Wellcome Open Research Wellcome Open Research 2023, 6:158 Last updated: 23 NOV 2023

'.) Check for updates

RESEARCH ARTICLE

The feasibility of establishing parent support groups for
children with congenital Zika syndrome and their families: a

mixed-methods study [version 3; peer review: 2 approved]

Tracey Smythe ™1, Veronika Reichenberger =1, Elisa Maria Pinz6n?,
Isabel Cristina Hurtado?, Luisa Rubiano3, Hannah Kuper =1

TLondon School of Hygiene & Tropical Medicine, London, UK
2Secretaria deSalud de Valle del Cauca, Cali, Colombia
3Fundacién Casa GAMI, Cali, Colombia

V3 First published: 17 Jun 2021, 6:158 Open Peer Review
https://doi.org/10.12688/wellcomeopenres.16839.1
Second version: 25 May 2023, 6:158 7
https://doi.org/10.12688/wellcomeopenres.16839.2 Approval Status
Latest published: 07 Jun 2023, 6:158
https://doi.org/10.12688/wellcomeopenres.16839.3 1 2
version 3 v
Abstract (revision) View
Background: The 2015 - 2016 Zika epidemic highlighted gaps in 07 Jun 2023
health and social care services for parents of children with
developmental disabilities. In response, we developed the ‘Juntos’ version 2
intervention, a 10 week.commu.n|ty-based.early intervention support (revision)
group for parents of children with congenital Zika syndrome (CZS). 25 May 2023
The intervention's components include participatory learning
sessions, practical skill acquisition, peer support, and psychological . - v
support, aiming to improve caregiver's knowledge and confidencein ~ Version1 .
17 Jun 2021 view view

caring for their children. This study aimed to evaluate the feasibility of
implementing ‘Juntos’ in Colombia.
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caregivers between 2017 and 2018. One researcher observed each
group. Data were collected from: observation notes from 40 sessions,
focus group discussions held after each session, pre- post intervention
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conducted with four facilitators, 12 caregivers and three stakeholders.
We used the Bowen framework in data analysis. USA

Results: The feasibility evaluation revealed that 'Juntos' was highly Portland State University, Portland, USA
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improved after programme enrolment.

Conclusion: The 'Juntos' intervention demonstrated high
acceptability, demand, and practicality in supporting parents of
children with CZS in Colombia. However, its implementation faces
challenges due to existing gaps in health system support for children
with CZS.
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syndrome, family, caregiver, Colombia
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113783’ Amendments from Version 2

The revised version of the article incorporates important changes
based on the peer reviewer's feedback. It provides more detailed
information about the research assistants' role, particularly in
the cognitive interviews, to facilitate replication in future studies.
Additionally, the article includes additional information on the
sessions, describing the flow and collaboration between the
parent expert and professional to enhance understanding and
potential replication. The involvement of children and siblings

in the sessions is clarified, and the limitations and potential
reasons for non-significant findings are discussed, emphasising
the complexities of assessing the effectiveness of parent support
groups. These revisions aim to improve clarity, replicability, and
the overall quality of the article.

Any further responses from the reviewers can be found at
the end of the article

Abbreviations
CZS: Congenital Zika Syndrome, ZIKV: Zika Virus, CP: cerebral

palsy

What this study adds
. A parent group intervention is likely feasible to deliver
in Colombia.

. It provides a unique approach to harness knowledge,
experience and skills of families.

. Parent groups improve care provision for children
with CZS.

. Parent groups build peer support for families of
children with CZS.

Introduction

Zika virus infection during pregnancy can cause microcephaly
and other congenital anomalies'. Common features charac-
terising congenital Zika syndrome (CZS) include spasticity,
seizures, eating difficulties, irritability, ocular anomalies, hearing
loss, and abnormal neuroimaging™’. As of January 2018,
Colombia reported 248 CZS cases to the Pan American Health
Organization (PAHO)*. These cases represent the tip of the
iceberg of CZS, and there are an estimated 276,100 children
under five years with developmental disabilities more broadly
in Colombia (2016 estimate)°.

Developmental disabilities, which include CZS, are a heteroge-
neous group of conditions that can impact on the development
of children’s function (e.g. sensory, cognitive, physical)
and contribute to child morbidity®. However, the impact of
developmental disabilities extends beyond the functioning of
the child, and includes social, economic, mental health and
emotional wellbeing consequences for the child and the
family’*. Therefore, the child and family have complex needs,
including medical, educational, psychosocial and livelihood
support. Services to meet these needs require a twin track
approach to (1) encourage inclusion of children with disabilities
in mainstream early child development, and (2) offer targeted
approaches to address disability-specific issues’.
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Currently, health responses for CZS have mainly focussed on
clinical needs. Our needs analysis in Brazil demonstrated a
support programme for families of children with CZS was rel-
evant and needed and a parent group intervention to provide
psychosocial support and improve the skills of caregivers to
optimally care for their child may fill an important gap in
the Zika response’. We used evidenced-based approaches to
develop the ‘Juntos’ intervention to address this gap'®'*. ‘Juntos’
(meaning ‘together’ in Portuguese and Spanish) consists of
10-modular weekly group sessions offered over a three-month
period, in the community. The programme includes participa-
tory learning about a range of topics (Table 1). The curriculum
emphasizes practice, problem-solving, and peer support through
the group structure, and minimises didactic interactions between
allied health professionals and parent participants. Each
session includes icebreaker activities, practical sessions and
group discussions, and a psychological support component, and
lasts approximately 3—4 hours. Programme material is available
from www.ubuntu-hub.org.

The participatory sessions with 8—10 caregivers are conducted
by two trained facilitators: a parent of child with developmental
disability (‘expert mother’) and a health professional (physi-
otherapist, occupational therapist, speech and language therapist
or nurse). The health professional facilitates the technical aspects
of skill acquisition and practice of techniques, such as feed-
ing positions. The expert mother helps to foster a participatory
and equal atmosphere, and encourages the sharing of learning
between caregivers. The therapists and expert parents complete
a joint standardised five-day facilitators training programme
to prepare them for the delivery of the intervention, which
includes practice of how to facilitate small group discussions, how
to teach a practical skill, and takes a rights-based adult learning
approach to content delivery. A structured manual supports
their delivery of the sessions and that a consistent approach is
taken.

To support the facilitators, project coordinators provide
guidance and assistance through telephone, email, and/or
WhatsApp communication channels. The groups are held at
local community facilities like health centers, local organization
offices, or schools to minimise travel time for participants and
foster relationships among those living near each other. Nine
sessions are specifically for caregivers and their children, while
one session is open for other community members to attend.
Caregivers are encouraged to attend with their children and
involvement of siblings is encouraged. The sessions follow
participatory principles and adult learning theory. Participants
actively share their experiences and realities, promoting peer
support, critical thinking, and mutual problem-solving. The
sessions begin with a light-hearted icebreaker to encourage
comfortable interaction and warm up the conversation. Par-
ticipants engage in a series of activities, open discussions, pair
work, explanations, and demonstrations. This participatory
approach allows participants to learn from each other, enhanc-
ing their knowledge and skills. A notable aspect of the Juntos
program is the integration of a component focused on car-
egiver emotional well-being. This approach considers emotional
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Table 1. Juntos intervention module topics.

Module number and title

1: Introduction

Topics covered

About the programme
Information about Zika and CZS
How to find information
Personal stories

Introducing your close family and friends

2: Our child

Development milestones for young children

Determining your child’s progress
Managing irritability and crying

3: Positioning and moving

4. Eating and drinking

How to position children who need assistance
How to assist children to learn to move

Feeding challenges

Practical skills to address challenges for your child

5: Communication

Importance of communication

Practical advice to help your child communicate

Importance of play for children to develop and learn

6: Play and early stimulation

Early stimulation

Making simple toys
Inclusion of play in the family and broader community

7. Everyday activities

How to use everyday activities to help your child develop

Managing seizures

Understand the context of disability rights

Education
8. Uniting our voices

Communicating with your health team

Advocating

Who is in your community?
Common barriers to inclusion
Addressing negative attitudes and exclusion

9. Our community

Social Activity

10. Next steps

support as an integral part of health work rather than a
separate effort. The sessions include dedicated time for discuss-
ing emotional well-being, providing participants with a safe
space to address their concerns.

A feasibility study was undertaken from August 2017 to June
2018 with six parent groups in two locations of Brazil — Rio de
Janeiro and Greater Salvador, Bahia'’. Satisfaction and accept-
ability were high and demand was expressed by participants,
facilitators, co-ordinators and stakeholders'""'>. A question remains
of the feasibility in other settings. Consequently, the aim of the
current study is to evaluate the feasibility of implementation
of ‘Juntos’ in the context of Colombia.

Summing up
Planning next steps for yourself and the group

Methods

Ethics approval for the study was granted from the London School
of Hygiene & Tropical Medicine (LSHTM) (No 15986 /RR/
11098) and Comité de etica e investigacion Asistencia cientifica
de Alta complejidad (CEIACAC) Bogota (No CEI-022-19).

A mixed-methods study was undertaken in Cali May 2019-—
February 2020 to assess feasibility across four Juntos groups.

Participants

Participants were caregivers of children with CZS (for this
study defined as any child with impairments that can be directly
attributed to Zika) identified through the database from the
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Public Health Surveillance System by a search filter for molec-
ular diagnosis of ZIKV. Authors BMP and ICH had access
to the database. The impairments in children ranged from mild
cognitive, communication or functional skill delay to severe
delay in all three developmental categories. Inclusion was
restricted to children aged six months to five years, living within
one hour of where ‘Juntos meetings’ were held, for whom
informed written consent was obtained from the carer. Consent
was obtained for participation in groups and publication of
results. Children were ineligible if they had a condition requir-
ing inpatient treatment at the time of intervention delivery (e.g.
pneumonia) or were in institutional care.

Four Juntos groups were established, each including 8-10
caregivers. Study size was informed by the previous study
in Brazil”. Each group met weekly for approximately four
hours for ten sessions. The groups were facilitated by one expert
mother (of a child with CZS) paired with one health profes-
sional (physiotherapist or nurse). The study site co-ordinators
identified and selected the facilitators. The health profession-
als and expert mothers completed a joint standardised four-day
facilitators training programme to prepare them to deliver
‘Juntos’. The facilitators training programme was undertaken
in Cali with an experienced trainer from the Brazil study and
a trainer from the UK team (TS). The training included an
introduction to the Juntos programme, exploring the empower-
ment journey for caregivers and understanding the fundamen-
tals of a participatory approach, practising group activities from
the Juntos manual and facilitating a small group, self-reflection
and peer feedback, safeguarding and protection, and the role
of monitoring and evaluation of groups. The expert mother
was paid the same as the facilitator therapist (approximately
USD 400 per month). Transport costs were reimbursed for all
facilitators and all participants.
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Feasibility framework

We used the Bowen framework to assess feasibility in this
study'?, and therefore focussed on the following eight components:
acceptability, demand, implementation, practicality, adaption,
integration, expansion, and limited efficacy (Table 2).

Data collection and management

Data were collected from participants, facilitators, key
stakeholders and through our cost tracking tools. All data
collection tools were cognitively tested for understanding
and administered in Spanish by the research assistants. The
research assistants had two main roles: observing sessions,
providing rapid feedback to participants and facilitators for
program adjustments, and conducting baseline and end-line
questionnaires, as well as semi-structured interviews with
participants and facilitators. The researchers were all female
and had backgrounds in allied health, although this was not a
mandatory requirement for the position. A one-day training
workshop was conducted before the first group.

Data included:
1. Participant data
Research assistants administered paper-based questionnaires
the week prior to commencing the first session and within a
week of completing the final group session. Questionnaires were
administered at the site of the group sessions and included the
following items (see Appendix 1, Extended data®):

. Socio-demographic characteristics of the child and

caregiver (baseline only)

. Understanding and knowledge about the child’s

condition by the caregiver

. Perceived unmet needs and main goals for the
intervention by the caregiver

Table 2. The eight areas proposed by Bowen et al. (2009).

Area of focus The feasibility study asks...

Acceptability
deliverers? To program recipients?”

Demand

Implementation

Practicality

“To what extent is a new idea, program, process or measure judged as suitable, satisfying, or attractive to program

“To what extent is a new idea, program, process, or measure likely to be used (i.e., how much demand is likely to exist?)”

“To what extent can a new idea, program, process, or measure be successfully delivered to intended participants in
some defined, but not fully controlled, context?”

“To what extent can an idea, program, process, or measure be carried out with intended participants using existing

means, resources, and circumstances and without outside intervention?”

Adaptation
or with a different population?”

Integration

Expansion
or service?

Limited efficacy
in a highly controlled setting?”

“To what extent does an existing idea, program, process, or measure perform when changes are made for a new format

“To what extent can a new idea, program, process, or measure be integrated within an existing system?”

To what extent can a previously tested program, process, approach, or system be expanded to provide a new program

“Does the new idea, program, process, or measure show promise of being successful with the intended population, even
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. The PedsQL™ Family Impact Questionnaire Mod-
ule (Colombian Spanish version)'®. This is a Likert
scale questionnaire to assess health related quality
of life and family functioning. It includes 36 items
across the eight dimensions of physical functioning,
emotional functioning, social functioning, cognitive
functioning, communication, worry, daily activities,
and family relationships.

. The Cantril scale'” for assessing subjective quality
of life of caregiver and of child, implemented as
a 10 point ladder. Respondents are presented with
image of a 10 rung ladder, asked to imagine the best
possible life for them being a 10, and the worst pos-
sible life being a 0. They are then asked to rate their
own current lives on that O to 10 scale

. Review of goals achieved (endline only)

o Satisfaction (scored out of five for satisfaction
with the content, organisation and facilitators) and
qualitative reflections on the intervention (endline only)

Semi-structured interviews were undertaken with 2-3 purpo-
sively sampled participants per group in order to reflect a broad
range of perspectives (e.g. gender, age, high attenders, low
attenders) (see Appendix 2, Extended data). Interviews were
undertaken in Spanish by the research assistants after the final
session of each group at the study site. They used a topic guide
focussed on satisfaction with, and perceived impact of, the
group intervention. They facilitated the conversation with
participants, asking questions based on the topic guide and
encouraging open and honest responses. The research
assistants were skilled in creating a comfortable and supportive
environment, which fostered candid feedback from the par-
ticipants. The interviews took between 45 and 60 minutes, and
were audio recorded, transcribed and translated to English.

2. Facilitator data

Semi-structured interviews with each facilitator (total = 4) using
a topic guide focussed on the reflections and lessons learned,
perception of participants’ engagement and impact of ‘Juntos’
(see Appendix 3, Extended data"). Interviews were undertaken
in Spanish by the research assistants at the study site within a
week after the 10th session of the final group. The interviews
took between 45 and 60 minutes, and were audio recorded,
transcribed and translated to English.

3. Key stakeholders data

Semi-structured interviews with the study team leaders in
Cali, two project coordinators and a senior medical provider,
using a topic guide that focussed on practical components of
implementing the sessions, reflections on lessons learned and
potential future expansion (see Appendix 4, Extended data®).
Interviews were undertaken over video call in Spanish by VR, a
female visual anthropologist. The interviews took between thirty
and forty-five minutes, and were audio recorded, transcribed
and translated to English.
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4. Cost data

Weekly cost data were collected by LR and included room
rental, equipment, transport and refreshments for participants and
facilitators. Budgets were analysed and summary statistics
used to establish an overall cost for delivery of the intervention,
and cost per participant.

The research assistants also observed the sessions, made notes
on logistics (e.g. timeliness, equipment required), the environ-
ment created by facilitators (e.g. room set up), the response
of participants (e.g. contributions and participation) and
response of children (e.g. irritability, engagement).

Data analysis

Data analysis was guided by the Bowen feasibility framework.
Qualitative data were analysed deductively with a framework
analysis approach'®. A social scientist fluent in English and
Spanish (VR) coded the interview responses. Analysis was
evaluated by research team (TS), to ensure that interpretations
were credible and valid. Frequent discussions with the research
team took place throughout the data analysis phase. We under-
took a narrative synthesis of the findings and reported the results
according to the consolidated criteria for reporting qualitative
research (COREQ)", which is a 32-item checklist.

Quantitative data was analysed using descriptive and
inferential statistics within a statistical package (STATA.16).
Socio-demographic  characteristics of the caregiver and
child were descriptively compared through frequencies and
percentages. On the PedsQL Generic Core Scales, items were
reversed scored and linearly transformed to a 0-100 scale as
recommended”. T-tests were used to compare the PedsQL
scores for families, and Cantril scale for both caregiver and
child, before and after the intervention. The satisfaction of
content, organisation and facilitator quality were compared and
analysed descriptively.

During data synthesis, the research team sought to use quan-
titative data to explain and illustrate qualitative findings, and
look for congruence and incongruence between qualitative and
quantitative findings.

Results

A total of 34 families were recruited and characteristics of
enrolled caregivers and children with CZS are shown in Table 3.
The number of families enrolled in the four groups ranged from
six to 10 families.

Acceptability

‘Juntos’ was considered to be acceptable and highly valued
by the participants in three key ways: (1) it provided the
opportunity to engage with others in similar situations;
(2) it targeted areas that caregivers believed they needed help
with; and (3) the use of expert mothers facilitated greater
understanding of session content and encouraged provision of
mutual support.
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Table 3. Sociodemographic and health data of participants.

A. Enrolled primary caregiver, n= 34

Characteristic
Mean age
15 - 20 years old
21 - 25years old
26 - 29 years old
30 - 39 years old
40 - 60 years old
61 years and above
Sex
Female
Male
Highest education
Never attended school
Primary school
Junior school
Senior school
Job training
University
Ability to work in the previous month
No
Yes
Housing situation
Home owner/family owned
Rented
Other
Relationship status
Married or civil partnership
Divorced/separated
Widow

Single/never married

N (%) or mean + SD

3 (9%)
11 (32%)
6 (18%)
11 (32%)
2 (6%)

1 (3%)

33 (97%)

1(3%)

3 (9%)
13 (38%)
0 (0%)
13 (38%)
5(15%)

0 (0%)

22 (65%)

12 (35%)

10 (29%)
23 (68%)

1(3%)

25 (74%)
2 (6%)
0 (0%)

7 (20%)

Wellcome Open Research 2023, 6:158 Last updated: 23 NOV 2023

B. Enrolled child, n=34

Sex
Female 19 (56%)
Male 15 (44%)

Mean age in months 26 months + 11 months

History of convulsions 16 (47%)
Diagnosis of epilepsy 14 (41%)
Up to date immunisations 31 (91%)
History of diarrhoea in last two weeks 5 (15%)
History of fever in last two weeks 8 (24%)
History of rapid or difficulty breathing 2 (6%)

in last two weeks

Participants reported finding a shared social identity and
valued the opportunity to share personal experiences and
problem solve together with others who understood their
circumstances.

“l shared with other moms and learned about more
children with the same condition as my daughter”
Participant 03

“Before we started 1 was always exhausted. 1 felt tired,
depressed and bored. But now, what I have done here
has helped me overcome these feelings because [
have met other mothers. I know their issues, and that
has helped me a lot.” Participant 07

Participants recognised that the intervention was targeting areas
that they believed caregivers needed guidance and support
with:

“We all do the activities and want to learn together,
these positions, the way to feed our child, learning to
ask for what we need, these are all things that we did
not know before and they are important for all of us.”
Participant 2

The use of an expert mother was appreciated beyond a shared
social identity. Participants viewed her role as practical as “she
knew how to explain things to us in a way we could understand
much easier.” Participant 02

This satisfaction with the intervention is supported by the

endline survey, with average scores (out of five), of 4.44 for
content, 4.83 for organization and 4.87 for facilitator quality.
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The acceptability of the intervention was also articulated by the
facilitator therapists and expert mothers. All four facilitators
believed that ‘Juntos’ could be helpful to parents of children
with disabilities as an adjunct to rehabilitation services.

Challenges to acceptability occurred with regard to the
specific focus on children with CZS. Participants spoke
about how being able to engage with other caregivers in
similar situations was an attraction, and provided additional
opportunities for mutual support:

“I think that every child, even those with minor disabili-
ties, has the right to this program, because we all need
help.” Participant 04

“There are possibilities for children with Down syn-
drome to be included, so that they can learn like I did’
Participant 15

Children with cerebral palsy and toxoplasmosis were therefore
included in the third and fourth group. There was no concern
from caregivers of children with CZS to inclusion of children
with other disabilities. Conversely, caregivers of children with
other disabilities did not raise concern of being included with
children with CZS. The differences between children was
viewed as another opportunity to learn together and support each
other.

Demand

Demand for the group intervention was demonstrated by the
generally high attendance and was expressed by the participants
in interviews. Participants reported that they had no other oppor-
tunities to learn from each other, or problem solve together.
This perceived unmet need was voiced as follows:

“l met other parents who have the same situation as
myself...I have no one to share with, and I looked
forward to the sessions because I took home something
new.” Participant 02

“It has changed my social life. I love all of the moms, it
has been great for me. I have new friends now...I think
it is their acceptance. Feeling accepted because they
are going through, or have gone through, the same
things that I have and sometimes I can even help them
back.” Participant 03

Rehabilitation providers and stakeholders valued the group
environment as it helped to promote family empowerment,
which was recognised as absent in routine care.

“We need a programme that can provide families with
hope, this is why I was convinced that ‘Juntos’ had to
come to Cali.” Stakeholder 01

“Many families face stigma, and not all our children
have access to appropriate therapies — this is the most
important part of Juntos, to help families to cope and to
face life with a different perspective.” Stakeholder 03

Wellcome Open Research 2023, 6:158 Last updated: 23 NOV 2023

In addition, participants viewed ‘Juntos’ as an opportunity
to address the need to integrate other family members and
siblings in the care of their child with CZS:

“Her sister loves this place, and my nephews love
it too. When they saw children with the same condi-
tion as A’s for the first time, they were astonished!”
Participant 03

Juntos was viewed as addressing the unmet needs of participants
through discussions and learning with others who understood
their circumstances, and the experience was underpinned by
the importance of building hope and empowering participants
to better care for their child and understand their rights. No
issues around demand for ‘Juntos’ were identified.

Implementation

Four ‘Juntos’ group interventions (each of 10 sessions)
were successfully completed by four facilitators. The expert
mothers and therapist facilitators were observed to deliver the
intervention content (e.g. 10 module topics) and processes
(e.g. participatory learning, adult learning techniques) with
fidelity. The expert mothers enacted their expected role within
the group and were observed to foster a participatory and
egalitarian atmosphere. The therapist facilitators supported
the technical aspects of skill acquisition, such as feeding
positions.

Facilitators needed to build their confidence to deliver sessions,
and this took more time in sessions that were seen to require
more specialist intervention, in particular the positioning and
moving module.

“I had a little more difficulty with the positioning and
movement session because I am not a physiotherapist....
but in facilitating the rest of the sessions I felt good.”
Therapist facilitator 01

“l have knowledge, but this [facilitating technical
skills in positioning and moving] wasn’t my strength.”
Expert mother 01

“At the beginning, the facilitation process was not easy,
sometimes | had the tendency to be more of a teacher
and educator, not a facilitator.” Therapist facilitator 02

Challenge to implementation may occur due to attendance.
Participants reported being limited by other caring duties and
by the illness of their child:

“We stayed home twice because my daughter was
sick... I made an appointment for a home visit and 1
waited, but they did not arrive. I could have come that
time, but I did not know they would not arrive.”

Participant 02

Over the three-month period, the majority of caregivers
missed at least one session due to illness of their child.
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Group attendance had an average of seven participants per
session, ranging from four to 10 participants. There was no
evidence of attendance going down over time.

Practicality

The practicality of the intervention was facilitated by holding
the group sessions at a suitable location in the community,
which was a community primary school that was conven-
iently placed for participants. In addition, transport costs to
participants were appreciated and facilitated attendance:

‘The transportation allowance you gave us has helped
us a lot. Without it, several of us would not be able
to come here. We have great expenses to deal with,
and we can’t work. Mostly our partners provide for us
and our children, if we happen to have a partner. This
situation is exhausting.’ Participant 03

Practicality was limited by the timing of sessions and
observation notes suggest that at times the logistics could be
challenging, with sessions often starting behind schedule
and some not being able to finish all of the content. Time
management improved in later groups as facilitators became
more familiar with the content and set up requirements. The
group sessions were designed to be held over two to three
hours, and typically took approximately four hours.

The costs for running the intervention in Colombia amounted
to USD 440 per participant for ten sessions. This included costs
of the facilitator training, salaries of facilitators, and all the
group activities (space rental, materials, refreshments and
transportation). With higher group numbers and reducing the
facilitator training costs as programmes are rolled out, running
local programmes can be decreased further still.

Adaptation

There was adaptation in the language and photograph con-
tent of the intervention from the first two groups to the last two
groups as fast track learning and adjustments were made. These
adaptions were few and primarily related to language (appro-
priate translation from Portuguese to Spanish) and context
specific imagery. A ‘WhatsApp’ group was established as a
communication tool between participants by the facilitators
after the first week and supported the emotional wellbeing of
participants.

‘I sent the photo to the [WhatsApp] group, and it
was wonderful’. Participant 03

‘When the programme ended we continued the
WhatsApp group, and before COVID-19 we were able to
meet once a month at a mother’s house.” Participant 08

More practical support was needed from the study co-ordinator
than anticipated, including: providing support to facilitators in
organisation of logistics (e.g. travel, food and intervention
materials) and giving extra instruction on how to run practical
sessions in order to maximise their impact.
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Integration

Program co-ordinators and a senior paediatric specialist con-
sidered the feasibility of integration of Juntos with respect to:
(1) the availability of strategic and technical policies at national
and district level; (2) the potential for greater collaboration
between the general health service delivery sector and the
rehabilitation sector to promote disability inclusive-health.

The availability of two national policies on rehabilitation and
disability supports the feasibility of task-sharing in interven-
tions to address child disability in the community’*>. However,
there are gaps in the health system for children with disabilities,
which may result in limited opportunity for integration. Par-
ticipants experienced these practical barriers to access care
regularly:

“We already have issues with receiving therapy because
they [the therapists] haven’t been paid. We wrote to
the Procurador, to the Health Minister, to the Health
Superintendent and we hope... we will have a final
answer and our children won't be left without their
therapies.” Participant 06

“They denied me making specialist appointments, my
son still needs to do some tests, and there are still
rehabilitation therapies he hasn’t accessed. 1 didn’t
get devices that could help C’s positioning, that would
improve his quality of life.” Participant 15

Identifying and lobbying those with both interest and influ-
ence will be important to promote the integration of parent
support groups such as these into national and district level
policies that may in turn facilitate action:

‘Propose to the mayor so that we can have permis-
sion to formalise a parent group collaboration’ Expert
mother 02

Expansion

Factors that support or hinder potential expansion include
policy, leadership (e.g. key government stakeholders or
non-governmental organisations [NGOs]), available funding and
perceived need.

National guidelines on community-based rehabilitation (CBR)*!
provide a framework that include community health and
disability training for community health workers at district level.
Implementation of these guidelines may enable strategic serv-
ice delivery, such as inclusive parent group interventions,
through community health programmes. Additionally, training
programmes in the national strategic health planning focus
on early detection and referral of developmental disabilities.
‘Juntos’ could support other services provided for children with
developmental disabilities.

Alongside appropriate supervision, financial compensation for
training of new tasks and delivery of parent groups was
emphasized as a necessary step for improving task-sharing in
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community-based health services. Funding is also required
for longevity and sustainability of parent support programmes,
and collaboration between NGOs and government is required
to adopt a systematic approach to service delivery. In the
Colombian government’s model of care, partnership with NGOs
is common, given the limited capacity of government enti-
ties to respond to all public health needs. For example, the
Casa GAMI Foundation in Cali has worked with health secre-
taries, Ministry of Health and the United Nations Population
Fund (UNFPA) to strengthen the response to the prevention
of perinatal transmission of HIV. The NGO provides men-
torship for women living with HIV and their families and
collaborated on the implementation of this study. The work of
Casa GAMI and similar family centred NGOs should be
strengthened by working nationally with The Women’s Secretariat
and the Institute of Family Welfare.

Expansion is facilitated by the perceived need and strength
of the established groups, who have plans to lobby and to
educate, and integrate with, the community:

“I would love for the program to be extended, or at
least, I would like that we, the older ones, would not be
excluded, because we already have some wisdom about
this, we know and we can guide others.” Participant 03

“We have contacted a politician, who said he can help
us, collaborate with us; but he is interested in a larger
group because his father had a disability, so he already
knows the process...” Participant 02

“In my neighbourhood there is a public park that is full
of people on Saturdays and Sundays. We could take a
group of mothers with their children there and let them
play at the park while we also explain Microcephaly
to people, ... but explain that they are children who
can blend with others. I think that would make people
more conscious about our children.” Participant 03

Participants perceive expansion to be limited due to lack of
prioritisation:

‘Our children require much more care and one of
them [health workers] always forget about us’ Expert
mother 02

‘We are also human beings and we feel, we have needs,
we lack your support and please do feel persuaded
to support us and not to isolate us.’ Participant 03

The perceived limited health leader role was believed to be a
hindrance to expansion. Stakeholders suggested that virtual
training and government ownership of the programme may
expand the programme, and additional suggestions included:

“This programme does not replace therapy, but ther-
apy is complicated and we need to share the impact
of this programme with government bodies. We will
need ongoing structured supervision of the facilitators”

Stakeholder 02
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Practical mechanisms for expansion include NGO or
government leadership, a ‘training of trainers’ programme and
mechanism for mentoring and supervision of the facilitators,
and a structure to identify and enrol children on an ongoing
basis.

Limited efficacy

This study was not designed or powered to detect impact of
the intervention, but rather to identify potential domains to
assess efficacy.

In total, 34 participants completed pre-course questionnaires
(response rate = 100%) and 23 completed post-intervention
questionnaires (response rate = 67.6%). There was no evidence
for a difference in either total scores or subscales between
baseline and endline (Table 4).

In the Cantril Scale measurement (ladder of life), there was
an increase in mean score from 5.8 to 6.9 (out of 10) for the
self-reflection on happiness of the caregivers (n=22, p=0.24),

although this was not a statistically significant change.
Table 4. The PedsQL™ Family Impact Questionnaire
Module.
Dimensions of PedsQL Baseline* Endline* p-value
(95%CI) (95%CI)  (t-test)
Physical functioning 53 57 0.73
(42 - 63) (48 - 65)
Emotional functioning 57 64 0.35
(45 - 69) (53-75)
Social functioning 57 58 0.83
(45 - 68) (50-65)
Cognitive functioning 74 65 0.22
(64 - 84) (55-75)
Communication 55 66 0.23
(42-70) (55-76)
Worry 49 47 0.86
(36-62) (38-57)
Daily activities 49 56 0.41
(41-61) (44 -62)
Family relationships 59 65 0.53
(43-74) (51-79)
Parent HRQL Summary 60 61 0.85
(51-69) (53-70)
Functioning Summary 55 61 0.46
(42 - 68) (50 - 66)
Total score 58 61 0.51
(47 - 69) (51-70)

*n=23.
HRQL, health-related quality of life; CI, confidence interval.
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There was no change in the perceived happiness of the child
(5.7 t0 5.5; n=22, p=0.53).

Qualitatively, there were a number of positive reflections
which emerged from the interviews. They relate both to
improvement in a child’s skill, and to the knowledge and
confidence of the participant to care for her.

‘B improved a lot. She now crawls, she can hold
herself still and she understands when you speak to
her. If I ask B if she wants something, she will shake
her head to indicate yes or no. She has improved a lot.
Participant 01

“Let’s see, most important for me?....the knowledge
around the care of B. You learn many things when you
come here, things that you did not know. You learn and
you let off steam, about how you feel, about what you
learned...it has helped me a lot and I can now teach
others” Participant 01

Participants observed that as their knowledge and confidence
increased, time required to complete caring duties decreased,
and they were able to focus on livelihoods:

“My life has improved because I have had the oppor-
tunity to make my desserts and corn tortillas. My
family then sells these things, so I now have an income
to help my family...” Participant 14

1. Increased caregiver confidence and knowledge to care
for their child

2. Child development observed by caregiver to improve
3. Increased time available for livelihoods

1.Lack of health provider knowledge about CZS sequelae
2.Lack of practical guidelines, and implementation and
action of community health programmes

MrsssrsrsrEsrassrsaEEaran

’ Limited efficacy
1. Training in place for some community
health workers — focusses on early Fil
detection and referral v

2. Established strong group

Expansion

egonen

1. Limited prioritisation
2. Limited health leader role and policy of
training community workers

1. Intersectional collaboration between
specialist health care, community
programmes and education

Integration  |F)

1. Limited availability of strategic,
technical and financial policies at national : B
and district level
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However, efficacy was perceived to be limited by partici-
pants due to the uncertainty of predicting the future needs of
children with CZS, and unclear challenges in the growth and
development of their children. Stakeholders reported that
health professionals were unaware of the lifelong effects and
prognosis of CZS, in addition to being ‘unprepared emotion-
ally and academically’ to provide care, both immediate and life-
long, for these children. In addition, stakeholders perceived
lack of practical and medical guidelines, and implementation of
these guidelines, as being a limitation to the follow through of
community health programmes for children with CZS. They
made the point that even though a guideline has been regu-
lated in a policy document, it may take several years until the
guideline results in direct action.

The views among stakeholders and participants on factors
that enable or hinder feasibility are shown in Figure 1.

Discussion

This study showed that it was feasible to deliver the Juntos
caregiver group intervention for families and children with
CZS in Valle del Cauca, Colombia. There is demand for the
intervention, the caregiver group structure and content are
acceptable, the intervention was delivered with fidelity and
was carried out at an existing community school location.
Scale-up will require further supervision, policy and financial
support. Efficacy of the intervention will need to be estab-
lished through a larger-scale impact evaluation. However, the

D Contributors to feasibility

1. Participants ability to engage with others in
similar situations

2. Recognition programme targets areas where
caregivers feel they need guidance and support

Challenges to feasibility

1. Not inclusive if limited to only children with
CZS, other families have similar needs

Feasibility of

Juntos
intervention

Acceptability

1. High attendance
) 2. Participants value opportunity to problem solve and
: 2 learn from each other
3. Rehabilitation providers value group environment to
& Demand empower families, recognised as absent in routine care
" 4. Integration with other family members and siblings

Not identified :

1. Content and processes followed with
fidelity — manual is logical and easy to follow
2. Both facilitators contribute to practicing
techniques

@ ’ Implementation

1. Confidence of facilitators

Al
- 2. Other caring duties and illness of child

Adaption

limits attendance

Practicality

1. Fast track learning and adjustments
2. Whatsapp group during the week to
answer questions and share successes

1. Suitable location, held in community school
2. Providing transport costs to participants
and facilitators

1. Ongoing programme co-ordinator
required for logistics support

1.Timing and content of session
2. Costs of programme

Figure 1. Contributing and limiting factors to feasibility of establishing parent groups for

syndrome (CZS) in Colombia.

children with congenital zika
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qualitative findings identified potential impacts, indicating
that caregivers moved from being isolated, to finding strength
and hope in shared experience and learning together.
Participants also reported observing positive behavioural and
developmental changes in their children. Parent-to-parent
support was also reported to reduce levels of psychological
distress and improve the ability to cope with being a parent
of a child with a disability.

Comparison to other studies

The Global Strategy for Women’s, Children’s and Adolescents’
Health (2016-2030) recognises that people have a central role
in improving their own health. Community participation is pro-
posed to be central to achieving the global strategy’s objectives™.
Our findings contribute to the growing body of evidence of
the importance of participatory peer learning. For exam-
ple, a systematic review and meta-analysis of randomised
controlled trials undertaken in Bangladesh, India, Malawi, and
Nepal found that women’s groups working through participa-
tory learning and action cycles were shown to be effective in
improving maternal and newborn survival in rural settings in
low-income countries™, and ‘Juntos’ utilises similar participatory
techniques. Findings regarding sustainability of women’s groups
demonstrate that groups are more likely to be sustained if the
group has local importance and members continue to acquire
new knowledge”. Similar to our findings, they also require
leadership capacity, a unifying activity and a strong belief in
the value of their meeting.

Focus on caregiver involvement and developing health workers’
skills may be critical to address the unknown long term out-
comes of CZS, particularly where there are few health services.
In addition, skills enhancement and training programs may
provide an opportunity for quality assurance in service deliv-
ery. These findings are similar to those of a qualitative study
in Ethiopia, India, Nepal, South Africa and Uganda that found
task-sharing mental health services was perceived to be accept-
able and feasible by stakeholders with ongoing structured
supportive supervision at community and primary care-levels
and provision of adequate training and compensation for health
workers involved in task-sharing™.

Strengths and limitations

Study strengths include the use of a structured framework to
assess the feasibility of the parent group intervention to address
the needs of families of children with CZS in Colombia. The
study included views of participants, facilitators and project
co-ordinators who work within the health system of the Valle
de Cauca. The study also has several limitations. First, the
study may not be representative of all stakeholders within the
health system and may not fully identify challenges in the areas
of integration and expansion. However, the triangulation of find-
ings between participants, expert mothers and facilitator thera-
pists gives us confidence in our results although a full health
system perspective is not included. Second, the study was
conducted in one district; therefore, generalisation of these find-
ings to other settings must be done with caution. Third, with
a small sample size and the lack of comparison group it is not
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possible to draw conclusions with regards limited efficacy
of the programme or the impact on families of children with
different severities of functional impairment. Moreover, parent
support groups often involve multiple components and address
various aspects of caregiving and child development. The
effectiveness of the intervention may depend on the specific
needs and characteristics of the participants, which can vary
across individuals and settings. Thus, capturing the full range
of outcomes and their effects can be challenging, especially if
the measures used are not comprehensive or sensitive enough
to detect subtle changes.

Challenges and opportunities to scale

Participatory interventions have been challenged for being
difficult to implement at scale. Our findings indicate three main
challenges to future scale up. These are: (1) whilst community-
based rehabilitation policies exist, they are not yet fully
implemented; (2) an inadequate national support system for
supervision and mentoring of health workers and expert
mothers; and (3) limited central finance for implementation.

When considering future scale-up in Colombia, it is likely that
adaptation of the facilitator training to include a greater number
of expert mothers compared to the number of facilitator therapists
may be required to account for contexts with fewer number of
health workers. In addition, mothers may not have the capacity
to travel as much or facilitate as many groups as the therapists.
Scale up could be achieved through the availability of pairs of
facilitators at community centres. Since task-sharing between
health professionals and expert mothers has not yet started, the
specific skills and competencies, as well as training, that fit the
local health system and context need to be examined. Our
findings show promise in developing and improving health
professionals’ and expert mothers’ skills and competencies to
task-share.

Several approaches may alleviate logistical and financial
challenges, such as collaborating with community health
programmes to improve logistical support for parent groups
or implementation by NGOs. This study highlights the
opportunity to integrate community participation in care
for children with complex developmental disabilities and to
work together to develop practical guidelines for implementing
task-sharing.

Conclusion

‘Juntos’ may be feasible under particular enabling conditions.
Results highlight the imperative to plan and implement parent
support programmes, inclusive of all children with developmen-
tal disabilities, as a component of a broader, integrated effort
to strengthen the health system.

Data availability

Underlying data

Underlying data associated with this study will not be made
freely available, as the small number of children with CZS
makes data potentially identifying. Applications for access to
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the raw data for this study should be made via email to the
corresponding  author tracey.smythe @lshtm.ac.uk, outlining
the purpose of the proposed analyses and the data requested.
These applications will be reviewed by the LSHTM’s data
access committee, and if accepted, the requested data will be
shared.

Extended data

LSHTM Data Compass: Data collection tools for a study
on establishing the feasibility of parent support groups for
children with Congenital Zika Syndrome and their families
in Colombia. https://doi.org/10.17037/DATA.00002245".

This project contains the following extended data:
- 1-Pre-and-post_questionnaires_English.xIsx (Appendix
1: Participant pre and post questionnaire - English
version)

- 1-Pre-and-post_questionnaires_Spanish.xIsx ~ (Appen-
dix 1: Participant pre and post questionnaire - Spanish
version)

- 2-Participants_topic_guide_English.docx (Appendix 2:
Topic guide focussed on satisfaction with, and
perceived impact of, the group intervention - English
language)

- 2a-Pre-intervention_topic_guide_Spanish.docx (Appen-
dix 2a: Participant interview topic guide - Pre-intervention
- Spanish language)

- 2b-Endline_topic_guide_Spanish.docx (Appendix 2b:
Participant interview topic guide - Endline - Spanish
language)
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- 3-Facilitators_topic_guide_English.docx (Appendix 3:
A topic guide focussed on the reflections and les-
sons learned, perception of participants’ engagement
and impact of ‘Juntos’ - English language)

- 3-Facilitators_topic_guide_Spanish.docx (Appen-
dix 3: A topic guide focussed on the reflections and
lessons learned, perception of participants’ engagement
and impact of ‘Juntos’ - Spanish language)

- 4-Key_stakeholders_topic_guide_English.docx (Appen-
dix 4: A topic guide focussed on practical compo-
nents of implementing the sessions, reflections on
lessons learned and potential future expansion - English
language)

- 4-Key_stakeholders_topic_guide_Spanish.docx (Appen-
dix 4: A topic guide focussed on practical components
of implementing the sessions, reflections on lessons
learned and potential future expansion - Spanish
language)

Data are available under the terms of the Creative Commons
Attribution 3.0 International license (CC-BY 3.0).
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The study examined the feasibility and effectiveness of a caregiver support group for children with
congenital Zika syndrome in Columbia. The intervention consisted of sessions delivered over a
period of 10 weeks by a trained parent and a professional.

The sessions covered topics that are important to parents of children with disabilities. The
structure of the intervention began with building a relationship between the facilitators and the
caregivers, followed by enhancing caregiver knowledge about their child and their understanding
child development. Subsequently, the sessions focused on topics that parents of children with
disabilities typically prioritize, such as positioning, feeding, and play. The approach of embedding
intervention opportunities into everyday, routine activities aligns with best practice in the field of
Early Childhood Intervention.

The authors of the study organized their findings using the eight categories outlined in Bowen's
(2009) article. This approach to organizing the findings provides a useful framework for others
who are examining facilitators and challenges in their own work. It allows for a systematic
exploration of the factors that contribute to the success or difficulties encountered in
implementing parent support groups for children with complex disabilities.

The writing style is straightforward and clear, allowing readers to easily grasp the main points.
However, there are areas that can be improved to enhance the clarity, replicability, and overall
quality of the article.

One aspect that requires clarification is the role of the research assistants. While the authors
briefly mention their involvement, it would be helpful to have more detailed information
regarding their specific responsibilities and contributions. In particular, further elaboration on
how the research assistants were involved in the cognitive interviews would help readers better
understand the research process and facilitate replication in future studies.

Additionally, the article would benefit from additional information about the sessions. Although
the module number and topics were listed, including additional information on the flow of the
sessions and how the parent expert and professional worked together would provide readers with
a clearer understanding of the intervention and its implementation. This would allow for better
evaluation and potential replication.

On page 6, the authors mention that children attended the sessions. However, up to that point, it
was not explicitly clear that caregivers were allowed to bring their children to the sessions.
Clarifying this aspect and stating explicitly that caregivers were encouraged to or could bring their
children would enhance the article's clarity.

Moreover, on page 7, a quote mentions that "Her sister loves this place," suggesting that siblings
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also attended the support group sessions. Additional information on the involvement of siblings,
including their participation and roles within the sessions, would be valuable to readers seeking a
comprehensive understanding of the study.

Although the findings were not statistically significant, it is important to acknowledge that
measuring the impact of parent support groups can be challenging. Perhaps it would be helpful
for the authors to expand upon the limitations and potential reasons for the non-significant
findings. This would provide readers with a better understanding of the complexities involved in
assessing the effectiveness of such interventions.

Regarding the writing style, minor edits are needed although they are not distracting to the
reader (e.g., missing articles, tense, singular/plural, Oxford comma).

While the data were not made freely available, the authors provide a suitable reason given the
nature of the data and process for potentially obtaining a copy of the data.

To summarize, this paper adds important knowledge, particularly for researchers and
practitioners involved in designing feasibility intervention studies with similar populations. By
addressing the mentioned areas for improvement, such as providing more information on the
research assistants' roles, elaborating on the sessions, clarifying the inclusion of siblings, and
addressing minor writing style issues, the article will provide an important contribution.

Is the work clearly and accurately presented and does it cite the current literature?
Yes

Is the study design appropriate and is the work technically sound?
Yes

Are sufficient details of methods and analysis provided to allow replication by others?
Partly

If applicable, is the statistical analysis and its interpretation appropriate?
Yes

Are all the source data underlying the results available to ensure full reproducibility?
Partly

Are the conclusions drawn adequately supported by the results?
Yes

Competing Interests: No competing interests were disclosed.

Reviewer Expertise: Early Childhood Intervention. Specifically, screening for developmental delays;
professional development; integrated systems of care; infant and early childhood mental health;
family-centered services; and self-determination.
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expertise to confirm that it is of an acceptable scientific standard.

Author Response 28 May 2023
Tracey Smythe

Dear Hollie Hix-Small,

We thank you for your review and for your suggestions on improving our manuscript. Your
comments have provided insightful suggestions for enhancing the clarity, replicability and
overall quality of the article.

We confirm that we will: 1. provide more information about the research assistants'
responsibilities and contributions and expand on their involvement 2. include more details
regarding the structure and implementation of the sessions 3. explicitly mention that
caregivers were encouraged to bring their children and that siblings also attended 4.
include a discussion section on the complexities involved in assessing the effectiveness of
parent support groups We thank you for your input and the opportunity to improve our
work.

With kind regards and very best wishes,
Tracey
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General comment: This is a very interesting study but the abstract is lacking some important
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information: 1) When did the Zika epidemic take place?; 2) When did they launch the intervention?;
3) Components of the intervention should be described; 4) Did the babies receive the disgnosis
immediately after birth, before, or when? The population and the intervention should be better
described in the abstract

Abstract

"Methods: Two facilitators delivered jJuntos’to four groups of 8-10 caregivers. One researcher
observed each group. Data were collected from: observation notes from 40 sessions, focus group
discussions held after each session, pre- post intervention questionnaires with 34 caregivers, and
semi-structured interviews conducted with four facilitators, 12 caregivers and three stakeholders.
We used the Bowen framework in data analysis."

> Comment: Authors define “Juntos” as a “community-based intervention” for parents.

The intervention should be explained in Methods Section

o "Results: Acceptability and demand for the intervention were high. ‘Juntos’ was largely delivered
with fidelity."
> Comment: We don’t know the interventions involved in “Juntos”. Again, we should
have a brief description.

o "Conclusion: Acceptability, demand and practicality of Juntos’is high. Yet implementation is
challenged by existing health systems gaps in support of children with CZS."
> Comment: The abstract is not clear, as far as we don’t have a description of the
intervention itself. I suggest a brief description of “Juntos”.

"Keywords
Zika, disability, microcephaly, early intervention, congenital Zika syndrome, family, caregiver,
Colombia"
> Comments: Microcephaly is not mentioned in the abstract. The time of the
intervention is not described, so “early intervention” should be mentioned in the
abstract.
General comment
This study gives important information about the feasibility of an intervention-juntos- delivered to
parents of children with disabilities due to CZS. I consider of outmost importance the fact that
parents were likely to receive in the group children with disabilities of diverse origins.
This kind of intervention (for every child and families with special needs) have a high cost-effective
impact and “goes” to the family and child.

Introduction:
Clear and adequate

Methods
There is a good description of the intervention, but as far as “early intervention” is a keyword for
the authors, it is important to have a description of this as well.

Results

Children’s included mean age was 26 months +11 months old (then, the oldest were [taking into
account 1SD] 37 months old; this is not “early intervention”. Please clarify or make clear how many
children were included according to different age (months); e.g. less than 12 months; 12-24
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months; 24-36 months, and older than 36 months. Further, did the authors find correlation
between the child’s age and the effectiveness of the intervention?

Is the work clearly and accurately presented and does it cite the current literature?
Yes

Is the study design appropriate and is the work technically sound?
Yes

Are sufficient details of methods and analysis provided to allow replication by others?
No

If applicable, is the statistical analysis and its interpretation appropriate?
Partly

Are all the source data underlying the results available to ensure full reproducibility?
Partly

Are the conclusions drawn adequately supported by the results?
Yes

Competing Interests: No competing interests were disclosed.
Reviewer Expertise: Neonatology- Neurodevelopment

I confirm that I have read this submission and believe that I have an appropriate level of
expertise to confirm that it is of an acceptable scientific standard, however I have
significant reservations, as outlined above.

Tracey Smythe
Dear Lidia B. Giudici,

Thank you for your valuable feedback and constructive comments on our manuscript, and
for assisting in the improvement of our manuscript. We have carefully considered your
suggestions and have made revisions accordingly. Here is our response to each of your
comments:

Abstract: We agree that the abstract should provide a clear description of the Zika epidemic
timeline, the launch of the intervention, components of the intervention, and the timing of
the diagnosis for the babies. Due to the limited word count of the abstract, we have revised
the abstract to include a better description of the population and the intervention in the
background section. We agree that the abstract should provide a clear description of the
intervention. We will revise the conclusion section to include a brief description of "Juntos"
to address this concern. Thank you for pointing out the omission of "microcephaly" in the
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abstract, and it's inclusion in search terms. As the study did not focus specifically on
microcephaly, we mentioned "early intervention" in the abstract as suggested. We
appreciate your positive feedback on the Introduction section. Thank you for your positive
feedback on the description of the intervention in the methods section. Whilst ‘early
intervention'’ is a keyword, we provide ‘Juntos’ as an example of a programme that can be
implemented as early intervention and therefore do not go into further detail.

Comment on Results: We thank you for your feedback on the age range of the children
included in the study. We confirm that the ages of children ranged from 15 - 37 months.
While conducting additional analysis to explore the potential correlation between the child's
age and the effectiveness of the intervention would be insightful, we regret to inform you
that the small sample size in our study does not allow for a robust examination of this
relationship. Nonetheless, we appreciate your suggestion and will consider it for future
research endeavours. We appreciate your acknowledgment that the work is clearly and
accurately presented and properly cites the current literature. We are glad that you found
the study design appropriate and the work technically sound. We are glad that you found
the conclusions adequately supported by the results.

Once again, we appreciate your feedback, and we believe that addressing your suggestions
has improved the quality and clarity of our manuscript.

Sincerely, Tracey Smythe

Competing Interests: No competing interests were disclosed.
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