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ABSTRACT
Introduction  Stigma and discrimination among 
healthcare workers can hinder diagnosis and the provision 
of appropriate care in dementia. This study is aimed at 
developing, delivering and evaluating the feasibility of 
a group antistigma intervention to improve knowledge, 
attitudes and behaviours in relation to people living with 
dementia among community health workers (CHWs).
Methods and analysis  This will be a randomised 
controlled feasibility trial conducted with 150 CHWs from 
14 primary care units (PCUs) in São Paulo, Brazil. PCUs 
will be randomly allocated (1:1) in two parallel groups—
experimental group or control group. Participants from 
PCUs allocated to the experimental group will receive 
a 3-day group intervention involving audio-visual and 
printed materials as well as elements of social contact. 
The control group will keep their usual routine. Knowledge, 
attitude and intended behaviour stigma-based outcomes 
will be assessed at baseline and at follow-up (30 days 
after intervention) to both groups, with additional questions 
on feasibility for the experimental group at follow-up. 
Around 10–15 participants will take part in follow-up 
semistructured interviews to further explore feasibility. 
Quantitative analyses will follow an ‘intention to treat’ 
approach. Qualitative data will be analysed using content 
analysis.
Ethics and dissemination  This study was approved by 
the National Commission for Ethics in Research in Brazil 
(n. 5.510.113). Every participant will sign a consent form. 
Results will be disseminated through academic journals 
and events related to dementia. The intervention materials 
will be made available online.

BACKGROUND
There are approximately 55.2 million people 
living with dementia worldwide and nearly 
70% of this population live in low-income 
and middle-income countries (LMICs), such 
as Brazil.1 By 2050, this number is expected to 
increase to 139 million.1 Stigma and discrim-
ination related to dementia are common, 
which is particularly important among health-
care workers, considering the detrimental 

impact on the lives of those living with the 
condition and their families, such as by 
hindering access to diagnosis and support.2 3 
Combating the stigma related to dementia is 
a global health priority.1

Stigma occurs when a label associated with 
a negative stereotype is attributed to an indi-
vidual characteristic, causing people with 
such characteristics to be seen as separate and 
of lower status compared with people without 
the characteristic.4 When stigma occurs, 
‘power’ is exercised by stigmatisers to keep 
stigmatised groups ‘down’ or dominated/
exploited; ‘within’, to maintain social norms; 
and ‘away’ by means of social exclusion.5 In 
dementia, stigmatisation occurs through 
negative stereotypes, related to cognitive 
decline can lead to depersonalisation and 
considering the person as unable to continue 
to live in and contribute to society.6–9 Although 
not every person living with dementia is an 

STRENGTHS AND LIMITATIONS OF THIS STUDY
	⇒ This is the first study to develop, deliver and evalu-
ate a controlled feasibility study of a group antistig-
ma intervention to improve knowledge, attitudes 
and behaviours in relation to people living with de-
mentia among community health workers in Brazil.

	⇒ This study will seek to involve all the community 
health workers of all the primary care units of a 
large urban city in São Paulo, Brazil.

	⇒ The study includes quantitative and qualitative com-
ponents that will assess the feasibility of the inter-
vention from different perspectives and will include 
a follow-up assessment, which will help us under-
stand any potential long-term impact.

	⇒ As this will be a feasibility study, no conclusions 
can be drawn about the effectiveness of the in-
tervention; however, we hope that the information 
collected will help build a robust future randomised 
controlled trial.
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older person, older people living with dementia are likely 
to experience stigma related to dementia as well as from 
ageism and ableism, further impacting their rights and 
well-being.10

Several studies provide robust evidence on the nega-
tive impact that stigma and discrimination has on people 
living with mental disorders more broadly.11–13 Although 
there is a paucity of research on the impact of stigma on 
people living with dementia,6 the existing evidence shows 
that stigma can lead to negative feelings about one self, 
shame, symptom and diagnosis concealment, negative 
social interactions, reduced access to care networks and 
social participation and even suicide.2 6 9 14–16 A global 
survey on attitudes towards dementia among members of 
the public, people living with dementia, family carers and 
healthcare professionals from 155 countries showed that 
over 85% of respondents living with dementia had their 
opinion not taken seriously as well as between 35% and 
57% (in high-income countries and LMICs, respectively) 
had been treated unfairly in intimate relationships. More-
over, 40% of the general public believed health profes-
sionals ignore people living with dementia; and 35% of 
carers reported hiding the diagnosis of dementia of a 
family member.2

Limited knowledge about dementia as well as wide-
spread misbeliefs (eg, believing that dementia is a 
natural part of ageing) and negative attitudes (eg, 
considering people living with dementia are burden-
some) may make health professionals less likely to detect 
dementia and provide adequate care to people affected 
by this condition.3 9 In over 75% of cases globally, diag-
nosis of dementia is either not made, or is made at a 
later stage, when the person living with the condition 
is no longer able to make decisions about their life and 
well-being independently.3 Structural forms of stigma—
such as when systems, policies or services are designed 
in a way that discriminates directly or indirectly against 
people living with dementia17—also contributes to poor 
healthcare provision in dementia, by means of lack of 
investment in appropriate services and in training for 
health and social care providers, who continue to be 
unprepared to diagnose and to provide care and support 
for people living with dementia,3 further contributing 
to the experiences of stigma and discrimination experi-
enced by these individuals. The current state of health-
care systems and providers can, therefore, be seen as 
a consequence as well as a source of stigma related to 
dementia.

A recent systematic review with 56 studies showed 
that most interventions to reduce mental health-related 
stigma in LMICs are effective.18 These were focused on 
stigma related to schizophrenia, suicide, depression, 
child and adolescent mental health, bipolar disorder, 
anorexia nervosa and post-traumatic stress disorder 
among healthcare workers, students or on more than one 
group. Around 75% found a significant positive effect for 
all main stigma outcomes and 25% found a small posi-
tive effect for some but not all stigma outcomes. Among 

the moderate or high-quality studies (n=38), 10 found a 
significant long-term positive effect on stigma outcomes.

The most common approach is education; however, 
a wide variety of methods—from creative arts-based 
approaches to those which emphasise empowering 
people with mental health conditions—can be successful, 
including social contact interventions.18 Currently, very 
little is known about interventions which reduce stigma 
related to dementia19 and research on knowledge and 
attitudes related to dementia in Latin American countries 
is scarce.20 21 There is an urgent need for further research 
on dementia-related stigma in different contexts and 
cultures.1 6

It has been estimated that 77% of people living with 
dementia in Brazil are not diagnosed.22 Prevalence esti-
mates of people living with dementia vary from 5.1% to 
19.0% among those aged 65 and over.23 Brazil still lacks 
well-funded and well-equipped health systems to meet 
the needs of the growing population of people living with 
dementia and their families. The country has a universal 
health system in which primary care units (PCUs) are 
the first point of access for people who experience any 
physical or mental health problem. In most regions, 
PCUs have community health workers (CHWs) who 
contribute to health promotion and disease prevention 
activities.24 Most CHWs live in the same communities 
where they work, being a valuable point of contact and 
an intersection between health services and their commu-
nities. Health systems with CHWs have the potential to 
help expand the delivery of mental healthcare and close 
the existing mental health gap in LMICs.25 However, the 
training activities offered to CHWs in Brazil is focused 
on the control of communicable diseases, maternal and 
child health and non-communicable physical diseases, 
such as diabetes and hypertension, with very little training 
dedicated to dementia. Providing CHWs with adequate 
knowledge on dementia, as well as on common stigma-
tising and discriminatory practices, and positive attitudes 
and behaviours towards people living with dementia may 
help increase the number of people living with dementia 
identified by the PCU as well as the quality of the health-
care and support provided to these individuals.

AIM AND OBJECTIVES
The overarching aim is to design an antistigma interven-
tion to reduce stigma and discrimination towards people 
living with dementia among CHWs in the city of São José 
dos Campos, Sao Paulo, Brazil and to pilot the interven-
tion using a feasibility randomised controlled trial. The 
specific objectives are:
1.	 To develop a group-based intervention to improve 

knowledge about dementia as well as attitudes and be-
haviours towards people living with dementia.

2.	 To test the intervention in a randomised controlled 
feasibility study and evaluate the acceptability and fea-
sibility of performing such an intervention in a future 
randomised controlled trial.
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METHODS AND ANALYSIS
Study design
A randomised controlled feasibility study will be 
conducted as part of a large multinational research 
programme (Strenghtening Responses to Dementia in Devel-
oping Countries: STRiDE - www.​stride-​dementia.​org), which 
aims to contribute to the improvement of care systems, 
treatment and support for people living with dementia 
and their families in Brazil and other LMICs. An explor-
atory qualitative study was conducted previously involving 
semistructured interviews and focus groups with people 
living with dementia, family carers, healthcare workers 
and members of the public in three large cities in the 
state of Sao Paulo.9 26 The findings from the study helped 
inform the content and design of this intervention 
(table  1 and figure  1). This protocol (V.1; date: 4 May 
2022) was prepared in line with the Standard Protocol 
Items: Recommendations for Interventional Trials check-
list (online supplemental material I).27 28 The study 
protocol will be registered in the Brazilian National 
Registry of Clinical Trials (REBEC: https://ensaio-
sclinicos.gov.br/ or in ClinicalTrials.Gov https://clin-
icaltrials.gov/), which will include all items from the 
WHO Trial Registration Data Set (https://www.who.int/
clinical-trials-registry-​platform/network/who-data-set).

Participants and sampling
All CHWs in each of the 20 eligible PCUs located in 
São José dos Campos will be invited to take part. Indi-
viduals working as a CHWs for less than 3 months will 
be excluded. Each PCU has approximately from 8 to 
12 CHWs, totalling 160 to 240 potential participants. A 
proportion (30%) of refusals to participate and dropouts 
are expected (eg, change in work schedules); therefore, 
we estimate to include approximately 14 PCUs involving 
around 150 participants in the trial.

Method of generating the allocation sequence
Randomisation and allocation will be conducted by 
blinded member of the research team at the PCU level 
using computer-generated random numbers. The PCUs 
whose managers agree to participate will be randomly 
allocated in two parallel groups—experimental group 
or control group—so that all CHWs of a given PCU who 
voluntarily accept to take part can be allocated in the 
same group forming a cluster and reducing the poten-
tial for contamination (eg, sharing knowledge learnt in 
the intervention between PCUs). The allocation will be 
made randomly at 1:1, so that there is the same number 
of PCUs in each group, offering as much as possible 
balanced participation among CHWs from PCUs located 
in the various geographical regions, proportional to the 
total number of PCUs of each region (20%: north, 20%: 
south, 20%: east, 20%: west, 20%: centre). The charac-
teristics of participants (eg, age, gender, time working as 
CHW) will be compared between groups and controlled 
statistically if significant differences are observed.

Before informing the PCUs about the group to which 
their CHWs have been allocated, every CHWs wishing to 
participate will read and sign a consent form. Recruitment 
and enrolment will be conducted by a separate member 
of the team, who will be blinded to the allocation. Then, 
all participants will be invited to complete the baseline 
measures (t1). The experimental group will be informed 
about the dates and timings of the intervention and the 
control group will be told that they will be allocated to a 
waiting list. After the completion of the final assessments 
from both experimental group and control group (t2), 
the intervention will be offered to the control group.

Development of the content of the intervention
Participants within the experimental group will receive 
a group intervention created by the researchers—DO 
(Nurse, Brazil), CG (Gerontologist, Brazil), CF (Psychia-
trist and Epidemiologist, Brazil), FAFdM (Physiotherapist, 
Brazil), EM (Linguist, Brazil), ACAF (Journalist, Brazil), 
NF (Psychologist and dementia researcher, England) and 
SE-L (Stigma expert, England). The researchers have 
extensive experience in research and clinical practice with 
people living with dementia, CHWs and family carers. The 
intervention materials were informed by a rapid scoping 
review conducted by the team on dementia-related stigma 
in Latin America and the Caribbean (unpublished) and 
on the exploratory qualitative work conducted previously 
with people living with dementia, family carers, health-
care providers (including CHWs) and members of the 
public in Brazil.9 26 This was also supplemented with the 
literature on ethical and patient-centred care for people 
living with some type of mental and/or neuropsychiatric 
disorder,29 literature in the area of person-centred care for 
people living with dementia30–33 as well as by evidence for 
effective interventions to reduce stigma in LMICs.11 13 18

The researchers will use audio-visual and printed 
materials containing, for example, videos of people with 
dementia and carers sharing their personal experiences, 
reflexive activities, group discussions and presentations 
through Power Point (table 1).

The group intervention will seek to improve knowl-
edge about dementia as well as attitudes and behaviours 
towards people living with dementia and their carers. 
Figure  1 presents the theory of change to be tested in 
this intervention, including ‘causes of problems’, ‘prob-
lems’, ‘resources’, ‘activities or actions’, ‘mechanisms of 
change’ and ‘expected outcomes’. This logic model was 
developed based on the literature related to stigma and 
dementia as well as on exploratory work conducted previ-
ously in Brazil including experts by experience.9 26 This 
has been presented and discussed among the interna-
tional and multidisciplinary team (Strenghtening Responses 
to Dementia in Developing Countries: STRiDE - www.​stride-​
dementia.​org) for internal validation.34

Active intervention and control
The intervention will be undertaken in different sessions 
with the participants of each PCU allocated to the 
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Table 1  Summary of the intervention components and activities

When Why: what we want to achieve What: topic covered How: method or strategy

Day 1: Building 
knowledge and 
demystifying 
dementia: 
beginning the 
transformation 
process.

Session 
1

	► To understand the general structure of 
the intervention and get to know one 
another, which will be important to build 
a non-judgmental space of trust among 
the individuals and for their spontaneous 
contribution to the activities.

	► To get in touch with individual and shared 
beliefs and questions related to dementia, 
and to gain a better understanding of the 
condition and of the ‘individual behind the 
disease’.

	► What is dementia?
	► What is not dementia?
	► How people living with 
dementia are seen?

	► Before the session starts, we ask 
participants to individually write 
down their views on dementia and 
people living with dementia using 
directed questions.

	► We provide an interactive 
presentation on knowledge and 
common beliefs related to dementia.

	► Each participant reads their 
views and shares with the group 
voluntarily. The group reflects and 
discusses these based on the 
presentation delivered earlier.

Session 
2

	► To understand what dementia is, what 
dementia is not, and what treatment and 
care possibilities exist.

	► To understand how dementia can affect 
people living with dementia and their 
families.

	► To experience, through group dynamics, 
the impacts caused by prejudice, 
discrimination, and negative language on 
the lives of people living with dementia.

	► What is dementia?
	► What is not dementia?
	► Known and unknown, 
modifiable, and non-
modifiable risk factors.

	► Pharmacological and 
non-pharmacological 
interventions can help 
people who live with 
dementia and their 
carers to have quality 
of life.

	► Management and 
control of dementia 
symptoms.

	► This will be a dynamic session in 
which we ask questions to the group 
in one slide, and provide feedback in 
the following slide, and so on.

	► After, we will have the “secret box” 
dynamic: we will distribute individual 
boxes containing two photos of 
famous people and a mirror at the 
end. We ask participants to describe 
the characteristics of the two people 
and then to describe themselves. 
We try to identify differences in 
how they would describe ‘others’ 
and how they would describe 
‘themselves’ to stimulate empathetic 
and non-judgemental approaches.

	► We will hold a reflective and 
introductory debate on stigma, 
prejudice, discrimination, and use of 
language.

	► We will promote reflection on how 
the participants felt when placing 
themselves in the ‘shoes’ of 
someone living with dementia.

Day 2: Breaking 
down labels 
and stereotypes 
and improving 
attitudes 
towards people 
living with 
dementia.

Session 
1

	► To understand how thoughts, feelings, 
attitudes, and behaviours of other people 
affect people living with dementia.

	► To understand that the consequences 
of stigma and discrimination that people 
living with dementia experience are as 
important as knowing the disease itself.

	► To understand the power of language 
as a mechanism of prejudice and 
discrimination.

	► To identify possible behaviours and 
inadequate attitudes towards dementia 
and people living with dementia among 
participants.

	► The importance of 
language, what is said 
and what is not said, in 
relation to people living 
with dementia, as well 
as common stigma 
and discrimination 
practices.

	► Commonly used terms 
that reproduce stigma.

	► This will be a dynamic session in 
which we ask questions to the group 
in one slide, and provide feedback in 
the following slide, and so on.

	► Re-read and hold a debate on the 
answers participants gave on the 
first day, prior to the intervention 
start and compare them with the 
views they have now about people 
living with dementia and their carers.

Session 
2

	► To understand that people living with 
dementia have desires, preferences, 
feelings, and aspirations.

	► To sensitise participants about common 
negative behaviours, thoughts, and 
attitudes towards people living with 
dementia.

	► To develop empathy for the everyday 
issues experienced by people living with 
dementia.

	► The heterogeneity 
of people living with 
dementia.

	► Importance of looking 
at people who live with 
dementia in a holistic 
way, beyond the 
disease.

	► Compassion, 
understanding, and 
empathy for everyday 
situations experienced 
by people living with 
dementia.

	► Show video narratives of people 
living with dementia

	► Hand out two case vignettes to 
participants in which we depict 
two cases of people who develop 
dementia, and they have to read 
these in ‘first person’ as if the story 
described were theirs

	► Hold a group discussion about 
how they felt in reading those 
experiences and about how they 
would have liked to be treated.

Continued
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experimental group. The intervention will be led by 
DO and will consist of three group meetings, held on 3 
consecutive days, lasting 3 hours each, involving all partic-
ipating CHWs from each PCU in each meeting (total=9 
hours over 3 days for all CHWs) (figure 2). This schedule 
was organised in a way that would improve participant’s 
adherence to intervention as they will need to be off 
duty during the study sessions. The control group will 
not receive any activity and will continue with their usual 
routine. We will deliver the same activity after the end of 
the study to individuals from the control group who wish 
to receive it.

Assessment
Primary and secondary outcomes
The primary outcome will be the feasibility of the inter-
vention, including the findings of a nested qualitative 
component. The secondary outcomes will be the stigma-
related measures: knowledge, attitudes and intended 
behaviour. All the outcome measures are described as 
follows.

Baseline and poststudy assessment
Baseline (t0) and poststudy assessments (t2) will be 
the same for both experimental and control groups. 

When Why: what we want to achieve What: topic covered How: method or strategy

Day 3: 
Developing 
compassion 
and empathy 
and 
strengthening 
communication 
and behavioural 
skills.

Session 
1

	► To explain and demonstrate positive 
verbal and non-verbal communication 
strategies.

	► To apply these strategies in groups.
	► To actively try to recognise possible 
transformations in their beliefs, attitudes, 
and behaviours related to people living 
with dementia compared with the 
beginning of the intervention.

	► Practical strategies 
for reflection on 
appropriate ways of 
caring for people living 
with dementia.

	► Positive verbal 
and non-verbal 
communication 
strategies.

	► Content display using slides.

Session 
2

	► To identify inappropriate behaviours and 
attitudes in their own practices.

	► To reflect on how to apply positive verbal 
and non-verbal communication strategies 
learnt in the previous session.

	► To generate feedback on the six sessions 
held.

	► Importance of the 
CHWs work in 
combating the stigma 
of dementia.

	► Real-life-based stories about 
the daily life of people living with 
dementia are presented and 
discussed.

	► Reflections and discussion of the 
theoretical contents discussed in the 
3 days of intervention.

CHWs, community health workers.

Table 1  Continued

Figure 1  Theory of change: stigma and discrimination related to dementia among community health workers.
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Additional feasibility questions (closed and open ques-
tions) will be applied to the experimental group on the 
last day of the intervention as well as in t2, and 15–20 
participants in the experimental group will be invited 
to participate in one-to-one semistructured interviews. 
Apart from the qualitative interviews, the written ques-
tions are all self-administered and will be completed on 
paper. Questionnaires will be distributed and collected 
by an assistant researcher who will be blinded to partic-
ipant allocation. We hope that using anonymous self-
administered questionnaires (identifiable only through 
participant code) will help mitigate any potential risk for 
social desirability bias. We will also highlight to partici-
pants that the questionnaires are not identifiable and 
that any answers they provide will not be linked to their 
names, and that they should be free to answer honestly to 
all the questions without any fear of being judged. The 
researchers applying the intervention will not have access 
to the participants’ responses until the end of data collec-
tion. It is expected that CHWs will take 10 min to 15 min 
to complete all the questions. Considering the acceptance 
of approximately 14 PCUs to participate in the study, it is 
estimated that the total period between t0 and t2 in all 
PCUs will be 90 days.

Sociodemographic and stigma-related outcomes
Sociodemographic questions will include age, gender, 
level of education, religion as well as information on 
previous training and experience with dementia (details 
in online supplemental material II). Stigma-related 
questions (dementia knowledge, attitudes and intended 
behaviour towards people living with dementia) were 
derived from the 2019 Global Stigma and Dementia 
Survey (WAR). The WAR questionnaire has been admin-
istered to more than 70 000 people worldwide, including 
healthcare professionals, members of the public, people 
living with dementia and their carers, through which 
process it has been translated to Brazilian Portuguese.2 
The WAR questions were designed in Likert scale format 
and are concerned with the dementia knowledge, atti-
tudes and anticipated behaviour towards people living 
with dementia. The questions were informed by existing 
validated stigma and discrimination scales35 36 and have 

been validated into a reduced number of items with high 
psychometric performance.2 37

Feasibility assessment
First, a brief evaluation will be conducted on the last day 
of the intervention through discussion and notes will be 
taken by the researchers (eg, relevance, positive and nega-
tive aspects). Then, in t2, additional measures (objective 
and subjective) regarding the feasibility of the interven-
tion will be applied, including a measure of satisfaction 
with the intervention38 and open questions (details in 
online supplemental material II). We will also collate 
information on recruitment rate and retention overall 
and per session, intervention completion rate, evaluation 
measures completion, appropriateness/acceptability and 
fidelity of the intervention. Provisional decision rules 
for what procedures to carry through to the full trial will 
include: retention of at least 70% completing at least two-
thirds of the sessions, less than 15% missing on outcome 
measures and fidelity of at least 75% according to a fidelity 
checklist to be completed by a member of the research 
team in every session.39–41 Qualitative and quantitative 
findings will be collated and reported in a transparent, 
and the decision regarding whether the intervention is 
feasible or not will be taken (plus justified and reported) 
on discussion among the research team.

Nested qualitative component
Two participants from each PCU participating in the 
experimental group (n~14), including those who 
dropped out the study, will be invited to voluntarily partic-
ipate in individual semistructured interviews to explore 
further aspects of feasibility and potential impact of the 
intervention (details in online supplemental material 
III). Interviews will take place on the same day of t2, after 
all the poststudy measures have been completed. The 
sample will be selected purposively, aiming to include 
a variety of sociodemographic characteristics, locations 
and background training on dementia. To reduce the 
potential selection bias based on the interpersonal expe-
rience of the researchers applying the intervention with 
the participants, another member of the team will make 
this selection based on the characteristics reported in the 

Figure 2  Study flow.
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questionnaires, and another researcher will conduct the 
interview itself. The interviews will last a maximum of 60 
min, will be voice recorded, and will be held in a private 
room at the PCUs where the CHWs work.

Data analysis
We will seek to adhere to the steps proposed in the model-
ling phase of the Medical Research Council guidelines 
for developing complex interventions.42 The purpose of 
a feasibility study is not to make a formal analysis of the 
primary outcome, but to evaluate trial processes to deter-
mine whether to progress to a study of effectiveness and 
to estimate parameters needed to design the future trial.42 
Data analysis will be conducted by a researcher who has 
not been involved with the intervention itself and who 
is blinded to the arm allocation. Double data entry and 
checking will be used to ensure accuracy.

We hypothesise that the intervention is feasible and 
might be able to improve knowledge, attitudes and 
intended behaviour in relation to dementia among 
CHWs. Analysis of quantitative data will be based on 
‘intention to treat’, that is, data from all participants will 
be included regardless of their withdrawal from the study 
or not. Descriptive analysis will include central and disper-
sion measures, according to the types (eg, continuous, 
categorical, nominal) and distribution patterns of the 
variables, including number of incomplete responses and 
dropouts, ceiling and floor effects. Differences in levels 
of variables related to dementia stigma, namely, knowl-
edge, attitudes and intended behaviours towards people 
living with dementia, before and after the intervention, 
between groups and between time points (t0 and t2), will 
be analysed using Student’s t test or a non-parametric test, 
according to data distribution. We will measure internal 
reliability (Cronbach’s alpha) and test–retest, levels of 
variance, correlation between sociodemographic vari-
ables and between the different outcome variables. An 
appropriate statistical approach will be chosen to handle 
any missing data depending on its pattern and type of 
variables.

Quantitative feasibility measures will be analysed 
descriptively and will be compared with the results from 
the outcome measures. Feasibility data collected through 
qualitative methods will be analysed in an integrated 
manner using content analysis as well as triangulation 
techniques in NVivo.43 44 In preparation to that, semistruc-
tured interviews will first be transcribed anonymously and 
verbatim.

Ethics and dissemination
This study was approved by the National Commission for 
Ethics in Research in Brazil (CONEP) (n. 5.510.113). 
Every individual taking part will be informed about 
their rights as participants, including the fact that non-
participation will not affect in any way their work status 
or care received at the PCU. Every participant will sign a 
consent form; those participating in the semistructured 

interviews will be required to sign a second consent form 
specific for this research activity.

Safety monitoring procedures have been created to 
protect participants and researchers, including safety 
measures to prevent emotional impact and the spread 
of COVID-19 (eg, mandatory vaccination and use of 
mask during any study activity as well as physical distance 
during the study. All personal information about poten-
tial and enrolled participants will be collected, shared 
and maintained in line with the norms and regulations 
of the Brazilian National Ethics Committee (http://www.​
conselho.saude.gov.br/comissoes-cns/conep) regarding 
confidentiality measures stated in order to protect 
confidentiality before, during and after the study. Any 
important protocol modifications will be immediately 
communicated to the Research Ethics Committee and 
the study will be stopped until an approval is obtained 
for the study to continue. The study will not have a data 
monitoring committee as this is not required for a feasi-
bility non-pharmacological study in Brazil.

We plan to disseminate this study in open-access scien-
tific and community events related to dementia. The 
intervention materials will be published online and will 
be available for use by anyone who wishes to translate, 
adapt and implement it. Our research team works closely 
with policymakers as part of a national advisory team, 
which we hope will help increase the possibility of such 
intervention to be applied in more settings in Brazil. An 
antistigma intervention toolkit will be informed by this 
study will be accessible nationally in Brazil and globally 
through open-access publication to support researchers 
and practitioners with the implementation of dementia-
related antistigma actions.

Patient and public involvement
Through a series of focus groups and semistructured 
interviews, we have explored the views of family carers, 
people living with dementia, healthcare workers and 
members of the public about stigma and discrimination 
related to people living with dementia. The findings from 
this exploratory activity have informed the development 
of the intervention. We have also presented and discussed 
this intervention protocol among the international and 
multidisciplinary team (Strenghtening Responses to Dementia 
in Developing Countries: STRiDE - www.​stride-​dementia.​org) 
for internal validation.34 As this is a protocol for a feasi-
bility study, which involves both quantitative and qual-
itative procedures, we aim to gather participants’ views 
about the intervention as part of the study itself in order 
to improve it for a future trial. We will also continue to 
consult our international consortium, which includes 
experts by experience, about the various methodological 
and practical aspects of the work as it progresses.

Planned study dates
We plan to start the study in August 2022 and to end it in 
January 2023.
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DISCUSSION
The number of people living with dementia in Brazil is 
likely to increase in the next decades; however, the number 
of people who are undiagnosed remains high and there 
is limited access and availability of appropriate support. 
Improving knowledge, attitudes and behaviour of health-
care workers towards people living with dementia is a 
global health priority. In doing so, this is likely to reduce 
the stigma and discrimination experienced by people 
living with the condition, protect the quality of their 
lives, improve diagnosis rates and quality care. Antistigma 
interventions have been successful in other countries 
and disease contexts, such as other mental health condi-
tions and HIV. However, there is a paucity of research on 
antistigma interventions related to dementia, particularly 
targeting healthcare workers.

To our knowledge, this is the first antistigma interven-
tion related to dementia to be conducted in Brazil and we 
are not aware of any other similar intervention in other 
Latin American countries. We will target CHWs who are 
the first point of healthcare access for people living with 
dementia in the community and we hope that this will help 
increase the number of people living with dementia who 
are identified and attended by the healthcare systems. As 
CHWs work alongside multidisciplinary teams, we hope 
that the learning experiences achieved through this inter-
vention will be shared among other members of the team, 
contributing to a further reach of the intervention and 
higher impact. The measures of feasibility included in 
this protocol will be paramount to ensure that the inven-
tion is acceptable, relevant and effective to be applied 
in a future randomised controlled trial in Brazil and in 
other LMICs. An antistigma toolkit will be created from 
the intervention will also help ensure fidelity of future 
trials as well as applicability in PCUs whose teams have 
the opportunity to apply it in their territories.
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SUPPLEMMENTARY MATERIAL I 
 
 
SPIRIT 2013 Checklist: Recommended items to address in a clinical trial protocol and related documents* 

Section/item Item 
No 

Description Addressed on 
page number 

Administrative information 
 

Title 1 Descriptive title identifying the study design, population, interventions, and, if applicable, trial acronym ______1______ 

Trial registration 2a Trial identifier and registry name. If not yet registered, name of intended registry ______5_______ 

2b All items from the World Health Organization Trial Registration Data Set ______5_______ 

Protocol version 3 Date and version identifier ______5_______ 

Funding 4 Sources and types of financial, material, and other support ______16______ 

Roles and 

responsibilities 

5a Names, affiliations, and roles of protocol contributors ______16______ 

5b Name and contact information for the trial sponsor ______16______ 

 5c Role of study sponsor and funders, if any, in study design; collection, management, analysis, and 

interpretation of data; writing of the report; and the decision to submit the report for publication, including 

whether they will have ultimate authority over any of these activities  

 

______16_____ 

 5d Composition, roles, and responsibilities of the coordinating centre, steering committee, endpoint 

adjudication committee, data management team, and other individuals or groups overseeing the trial, if 

applicable (see Item 21a for data monitoring committee) 

 

 

 

______NA_____ 
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Introduction 
   

Background and 

rationale 

6a Description of research question and justification for undertaking the trial, including summary of relevant 

studies (published and unpublished) examining benefits and harms for each intervention 

______2-4____ 

 6b Explanation for choice of comparators ______4______ 

Objectives 7 Specific objectives or hypotheses ______5______ 

Trial design 8 Description of trial design including type of trial (e.g., parallel group, crossover, factorial, single group), 

allocation ratio, and framework (e.g., superiority, equivalence, noninferiority, exploratory) 

 

______5______ 

Methods: Participants, interventions, and outcomes  

Study setting 9 Description of study settings (e.g., community clinic, academic hospital) and list of countries where data will 

be collected. Reference to where list of study sites can be obtained 

_____5________ 

Eligibility criteria 10 Inclusion and exclusion criteria for participants. If applicable, eligibility criteria for study centres and 

individuals who will perform the interventions (e.g., surgeons, psychotherapists) 

_____5_______ 

Interventions 11a Interventions for each group with sufficient detail to allow replication, including how and when they will be 

administered 

_____6-11_____ 

11b Criteria for discontinuing or modifying allocated interventions for a given trial participant (e.g., drug dose 

change in response to harms, participant request, or improving/worsening disease) 

_____NA______ 

11c Strategies to improve adherence to intervention protocols, and any procedures for monitoring adherence 

(e.g., drug tablet return, laboratory tests) 

______10_______ 

11d Relevant concomitant care and interventions that are permitted or prohibited during the trial _____NA______ 

Outcomes 12 Primary, secondary, and other outcomes, including the specific measurement variable (e.g., systolic blood 

pressure), analysis metric (e.g., change from baseline, final value, time to event), method of aggregation 

(e.g., median, proportion), and time point for each outcome. Explanation of the clinical relevance of chosen 

efficacy and harm outcomes is strongly recommended 

 

_12-13, Supp. 1__ 
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Participant timeline 13 Time schedule of enrolment, interventions (including any run-ins and washouts), assessments, and visits for 

participants. A schematic diagram is highly recommended (see Figure) 

12-13 and Fig. 1 

Sample size 14 Estimated number of participants needed to achieve study objectives and how it was determined, including 

clinical and statistical assumptions supporting any sample size calculations 

_____5_______ 

Recruitment 15 Strategies for achieving adequate participant enrolment to reach target sample size _____10______ 

Methods: Assignment of interventions (for controlled trials) 
 

Allocation:    

Sequence 

generation 

16a Method of generating the allocation sequence (e.g., computer-generated random numbers), and list of any 

factors for stratification. To reduce predictability of a random sequence, details of any planned restriction 

(e.g., blocking) should be provided in a separate document that is unavailable to those who enrol 

participants or assign interventions 

_____5-6______ 

Allocation 

concealment 

mechanism 

16b Mechanism of implementing the allocation sequence (e.g., central telephone; sequentially numbered, 

opaque, sealed envelopes), describing any steps to conceal the sequence until interventions are assigned 

____5-6_______ 

Implementation 16c Who will generate the allocation sequence, who will enrol participants, and who will assign participants to 

interventions 

____5-6_______ 

Blinding (masking) 17a Who will be blinded after assignment to interventions (e.g., trial participants, care providers, outcome 

assessors, data analysts), and how 

__5-6, 12-14__ 

 17b If blinded, circumstances under which unblinding is permissible, and procedure for revealing a participant’s 
allocated intervention during the trial 

____NA_______ 

Methods: Data collection, management, and analysis 
 

Data collection 

methods 

18a Plans for assessment and collection of outcome, baseline, and other trial data, including any related 

processes to promote data quality (e.g., duplicate measurements, training of assessors) and a description 

of study instruments (e.g., questionnaires, laboratory tests) along with their reliability and validity, if known. 

Reference to where data collection forms can be found, if not in the protocol 

____12-14_____ 
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 18b Plans to promote participant retention and complete follow-up, including list of any outcome data to be 

collected for participants who discontinue or deviate from intervention protocols 

___12-13__ 

Data management 19 Plans for data entry, coding, security, and storage, including any related processes to promote data quality 

(e.g., double data entry; range checks for data values). Reference to where details of data management 

procedures can be found, if not in the protocol 

______12____ 

Statistical methods 20a Statistical methods for analysing primary and secondary outcomes. Reference to where other details of the 

statistical analysis plan can be found, if not in the protocol 

______14____ 

 20b Methods for any additional analyses (e.g., group and adjusted analyses) _____14______ 

 20c Definition of analysis population relating to protocol non-adherence (e.g., as randomised analysis), and any 

statistical methods to handle missing data (e.g., multiple imputation) 

 

_____14______ 

Methods: Monitoring 
 

Data monitoring 21a Composition of data monitoring committee (DMC); summary of its role and reporting structure; statement of 

whether it is independent from the sponsor and competing interests; and reference to where further details 

about its charter can be found, if not in the protocol. Alternatively, an explanation of why a DMC is not 

needed 

____15______ 

 21b Description of any interim analyses and stopping guidelines, including who will have access to these interim 

results and make the final decision to terminate the trial 

____NA_______ 

Harms 22 Plans for collecting, assessing, reporting, and managing solicited and spontaneously reported adverse 

events and other unintended effects of trial interventions or trial conduct 

_____15_____ 

Auditing 23 Frequency and procedures for auditing trial conduct, if any, and whether the process will be independent 

from investigators and the sponsor 

_____14____ 

Ethics and dissemination  

Research ethics 

approval 

24 Plans for seeking research ethics committee/institutional review board (REC/IRB) approval _____14, 15___ 
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Protocol 

amendments 

25 Plans for communicating important protocol modifications (e.g., changes to eligibility criteria, outcomes, 

analyses) to relevant parties (e.g., investigators, REC/IRBs, trial participants, trial registries, journals, 

regulators)  

______14_______ 

Consent or assent 26a Who will obtain informed consent or assent from potential trial participants or authorised surrogates, and 

how (see Item 32)  

_____6, 12______ 

 26b Additional consent provisions for collection and use of participant data and biological specimens in ancillary 

studies, if applicable 

______NA______ 

Confidentiality 27 How personal information about potential and enrolled participants will be collected, shared, and maintained 

in order to protect confidentiality before, during, and after the trial  

_____13-14_____ 

Declaration of 

interests 

28 Financial and other competing interests for principal investigators for the overall trial and each study site ______17_____ 

Access to data 29 Statement of who will have access to the final trial dataset, and disclosure of contractual agreements that 

limit such access for investigators 

______15_____ 

Ancillary and post-

trial care 

30 Provisions, if any, for ancillary and post-trial care, and for compensation to those who suffer harm from trial 

participation 

___14-15______ 

Dissemination policy 31a Plans for investigators and sponsor to communicate trial results to participants, healthcare professionals, 

the public, and other relevant groups (eg, via publication, reporting in results databases, or other data 

sharing arrangements), including any publication restrictions 

______15_____ 

 31b Authorship eligibility guidelines and any intended use of professional writers ______16______ 

 31c Plans, if any, for granting public access to the full protocol, participant-level dataset, and statistical code ______15______ 

Appendices 
   

Informed consent 

materials 

32 Model consent form and other related documentation given to participants and authorised surrogates  ______16_______ 

Biological 

specimens 

33 Plans for collection, laboratory evaluation, and storage of biological specimens for genetic or molecular 

analysis in the current trial and for future use in ancillary studies, if applicable 

______NA_____ 
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*It is strongly recommended that this checklist be read in conjunction with the SPIRIT 2013 Explanation & Elaboration for important clarification on the items. 

Amendments to the protocol should be tracked and dated. The SPIRIT checklist is copyrighted by the SPIRIT Group under the Creative Commons 

“Attribution-NonCommercial-NoDerivs 3.0 Unported” license. 
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Supplementary material II 

Baseline and post-study assessment 

 

Sociodemographic and work-related data 

1. Date of birth: _____________ 

2. Age: _______ 

3. Sex:   Female (   )                    Male (    )                  Prefer not to say (    ) 

4. School attendance: 

Primary school (    )                Middle school (   )            Undergraduate degree or above (   ) 

5. Religion:  None (     )          Catholic (     )           Evangelical (    )        Other: 

_________________                   

          Prefer not to say (     ) 

6. Race: Black (     )    White (     )  Mixed-race (     )    Yellow (     )    Prefer not to say (     ) 

7. PCU name: ____________________________________________________ 

8. Number of months\years working as a CHW ___________________________ 

9. Do you have any personal experience working with people living with dementia or carers? 

Yes (   )                         No (   )                    Does not know or cannot remember (   )  

10. Do you have any professional experience working with people living with dementia or 

carers? 

Yes (   )                         No (   )                    Does not know (   )                     Cannot 

remember  (   )             

11. Have you ever had any training on dementia? 

Yes (   )                         No (   )                    Does not know (   )                     Cannot 

remember  (   )             

12. If you said yes to the question above, when was this training and what was the focus?  

Month and year: __________________________ 

Topic: ___________________________________________________ 

 

Global Survey on Stigma and Dementia (2019) 

Questions on knowledge, attitudes and intended behaviours related to people living with 

dementia. Items available upon request: https://www.alzint.org/resource/world-alzheimer-

report-2019/ 

 

Feasibility 

Satisfaction with the intervention (Wang et al., 2017) 
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Instruction: Please read each of the items below and circle the answer that best reflects your 

opinion. We are trying to improve the intervention you participated in, so please be as honest 

as possible with your answers so we can do better in the future. 

Questions Strongly 

disagree 

Disagree I neither agree 

nor disagree 

Agree Strongly 

agree 

1. Before participating in the 

program, my knowledge 

about dementia and 

caring for people living 

dementia was very 

limited. 

1 2 3 4 5 

2. This program has helped 

me learn new knowledge 

on dementia and care for 

people living with 

dementia. 

1 2 3 4 5 

3. The activities were 

necessary and useful. 

1 2 3 4 5 

4. The discussions improved 

my learning in relation to 

people living with 

dementia.  

1 2 3 4 5 

5. Discussions on how to 

translate knowledge into 

practice helped me think 

about how to apply 

knowledge in my practice. 

1 2 3 4 5 

6. The materials were clear 

and informative. 

1 2 3 4 5 

7. Overall, the program has 

reached my expectations. 

1 2 3 4 5 

8. Overall, I believe the 

program will help improve 

my work with people living 

with dementia and their 

carers. 

1 2 3 4 5 
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Open questions 

Please answer the questions below with your opinions about your participation in this 

project. We are trying to improve the intervention you participated in, so please be as honest 

as possible with your answers so we can do better in the future. 

 

1. Would you recommend this program for another CHW? Why?  

 

2. Overall, from 0 to 10, how satisfied were you with your participation in the program? 

Why? (0- no satisfied at all, 10- very satisfied) 

 

3. What did you like the most in this programme? Why? 

 

4. What did you not like in this programme? Why? 

 

5. Was there anything that got in the way of your participation? If so, what was it? 

 

6. What\How could the program be improved? 

 

7. Have you talked about any of the aspects discussed in this programme with anyone? 

 

8. How do you think participation in this program may have affected or will affect your 

practice as CHW? 

 

9. Could you give a concrete example of any change that has already occurred in your 

CHW’s activities in relation to people living with dementia and their families after your 

participation in the program? If you believe there has been no change, answer "no." 
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Supplementary material III 

Interview schedule 

Introduction 

1. Thank the participant for taking part 

2. The purpose of the interview 

I'm part of a project called STRiDE. The idea of the project is … 

We would like to hear your ideas and suggestions related to your participation in this project, 

so I'm going to ask you a few questions about this. I have here a list of questions and topics 

that will serve as a general guide on what I would like to talk to you about today, but this is 

flexible since the most important thing is that we talk about what is important to you. 

The duration of the interview depends on your availability and interest. It usually lasts 60 

min, but we can use more or less time. You can stop the interview at any time if you don't 

want to continue. It's okay if you want to take a break when you feel the need. 

3. Reminder of ethical issues related to consent, anonymity, confidentiality, and 

safety measures 

4. Presentations 

5. Questions 

Is there anything else you'd like to know about your participation or any other questions you 

may have? 

6. Interview 

1. Why did you decide to participate in this study? 

2. What do you remember the most of what we covered in the sessions? 

3. How would you describe the training and key messages covered? 

4. Could tell me about any learning points you had through this programme? 

5. What did you like the most and what did you like the least about this program? 

6. Do you think the duration of the sessions and the whole study were sufficient or should be 

shorter or longer? Why is that? 

7. If you could participate again, what would you like to be different? 

8. What do you think we could do to get as many CHWs as possible involved in activities like 

this? 

9. Do you consider that your participation in the programme is likely to change your practice 

as a CHW with people living with dementia and their carers in any way? Why\How? 

10. Do you think participating in this programme and applying what you’ve learned in 

practice can help improve the care provided for people living with dementia and their carers 

in any way in real life? Why\How? 

11. In your opinion, is there anything you think would limit how much you can put in practice 

what you learned during the intervention? Could you explain why? 
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12. In relation to the previous question, how could we researchers mitigate such factors? 

13. Would you recommend this program to someone? Why is that? 

14. Do you have any other comments to make about the intervention? 

 

End of interview 

1. Remind the participant about the end of the interview. 

2. Thank the participant for their valuable contributions. 

3. Tell the participant what will happen now (e.g. how the data will be used). 
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