member with a disabiliny has
support to make friends.

25 My fa.m_ily has good relationships with the

service providers who provide services and

support to our family member with a

Thank vou! You have finished completing this survey, Please make sure vou erase anv
extra marks and have answered all the questions.

Reference: Beach Center on Disability (2005), The Beach Center Family Quality of Life Scale. Beach Center,
The University of Kansas, Lawrence, KS, in partnership with families, service providers and researchers.
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The Stigma Assessment and Reduction of Impact (SARI) Stigma Scale

: Code Number I:I

S 2 s
. % £12
SARI Stigma Scale v.1.1 - {15 8 210
. ™ \C +~ _( ; E — !6
(based on the Berger HIV stigma scale) 2 8 8 2 3 zZ s &8l
| Fxnerienced stiema
15 |Dosome people who know you have
h (If ves) How often has this hannened? 3 2 1
25 Do people you care about stop
b (If yes) How often has this happened? 32 1
33 Did you lose friends by telling them you
b (If yes) How often has this happened? 312 1
4q Do people avoid touching you once they
b (If yes) How often has this happened? 312 1
55 | Have people physically backed away from
b (If yes) How often has this happened? 312 1
6a Do people seem afraid of you once they
b (If yes) How often has this happened? 312 1
Do you feel set apart and isolated
7a | from the community since learning
b (If yes) How often has this happened? 312 1
| Disclosure concerns
gg |Areyou careful who you tell that you have
b (If yes) How often are you careful? 32 1
9a Do you feel the need to hide your leprosy n-nn
b (If yes) How often do you feel the need to 3|2 1
10a |Doyou believe telling someone you have
b (If yes) How often do you believe it is risky? 312 1
115 | Do you worry that people may judge you
b (If yes) How often do you worry about this? 312 1
Subtotal

Reference: Dadun, Peters, M.H, van Brakel, W.H., Lusli, M., Zweekhorst, M.B.M., Damayanti, R.,Bunders,
J.F.G,, Irwanto (in preparation). Cultural validation of a new instrument to measure leprosy-related

stigma: the SARI Stigma Scale.
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= (]
3 E &
SARI Stigma Scale v.1.1 - > @ T: o
. cl =]l 2 E| 2| &
(based on the Berger HIV stigma scale) 2 § 81232 g8 &l 8
Internalised stisma
Do you feel guilty because you
12a
b | (If yes) How often has this 3121
135 Doyou feel you are not as
b | (Ifyes) How often has this 3121
144 | Are you embarrassed that
b | (Ifyes) How often has this 3121
154 | Does having (had) leprosy
b | (Ifyes) How often has this 3121
164 | Do you regret having told some
b | (If yes) How often has this 3121
174 Does having (had) leprosy make 0 0 0
b | (If yes) How often has this 3,211
Subtotal
Anticinated stisma
Do people affected by leprosy
18a
b | (If yes) How often does this 3121
Are people affected by leprosy
19a
b |(If yes) How often does this 3,211
205 | Do most people think that a
b | (If yes) How often does this 3121
215 Do most people feel
b | (If yes) How often does this 3121
Subtotal
Total score
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Code Number I:I

° +
c c
Participation Scale Short 1.0 - 8 !
@ 7} - E
= v = 9
A AR AP
& 9] ] g = | |9 |z
o 2 19 E |o|® o E 2 |® ]9
= z 12 8 zE 4=z § |5 =8 |3
1 Do you have equal opportunity as your peers to find work? 0 0
[if sometimes or no] How big a problem is it to you? 1 2 3 |5
2 |Do you work as hard as your peers do? (same hours, type of 0 0
[if sometimes or no] How big a problem is it to you? 1 2 3 |5
3 |Do you contribute to the household economically in a similar 0 0
A [if sometimes or no] How big a problem is it to you? 1 2 3 1|5
4 |Do you make visits outside your village / neighbourhood as 0 0
much as vour peers do? (except for treatment) e.g. bazaars
[if sometimes or no] How big a problem is it to you? 1 2 3|5
5  |Do you take part in major festivals and rituals as your 0 0
peers do? (e.g, weddings. funerals. religious festivals)
[if sometimes or no] How big a problem is it to you? 1 2 3 1|5
6 Do you take part in social activities as much your peers do? 0 0
(e.g. in snorts. chat. meetings. religious or community
[if sometimes or no] How big a problem is it to you? 1 2 3 5
7  |Do you have the same respect in the community as your 0 0
[if sometimes or no] How big a problem is it to you? 1 2 3|5
8 Do you visit other people in the community as often as other 0 0
[if sometimes or no] How big a problem is it for you? 1 2 3 1|5
9 Do you move around inside and outside the house and 0 0
around the village / neighbourhood iust as other peonle do?
[if sometimes or no] How big a problem is it to you? 1 2 3 5
10 |In your village / neighbourhood, do you visit public places as 0 0
often as other neonle dao? (e.g. schools. shobs. offices
[if sometimes or no] How big a problem is it to you? 1 2 3 |5
11 |In your home, do you do household work? 0 0
[if sometimes or no] How big a problem is it to you? 1 2 3 |5
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-
c
Participation Scale Short 1.0 = S
@ %) - £
= ] = 9
o = -3
8 g S o _ g w
: 52|55 5 g B
) ol & el o Q| =
z 2| e g2 )2 & =| 8|S
1 |In family discussions, does your opinion count? 0 0
. . . - 1 2 B 5
[if sometimes or no] How big a problem is it to you?
. 0 0
1 |Are you comfortable meeting new people?
[if sometimes or no] How big a problem is it to you? 1 R B 5
Comment:
TOTAL
Name:
Age: Gender:
Interviewer: Date of interview: / /
Grades of participation restriction
No significant restriction Mild Moderate Severe Extreme
rectriction restriction restriction restriction
0-12 13-22 23-32 33-52 53-90

Disclaimer: The Participation Scale is the intellectual property of the Participation Scale

Development Team. Neither the Team
or its sponsors can be held responsible for any consequences of the use of the Participation Scale.

Code Number |:|

40

van 't Noordende AT, et al. BMJ Open 2022; 12:€056620. doi: 10.1136/bmjopen-2021-056620



Supplemental material

BMJ Publishing Group Limited (BMJ) disclaims all liability

and responsibility arising from any reliance

placed on this supplemental material which has been supplied by the author(s)

BMJ Open

PATIENT HEALTH QUESTIONNAIRE- 9(PHQ-9)

Over the last 2 weeks, how often have you been

bothered by any of the following problems?

More Nearl

you to do your work, take care of things at

(Use “ ¢” to indicateyour answer) Not at Severa  than y
all | half the ever
days days y
day

1. Little interest or pleasure indoing things 0 1 2 3
2. Feeling down, depressed, or hopeless 0 1 2 3
3. Trouble falling or staying asleep, or sleeping too much 0 1 2 3
4. Feeling tired or havinglittle energy 0 1 2 3
5. Poor appetite or overeating 0 1 2 3
6. Feeling bad about yourself — or that you are a failure or

have let yourself or yourfamily down 0 1 2 3
7. Trouble concentrating on things, such as reading the

newspaper or watching television 0 1 2 3
8. Moving or speaking so slowly that other people could 0 1 2 3

have noticed? Or the opposite — being so fidgety or

restless that you have been moving around a lot more

than usual
9. Thoughts that you would be better off dead or of hurting

yourself in some way 0 1 2 3

FOR OFFICE CODING 0 + + +
=Total Score: _____If you checked off any problems, how difficult have these problems made it for

home, or get along with other people?

Not Somewhat Very Extremely
difficult at difficult difficul difficult
all O t O
O O

Developed by Drs. Robert L. Spitzer, Janet B.W. Williams, Kurt Kroenke and colleagues, with an

educational grant from Pfizer Inc. No permission required to reproduce, translate, display or distribute.

https://patient.info/do or/patient-health-questionnaire-phg-9
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