Supplementary file

Measures

Research question Construct

Indicator/Questionnaire

Informant,
data source,
assessment point

1.1 What is the feasibility of Reach: Enrolment rate
delivery of the adapted version

of PLH for Young Children?

Number of families who attend at least one session of the programme divided
by the number of families recruited into the programme

Facilitator report form,
1

Reach: Participation rate

Mean attendance rate for programme sessions based on those families who
enrolled in the programme (i.e., parents who attended at least one session).
Percentage of families who enrolled in the programme who attended 50%
(e.g., 6 sessions) and 75% (e.g., 9 sessions) or more

Facilitator report form,
1

Implementation Fidelity

Overall fidelity score: Percentage of number of session activities delivered by
facilitators per session (by facilitator group, implementing agency, and
participating country site)

Implementation
monitors, fidelity
check-list, video
recording, 1

Implementation: Dosage

Average number of hours delivered by facilitators (time for pre-programme
consultation plus session plus phone consultations per participant)

Facilitator,
implementation
monitors, report form,
1

Total number of points of contact by facilitators

Facilitator report form,
1

Implementation: Quality

PLH-Facilitator Assessment Tool (PLH-FAT): 7 standard behaviour
categories are grouped into 2 scales: core activities (quality of delivery during
home activity review, illustrated story discussions, practicing skills) and
process skills (modelling skills, collaborative facilitation approach,
encouragement of participation, leadership skills)

Facilitator
questionnaire, 1

Implementation: Acceptability
and appropriateness of
programme materials, delivery,
and key programme components

Interviews*

Qualitative interviews
with parents and
facilitators, 2

Implementation: Participant
reported observed change in
parenting practices and child
behaviour at home

Interviews with intervention participants and focus groups with the
facilitators in order to explore programme acceptability™*

Qualitative interviews
with parents and
facilitators, 2

1.2 Are the evaluation methods Reach: Recruitment rate

Number of families who were eligible for inclusion and provided consent to

Tablets, 4
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Indicator/Questionnaire
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appropriate and feasible?

participate in the programme divided by the number of target population who
were exposed to recruitment activities

Informed Consent

Percentage of parents giving informed consent from those who are eligible

Data assessor report, 4

Eligibility

Percentage of families being eligible (meeting inclusion criteria) from those
who are screened (completed screening on tablet). Acceptable: 70%

Data assessor report, 4

Measurement reliability

Internal consistency Acceptable: Cronbach’s alpha > 0.70

Questionnaires, 3

Study retention

Percentage of parents who complete pre- and post-assessment from all
parents being eligible. Acceptable: 80%

Data assessor report, 2

1.3 What are the procedures
that need to be adapted or
changed for the later study
phases?

Implementation: Existing
barriers to participation during
sessions and engagement in
home practice and other
activities

Interviews*

Qualitative interviews
and focus groups with
parents and facilitators,
2

Challenges in implementing the
programme

Focus group discussions exploring challenges in implementing the
programme on a process (e.g., using a collaborative approach and/or
explaining concepts such as child led play), and logistical level (e.g.,
recruitment, session length, location, meals)

Qualitative focus
groups with
facilitators, 2

2. Among families
participating in the
programme, are there pre-post
improvements on child and
parental mental health and
behaviour?

Primary Outcome

Externalizing behaviour
problems in children

The parent-report versions for children aged 1% - 5 and 6 - 18 of the Child
Behavior Checklist (CBCL)[34] will be employed. It is a well validated
instrument[34] that has been used across different prevention and treatment
studies and countries. The externalizing subscale raw score ranges from 0 to
48 (CBCL %2 - 5 version; 24 items) and 0 to 70 (CBCL 6 - 18 version; 35
items) with higher scores indicating more problems.

Parent report,
questionnaire, 3

The Mini International Neuropsychiatric Interview for Children and
Adolescents — Parent Version (MINI-KID-P)[35, 36] is a structured interview
to evaluate the presence of current psychiatric disorders (based on DSM-5
with corresponding ICD-10-CM codes including child equivalents; using a
binary yes/no format). The parent-rated version will be employed. The
interview is organized in disorder-specific modules and use screening
questions for each disorder. The reliability and validity of the screening tool
is adequate[37]. It assesses whether or not the criteria for a) Conduct disorder
(F91.1, F91.2, F91.8) or b) Oppositional defiant disorder (F91.3) are met
(yes/no). The results of the two disorders will be combined to one binary total
score with O (no externalizing disorder) and 1 (current externalizing disorder;

Clinician-rated parent
report, structured
interview, 3



Informant,

Research question Construct Indicator/Questionnaire data source,
assessment point
ODD or CD).
Secondary outcomes Emotional problems in children Parent-report on the internalizing subscale of the CBCL (for details see Parent-report,

above) will be employed. The raw score ranges from 0 to 62 (CBCL 1% -5 guestionnaire, 3
version; 31 items) and 0 to 64 (CBCL 6 - 18 version; 32 items) with higher
scores indicating more problems.

Using the MINI-KID-P (for details see above), we will assess whether or not  Clinician-rated parent
the criteria for Separation Anxiety Disorder (F93.0), Social Anxiety Disorder  report, structured
(F40.1) Specific Phobia (F40.2, F93.1), Generalized Anxiety (F41.1, F93.80), interview, 3

or Obsessive-Compulsive Disorder (F42.2) are currently met (yes/no). The

results will be combined to one binary total score 0 (no anxiety disorder) and

1 (current anxiety disorder; criteria for at least one of the anxiety disorders

met).
Psychological distress in parents  The Depression, Anxiety, Stress Scales (DASS)[38] will assess parental Parent-report,
psychological distress. It is a 21-item screening tool to measure depression, questionnaire, 3

anxiety, and stress in adults. Parents report on the frequency of symptoms in
the previous week using a Likert scale from 0 to 3 (never to always). The
DASS is a widely used measure across parenting studies with good internal
consistency and concurrent validity[39]. Total DASS scores range from 0 to
63 with subscales from 0 to 21.

Parental well-being

The WHO-5 Well-Being Scale (WHO-5)[40] will measure parental Parent-report,
psychological well-being. This 5-item screening tool was derived using questionnaire, 3
psychometric analyses from the longer 28-item WHO Well-Being Scale and

is widely used in HIC and LMIC. Parents indicate the frequency that they

experienced well-being in the past month (e.g., “My daily life has been filled

with things that interest me”’) based on a 6-point Likert scale from 0 to 5 (at

no time to all of the time). Items are added up with scores ranging from 0 to

25. A recent review has demonstrated change sensitivity and good sensitivity

and specificity as a screening tool for depression[41]. In order to monitor

possible changes in well-being, the percentage score will be used with a score

of O representing worst possible, a score of 100 representing best possible

quality of life.
Child maltreatment This construct will be measured using parent report of the ISPCAN Child Parent-report,
Abuse Screening Tool-Trial scale[42, 43] an adaptation of a multi-national questionnaire, 3

and consensus-based survey instrument measuring the incidence and
prevalence of child abuse and neglect, as well an additional measure of
violent acts based on previous sensitivity and specificity analyses. It was
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validated in 6 LMIC and 7 languages and measures four types of abuse:
physical, emotional and sexual abuse, as well as neglect (sexual abuse is not
assessed in this study). The response code was adapted to a scale from 0 to
more than 8 times to assess the frequency of a certain behaviour in the past
month. This study will assess incidence of child maltreatment by creating
dichotomous variables for physical abuse (4 items), verbal abuse (7 items),
and neglect (3 items), as well as an overall indication of previous child abuse
(0 =no abuse; 1 = previous abuse). In addition to the original items of the
scale, four additional items from the Family Maltreatment Measure are
included. Two items will assess discipline strategies related to abuse and two
items were added to assess verbal abuse based on past studies evidencing
their specificity and sensitivity[44]. We will also assess frequency of overall
abuse by summing all the three subscales as well as for each individual
subscale.

Dysfunctional parenting

The Parenting Scale (PS)[45] will measure dysfunctional discipline practices
in parents. Three subscales may be derived (Laxness, Overreactivity, and
Verbosity). Each item is rated on a 7-point Likert Scale in which parents are
presented with a situation and then are asked to choose between two
alternative responses (i.e., situation: “When I say my child can’t do
something”; response score = 1 | stick to what I said; or response score = 7 |
let my child do it anyway). The factor structure and validity have been
extensively researched with acceptable reliability[46]. For computation of the
subscale scores as well as the total score, the responses on the items are
averaged. Higher scores indicate more dysfunctional parenting.

Parent-report,
questionnaire, 3

Positive parenting and effective
discipline

Positive parenting behaviour will be assessed using parent-report of the
Parenting of Young Children Scale (PARYC, 21 items)[47]. The PARYC
measures the frequency of parent behaviour over the previous month. Items
are summed to create a total score as well as scores for the subscales Positive
parenting (7 items, e.g., “How often do you play with your child?”), Setting
limits (7 items, e.g., “How often do you stick to your rules and not change
your mind?”’) and Proactive parenting (7 items, e.g., “How often do you
explain what you want your child to do in clear and simple ways?””). The
internal consistency of subscales was good and the validity has been widely
researched[47].

Parent-report,
questionnaire, 3

Other Pre-specified Intimate partner violence
Outcomes

Intimate partner violence based on adult self-report of perpetration and
victimization of intimate partner physical and psychological aggression will

Parent-report,
questionnaire, 3
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be assessed with a screening instrument, the family maltreatment measure[48]
and an adaption of the revised Conflict Tactics Scale (CTS2S)[49].
Assessments will measure the frequency of physical assault, psychological
aggression, and physical injury. Answers will be coded on a 5-point Likert
scale of 0 to 4, with an additional response for incidences that happened but
not in the past month. For the current study, a 9-point Likert scale of 0 to 8
will be used (from never happened to more than 8 times in the past month),
with an additional response for incidences that happened but not in the past
month. This measure indicates an overall indication of intimate partner
violence on a level of severity (sum of items) and prevalence (dichotomous
variable indicating experience of conflict or not) as well as for each subscale.
Only severity will be examined.

Family functioning

The 12-item short form of the FAD (Family Assessment Device; general
functioning)[50] will assess family functioning. The FAD has shown to be a
valid instrument for assessing family outcomes in clinical trials and has good
internal consistency[50]. For computation of the total score, the responses on
each item (ranging from 1 to 4) will be averaged. Thus, the total score will
range from 1 to 4 with higher scores indicating more problems in family
functioning.

Parent-report,
guestionnaire, 3

Parental relationship quality

The 3-item Kansas Marital Satisfaction Scale (KMSS)[51] assesses
relationship satisfaction among intimate partners. This scale has been widely
used and correlates highly with other measures of relationship satisfaction
(e.g., Dyadic Adjustment Scale, Quality of Marriage Index[52]). Items will be
rated on a scale from 1 (extremely dissatisfied) to 7 (extremely satisfied).

Parent-report,
questionnaire, 3

Social community support

Perceived social support will be measured using the emotional support
subscale of the Medical Outcome Study Social Support Survey (MOS-SSS, 8
items)[53]. In validation studies this subscale has shown excellent internal
consistency[53]. Parents will report on the frequency of how often they
receive emotional support (e.g., “Someone you can count on to listen to when
you need to talk”) on a Likert-like scale of 1 to 5 (from none of the time to all
of the time). An emotional support subscale score will be calculated by
averaging the scores for each item.

Parent-report,
questionnaire, 3

3. Are the measures and
indicators (including potential
moderators and RE-AIM
items) for the evaluation of

Reach: Recruitment

Number of recruitment strategies employed.

Report form, 4
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phases 2 and 3 feasible?

Implementation: Programme
adherence

Dropout rates: percentage of participants who fail to attend at least three
consecutive sessions and do not attend any sessions at a later stage.

Implementation
monitors, attendance
register, 1

Completion rates: the number of enrolled participants who attend a cut-off
threshold of at least 66% of the programme[54].

Implementation
monitors, attendance
register, 1

Reach: Representativeness

Comparisons between the study sample and those that were eligible and
declined participation (e.g., number of characteristics compared relative to
number of differences found on income, age, education etc.).

Parent-report,
questionnaires, 1

Reach and Implementation:
Potential barriers to programme
participation and engagement

The Obstacles to Engagement Scale (OES)[55] is a 14-item measure
including four subscales: Family obstacles (4 items); Relevance of parenting
programmes (4 items); Suitability of group-based programmes (4 items); and
Barriers due to time commitments (2 items). Internal consistency was above
.7 for the first three subscales. Some of the subscales have shown to be
predictive for poor parental enrolment and attendance in a parent training[56].
Participants will rate each item on a 4-point sliding Likert scale ranging from
definitely yes to definitely no. Scores for each subscale will be created as well
as an overall score by summing totals.

Parent-report,
questionnaire, 4

Effectiveness and
Implementation: Participant
satisfaction

Parental satisfaction with the PLH programme will be assessed using the
Parent Satisfaction Scale[57]. The 40-items measure has four subscales (i.e.,
whether the programme fulfilled their expectations, acceptability of delivery
and teaching methods, acceptability of theoretical parenting techniques, and
evaluation of programme facilitators). This scale has been used in other
parenting programme studies [e.g., 57] including PLH trials in other countries
and will allow comparison of results to those studies.

Parent-report,
questionnaire, 2

Household poverty

The Hunger Scale Questionnaire[58] will ask parents to respond to questions
on food shortage and hunger in the household. Parents will respond positively
or negatively regarding the occurrence of hunger in the household, whether it
occurred during the past 30 days, and if so, whether it occurred more than
five times in the past 30 days. The scale produces scores for single occurrence
and intensity of hunger. This scale has been used in PLH trials in other
countries and will allow comparison of results to those studies.

Parent-report,
questionnaire, 3

The Household Assets modified from UNICEF (2005) Multiple Indicators
Cluster Survey (MICS) Household Survey will also assess household poverty
with 19 items.

Parent-report,
questionnaire, 4
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Parent history of child
maltreatment

Parental history of maltreatment during childhood in the families of origin
will be measured using an adapted version of the International Society for the
Prevention of Child Abuse and Neglect Child Abuse Screening Tools
Retrospective version (ICAST-R, 5 items)[59]. This scale has been tested in
different countries and languages and utilizes parent self-report of
experiences during their own childhood (under 18 years old). In this study,
incidence of past history of child maltreatment will be scored as dichotomous
variables for physical and verbal abuse, as well as an overall score (0 = no
abuse; 1 = previous abuse).

Parent report,
guestionnaire, 4

Parental general health

Caregiver general health will be assessed using three items from the Medical
Outcomes Study (MOS) Short Form-12 Health Survey (SF-12)[60]. This
scale is an adapted version of the MOS SF-34 Health Survey, has
demonstrated excellent internal consistency and test-retest reliability and
examines physical and mental health[60]. Items include difficulty in normal
daily activities, such as cleaning the home, going to work, or carrying a child.
Response options are based on a 3-point Likert-like scale (1 = yes, limited a
lot; 3 = no, not limited at all). The third item requires respondents to assess
their overall health on a 5-point Likert scale (1 = excellent; 5 = poor). Three
additional items ask respondents whether they or their child have a (physical
or mental) disability. If they respond yes, they are asked to specify which type
of disability.

Parent-report,
questionnaire, 3

Parental alcohol use

The 10-item Alcohol Use Disorders Identification Test (AUDIT)[61] is a
screening instrument to detect harmful alcohol use and related problems. It
has demonstrated good internal consistency, retest reliability as well as
sensitivity and specificity as a screening instrument[62]. Total scores of eight
or more are recommended as indicators of hazardous and harmful alcohol
use, as well as possible alcohol dependence.

Parent-report,
questionnaire, 3

Neighbourhood safety, social
involvement and public services

The Neighbourhood Questionnaire[63] consists of 16 items. It was selected
because it allows comparison with the results from another large-scale project
(FAST TRACK)[64]. Eleven items are used to assess Neighbourhood safety
(5-item subscale), Neighbourhood social involvement (4-item subscale) and
Quality of public services (such as police, schools, transportation, 2-item
subscale). Responses include different answer formats.

Parent-report,
questionnaire, 4

Attention deficit hyperactivity
disorder

The MINI-KID-P (for details see above) will be employed to assess whether
or not the criteria for ADHD (F90.0, F90.1, F90.2) are currently met (yes/no).
The results will be combined to one binary total score 0 (no ADHD) and 1

Clinician-rated parent
report, structured
interview, 3




Informant,

Research question Construct Indicator/Questionnaire data source,
assessment point

(current ADHD; criteria met).

Notes. *Participants are purposively selected from the intervention group with the inclusion criterion of attending at least one intervention

session. Selection is based on those with high attendance (> 75%), those with low attendance (< 25%), and those who do not enrol. Assessment

point: 1: on-going assessment during the programme implementation, 2: assessed at post intervention, 3: assessed at pre and post intervention, 4:

assessed at pre-assessment only.
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