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Abstract 

Background Clinicians and researchers should consider the expected benefits and potential harms of an interven-
tion. Parenting programmes are a widely used evidence-based intervention for child behaviour problems. However, 
few data are available on potential negative effects. The aims of this paper were to increase systematic knowledge 
of adverse event (AE) assessment in parenting programmes and to provide an AE assessment tool.

Methods As part of the RISE project (prevention of child mental health problems in South-eastern Europe—adapt, 
optimise, test and extend parenting for lifelong health), we developed and tested an AE assessment procedure 
in three sequential studies for parents of children with child behaviour problems aged 2 to 9 years in North Mac-
edonia, Republic of Moldova, and Romania. This paper reports on the development of the assessment tool in phase 
1 (N = 140), phase 2 (N = 835), and the final experiences with using the optimised procedures in phase 3 (multisite 
randomised controlled trial, N = 823) in which AEs were assessed before, three times during intervention delivery, 
and at 1 year follow-up. At each time point, the participants completed a 12-item AE checklist. If moderate-to-severe 
problems of parent or child were reported, a structured follow-up interview was conducted.

Results The response rate on the AE assessment tool increased from 6% (phase 1) to 100% (phase 3) indicating improve-
ment in collecting these data based on the experiences of each phase. Results of the RCT (phase 3) showed generally 
low (S)AE frequencies with the finally optimised procedure: During the intervention, no serious adverse events (SAE) were 
registered; at least one AE was reported by 10% (after the first session), 7% (after the third session), and 4% (after the last 
fifth session) of participants. None of the identified (S)AEs was causally related to the study or intervention. Cost–benefit 
considerations are needed to determine the best way to ensure participant safety in parenting programmes.

Conclusion The applied active AE assessment procedure provides a comprehensive AE assessment tool that can be 
used by others—with adaptations for the specific context, if needed. Based on our experiences, we outline recom-
mendations for future studies.

Trial registration ClinicalTrials.gov, registration number phase 1: NCT03552250; phase 2: NCT03865485, phase 3: 
NCT04 721730. Registered on 13 January 2021.
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Since the 1990s, there have been increasing calls to sys-
tematically assess the benefits of psychological interven-
tions. A rich body of high-quality psychological trials 
have been conducted over the last 30 years. Today, guide-
lines for the conduct and reporting of clinical trials (e.g. 
CONSORT) [1, 2] assist in reflecting on large numbers of 
rigorous studies, as well as meta-analyses, demonstrating 
the beneficial effects of psychological treatment across a 
variety of mental disorders, (sub)clinical problems, and 
settings. However, psychological treatments should not 
only be effective but also safe, and clinical treatment 
guidelines need to ensure that evidence of both benefits 
and potential harms of interventions is collected [3, 4]. 
Besides the treatment itself, also non-intervention trial 
procedures, such as repeated assessments, randomisa-
tion, or wait-lists can have unwanted effects [1]. There is 
some evidence for harms (i.e. in the frequency of adverse 
events, AE) in indicated prevention as well as psycho-
therapeutic trials. For example, there are studies in which 
youth at risk for anti-social behaviour showed higher 
levels of delinquency, alcohol, and drug use and criminal 
behaviour after a group-based skills training [5, 6]. Lin-
den (2013) estimated that overall, 3 to 15% of psychother-
apy patients experience adverse reactions, such as the 
emergence of new symptoms, changes in family relations, 
and sick leave during or after therapy [7]. Other authors 
[8] report even higher numbers. Many different terms are 
used to describe potential negative or unwanted inter-
vention effects. Where possible, we apply the terms sug-
gested by the CONSORT extension for reporting harms 
in trials [1, 2] (Table 1).

Relevance of adverse event (AE) assessment 
in parenting programmes
Parenting programmes come in various formats (e.g. groups 
vs. individual) with numerous theoretical backgrounds, as 
universal, selective, or indicated prevention programmes 
as well as additional intervention support in the context of 
family mental health treatment services. Parenting pro-
grammes are frequently used in the context of child men-
tal health problems, for example child anxiety, depression, 
attention-deficit hyperactivity disorder (ADHD), autism, 
and child conduct problems (e.g. oppositional defiant dis-
order, ODD, conduct disorder, CD) [9]. These programmes 
can often be used with any caregiver of children (e.g. grand-
parents, foster parents) who is spending a significant pro-
portion of time with the child and is sharing everyday life, at 
least for the majority of the week. We refer to these caregiv-
ers who are usually attachment figures by the term ‘parents’. 
This is inclusive and also reflects that the majority of chil-
dren are indeed living with at least one (biological) parent. 
In this paper, we studied a parenting programme for parents 
of children with behaviour problems.

Whilst the collection and analysis of AEs is incorpo-
rated as standard procedure in most randomised con-
trolled trials (RCTs) within health research, reporting of 
potential negative events is much less common in men-
tal health trials and parenting research specifically. This 
may be grounded in the assumption that psychological 
interventions—in contrast to medical treatment—are 
unlikely to cause harm. However, it is equally impor-
tant to assess AEs in this type of study because (1) every 
intervention and study are associated with at least some 
burden (e.g. burden of time for the intervention and/or 
assessment) and (2) the harms and intervention-related 
burdens can outweigh the benefits. Even in preventive 
interventions with low-risk families, safety reporting 
is crucial as the effectiveness of interventions might be 
smaller and therefore skew the risk–benefit evaluation 
towards a more conservative approach. This reinforces 
the significance of also collecting AE data in low-risk 
samples [1]. As a result, Bonell and colleagues [10] rec-
ommend an assessment of harms across all levels of pub-
lic health interventions to establish their existence and 
prevent adverse effects across different levels of inter-
vention intensity.

Current AE assessment and reporting practice 
in parenting programmes
Given the relevance of harm assessment, recent guide-
lines for clinical trials (including all psychological and 
medical studies) require the assessment and reporting of 
AEs and negative reactions. For example, the Declaration 
of Helsinki and the American Psychological Association’s 
(APA) Journal Article Reporting Standards (JARS) [11] 
require investigators to assess burdens and risks during 
clinical trials. Moreover, an extension of the CONSORT 
statement outlined detailed standards on how to report 
potentially harmful AEs in RCTs [1].

A review of reviews by Barlow and Coren [12] con-
cluded that there are no data available regarding potential 
AEs in parenting interventions. Another review of evalu-
ation studies for parent trainings in children with ADHD 
[13] also noted a lack of AE reporting [14]. More recently, 
a small number of RCTs on parenting interventions stud-
ies have comprehensively reported on AEs. For example, 
Bearss et al. [15] compared a parent training and a parent 
education intervention for children with autism spectrum 
disorder. They assessed AEs using an active surveil-
lance method (form) at each of the 12 sessions. In addi-
tion to 533 moderate-to-severe AEs, they reported three 
serious adverse events (SAEs, in 180 families, 2% across 
conditions). Another study, a cluster RCT, of a home-
visiting prevention programme in a low-resource setting, 
reported severe risk of harm in 2% of the sample (e.g. sui-
cidality of caregiver) [16]. Specifically, in each of the two 
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groups (intervention and control group), 12 cases were 
identified between baseline and post-assessment.

Clinical research on psychotherapy suggests that the 
risk of AE is higher in samples with more severe prob-
lems [8]. Based on existing evidence from studies on 
parenting programmes, the risk seems rather low with 
SAE frequencies overlapping with the lower border of 
the range of adverse reactions in psychotherapy trials 
[7]. One explanation for this relatively low number of 
AE reports in psychological trials in general—and in 
parenting programmes specifically—might be because 
psychological interventions, especially preventive ones, 
are often considered to be safe. Also, there is a ‘lack of 
clear guidelines on how to define, categorize, identify 
and report harms within this research field’ (of psycho-
logical interventions, [17] p. 2). Reported frequencies 

of AEs may be highly dependent on how the data are 
collected (i.e. how participants are instructed to report 
on these events; who is collecting the data, e.g. thera-
pist or facilitator vs. member of the research team). 
This can be via an open-ended question at the end of 
the intervention or repeated throughout the interven-
tion, addressing each person individually or offer-
ing separate follow-up contact if a therapist perceives 
a participant worsening. Assessments of AE can also 
involve use of a checklist that routinely reminds partici-
pants to evaluate all areas in which an AE could occur 
(active assessment).

In addition to the method of collecting these experi-
ences, differences in AE definitions might also gener-
ate differences in SAE frequencies across studies. For 
instance, ‘symptom worsening’ is often an example of 

Table 1 Definitions of harms and applied adaptation for parenting programmes

Term Definition Adaptation for Parenting Programme 
Intervention Type

Harms Overall term for all negative consequences 
that a treatment can have [1]

All negative reactions (see below) as well as burdens

Burden Treatment-related activities May include homework or skill practice and time 
involvement (e.g. number of sessions). Assessment-
related burden may include time for assessment

Adverse events (AE, or unwanted events) [6] Negative events that occur in parallel to an inter-
vention—independent of the causality [1]. AE 
could include new physical and psychological 
symptoms, as well as problems in social life 
or work performance
AE can be expected [1] or unexpected

Any significant mental, medical, psychosocial, 
or cognitive health problem of the participating par-
ent or the child that has newly occurred or that has 
remarkably worsened (i.e. new occurring symptom 
or worsening of a pre-existing problem) compared 
to baseline. This may include physical problems (e.g. 
broken leg), emotional problems (e.g. higher levels 
of anxiety), behavioural problems (e.g. aggressive 
behaviour, alcohol misuse); difficulties in daily life 
that interfere with personal relationships or ability 
to fulfil daily tasks (e.g. cannot go to work)
Expected AE: an initial increase of child mental 
health problems when new parenting strategies 
are implemented for the first time. For exam-
ple, when participating in a parenting pro-
gramme, the parent might shift his/her attention 
towards the behaviour problems of the child. This 
can lead to increased levels of parent-reported child 
behaviour problems. Also, it is possible that par-
ticipants may experience moments of sadness 
when discussing difficult situations, like violence 
in the family or the death of a family member. Also, 
parents might argue about the new parenting [8]. 
These negative effects are expected to only last 
for a short period of time
Unexpected AE: e.g. parent reports new back pains 
during the parent training

Serious adverse events (SAE) Very severe forms of negative events (e.g. life 
threatening) that may include hospitalisa-
tion, suicidal ideation or attempt, and violence 
towards self or others [4]

AE associated with severe consequences for the par-
ticipating parent or child. This could be any life-
threatening event or events that may lead to hospi-
talisation (for at least one night) or death

Adverse reactions, negative effects, 
or treatment-emergent reactions [1, 7]

AE that are caused by or causally related 
to the intervention

AE is causally related to intervention (e.g. escalation 
of child behaviour problems when new parenting 
strategies are implemented for the first time; new 
interparental conflicts about parenting strategies/
interparental violence due to parenting issues
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an AE in studies focusing on mental health. In a parent-
ing intervention, this may relate to the child, the primary 
caregiver, both or potentially, if viewed from a systemic 
standpoint, other core family members. Furthermore, 
the most proximal variable targeted in parenting pro-
grammes is parenting behaviour. Worsening of such 
behaviour is certainly of primary interest during a parent-
ing intervention but not necessarily during other types of 
interventions. Unfortunately, reports on AE assessment 
methods mostly lack sufficient detail to allow comparison 
or replication of findings across studies.

Another challenge in AE assessment is how to disen-
tangle adverse reactions from short-lived, expected side 
effects in parenting programmes, events that may arise 
during a correctly conducted intervention (e.g. escalat-
ing child behaviour problems when a parent implements 
time out for the first time) and more negative effects of 
the intervention (e.g. permanent increase of child behav-
iour problems due to ineffective programme or increased 
risk of intimate partner violence experience due to part-
ner conflicts about parenting styles) [7, 18]. These effects 
may only be differentiated based on a priori assumptions 
about the mechanisms of change of such interventions. 
In addition, like other intervention types, it can some-
times be difficult to decide if an occurrence is positive 
or negative in a parenting intervention (e.g. divorce from 
partner) [7]. Further, we do not know when the adverse 
effects are most likely to occur (e.g. during or after the 
intervention), which are the most common ones, and 
how these can be reliably assessed.

In sum, collecting and analysing data on AEs in parent-
ing interventions is challenging: Parenting programmes 
implemented as (targeted) prevention might not be eval-
uated as a ‘clinical trial’ and therefore researchers (and 
editors) might conclude that AE assessment is not neces-
sary or that guidelines for clinical studies do not apply. In 
contrast to pharmacological interventions and individual 
psychotherapies, parenting programmes include not only 
the index person (i.e. the child) but also the caregiver. As 
these programmes are usually aiming to have positive 
effects on both children and parents, it is important to 
assess potential harms in both groups. Furthermore, to 
our knowledge, there are no standard instruments avail-
able for AE assessment in parenting programmes. Most 
of the available AE tools in psychotherapy research [8] 
are quite lengthy (i.e. 16–147 items) which might make it 
difficult to repeatedly assess in brief interventions (e.g. 10 
sessions or less). Finally, the available AE tools focus on 
the potential harms and burdens of an index patient but 
not of (other) family members [19].

To conclude, we need to increase systematic knowl-
edge about potential harms in psychological interven-
tions in general and parenting programmes specifically. 

As psychological interventions differ widely in their 
expected effect—depending on symptom severity (pre-
vention vs. intervention), targeted problems (e.g. individ-
ual depressive symptoms vs. substance abuse vs. marital 
conflicts), targeted persons (only index person vs. other 
persons included), and type of intervention (e.g. in vivo 
exposure therapy of index person vs. family interven-
tion)—it is recommended that each research domain 
outlines the exact definitions, assessment methods, and 
reporting standards for AEs in each specific field [20, 21]. 
In the field of parenting interventions, it is important to 
develop standard instruments that systematically assess 
AE in an economic, valid, and feasible way for, usually, 
short-term interventions. It might be more promising to 
use active (e.g. with a questionnaire) instead of passive 
(e.g. only note any spontaneous reports by the caregiv-
ers) surveillance because of the lower risk of missing any 
potential negative events.

Aims of this paper
This paper aims to share experiences of developing and 
testing an AE assessment procedure used in an evalu-
ation of a parent intervention with two goals: (1) to 
make a stepwise approach to the systematic assessment 
of AEs in parenting intervention studies that are eco-
nomic, feasible, and inclusive (i.e. allow caregivers with 
language difficulties/low literacy to self-report poten-
tial AEs by using symbols) and (2) to share the AE tool 
including results from the final optimised version of the 
assessment method used in a multisite RCT that evalu-
ated a parenting intervention for parents of children 
with increased levels of behaviour problems. For report-
ing, we apply CONSORT harms extension [1, 2] and, 
where appropriate, make suggestions for adaptations in 
the field of parent interventions (Table 1). We assumed 
that we would find (1) higher AE response rates with the 
optimised AE procedures in phase 3 compared to the 
prior study phases (i.e. less missing AE data; definition 
response rate: participants with valid AE data out of 
all families that participated per assessment point) and 
(2) similarly low rates of SAEs as reported previously 
(around 2 to 5%) [15, 16]. We expected some associa-
tion of (S)AE occurrence and mental health symptoms 
in the family (i.e. families with higher levels of men-
tal health problems were at higher risk for experienc-
ing (S)AEs. We were also interested in exploring how 
frequent different categories of problems (emotional, 
physical, and social problems as well as other problems 
in daily life)—as newly occurring or worsening during 
the study—were reported by parents (independent of 
whether the reported problem then met the criteria for 
an AE or SAE). Potential expected (temporary) negative 
effects of parenting programmes were a priori defined 
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as (short-term) increases of aggressive child behaviour 
(e.g. initial increase of oppositional behaviour when 
new parenting strategies are implemented for the first 
time), emotional distress in parents (e.g. because they 
do not feel yet comfortable with the new parenting 
strategies), and interparental conflicts (e.g. because par-
ents disagree on the new parenting strategies). Finally, 
we were interested in identifying adverse reactions (i.e. 
parenting intervention study-emergent reactions) and 
side effects (unintended effects caused by the interven-
tion or study).

General method
Overview: the RISE project
In the RISE project (prevention of child mental health 
problems in south-eastern Europe—adapt, opti-
mise, test, and extend parenting for lifelong health), 
we developed, tested, and evaluated a parenting pro-
gramme for the specific needs of families in south-
eastern Europe across three consecutive phases 
(applying the multiphase optimisation strategy, 
MOST) [22]. In each phase, we implemented the Par-
enting for Lifelong Health Programme for Young Chil-
dren (PLH-YC) [23, 24], a group-based programme 
based on social learning theory for parents of children 
aged 2 to 9  years with elevated levels of child behav-
iour problems. Implementation sites were community 
centres, health clinics, and schools in the Republic of 
Moldova, North Macedonia, and Romania.

Participants
Inclusion criteria [23, 25, 26] were parents or primary 
caregivers who (1) were ≥ 18 years of age and with chil-
dren aged 2 to 9  years, (2) reported at least subclini-
cal levels of child behaviour problems (scores ≥ 10 on 
the oppositional defiant disorder subscale, ODD; on the 
Child and Adolescent Behavior Inventory, CABI) [27], 
(3) spent at least four nights a week with the child in the 
same household, (4) agreed to being randomised to one 
of the conditions (phases 2 and 3 only), (5) consented to 
participate in the full study, and (6) had adequate lan-
guage skills to participate in the intervention, either in 
the primary language of the group or with additional 
language support provided. (1) We excluded primary car-
egivers whose children were removed from their custody.

AE assessment procedures
(1) Potential AEs were assessed using parents’ self-report. 
In phase 1, parents answered to an open-ended question. 
In phases 2 and 3, parents completed an AE checklist (see 
below). (2) Parents’ self-report was adjudicated in a fol-
low-up interview to decide whether the criteria for an AE 
or SAE (Table 1) were met.

AE reporting procedures
In case of any reported (S)AEs, research personnel sought 
more details about what happened and informed the local 
principal investigator (PI) within 24 h. The PI adjudicated 
the report (e.g. criteria for AE or SAE met, increased risk 
for participants, AE/SAE anticipated or unanticipated), 
decided on further actions, and reported the (S)AE to 
the project coordinator (NH, IF). The research person-
nel and PI also evaluated whether the (S)AE was caus-
ally related to the study (meaning an unwanted negative 
effect vs. problem with other cause; this was independ-
ent of whether the problem was anticipated or unantici-
pated). When local legal criteria for child maltreatment 
were met, the PI also reported to local child protection 
services. In cases of an SAE, the PI informed the local 
ethical institutional review board (IRB) and the project 
coordinator informed the independent data safety and 
monitoring board (DSMB, consisting of two experts in 
the field of parenting interventions, TO and RJM), with 
assistance of the PI HMF (who managed all IRB sub-
missions for the overall project at the University of Kla-
genfurt IRB)—the central IRB in Klagenfurt. Based on 
the information given, the DSMB members (1) decided 
whether the study could proceed without evidence or 
risk of unanticipated harms to participants and how the 
study protocol or consent needed to be changed and (2) 
stopped the trial if it was deemed that risks of the study 
outweighed benefits.

Phase 1
Methods
Phase 1 included a pre-post feasibility study (N = 140) 
[25, 28] to test the assessment, implementation, and 
intervention procedures in the three countries (data 
collection: pre: April to June 2018; post: September to 
December 2018). The PLH-YC programme was trans-
lated and adapted to the specific context. The 12-session 
version was delivered in North Macedonia and Republic 
of Moldova, whilst in Romania, a condensed 6-session 
version was used (to ensure that the programme was 
completed before the summer holidays) [25, 28].

AE instrument
We used an open-ended question for AE assessment 
(informed by the procedures of the STRONG STAR 
and GROW&TREAT studies) [29, 30], such as ‘How 
are you doing—have you or your child had any prob-
lems since the last contact with anyone from the pro-
ject team?’ During the intervention, the programme 
facilitators asked the participants at each contact (indi-
vidual and group sessions) about potential AEs since 
the last session. At post-assessment, research assistants 
administered the AE question as part of the outcome 
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assessment interview. If a potential AE was reported, 
local research staff assessed further details (e.g. sever-
ity, actions taken, relatedness to study; see ESM 1) and 
decided if the criteria for an AE or SAE were met (AE/
SAE criteria phase 1, see ESM 1).

Participants
From 140 families enrolled, 94 completed post-assess-
ment. Mean age of the index child ranged from M = 5.5 
(SD = 2.1, Romania) to M = 6.3 (SD = 2.1, Republic of 
Moldova; North Macedonia M = 5.7, SD = 1.8); parents’ 
age ranged between 34 (SD = 7.5; Republic of Moldova) 
and 37  years (SD = 4.3; North Macedonia; Romania 
M = 34.6, SD = 9.8). Regarding the education level, 75% 
of the parents from Romania had no college degree 
(North Macedonia 36%, Republic of Moldova 35%); and 
47% could not/only read with difficulties (North Mac-
edonia 12%, Republic of Moldova 9%) [28].

Results and discussion
In phase 1, we received AE reports from a small number 
of families and assessment points (n = 7 during the inter-
vention out of 119 allocated to group, 6%, n = 10 out of 
94 families assessed at post-intervention; AE post-inter-
vention response rate 11%) [28]. AEs included medical 
problems (e.g. high blood pressure), interpersonal prob-
lems (e.g. parent slapped child), and emotional problems 
(e.g. worries about relative with severe illness, marital 
conflicts). Across the 2 assessment points, 5 SAEs were 
reported (3 recorded during the intervention, 2 at post-
assessment; a total of 5 out of 140 participants: 4%) [28]. 
SAEs were hospitalisation because of medical problems 
(e.g. cardiovascular problems) or interpersonal problems 
(injury due to physical aggression by peers). None of the 
SAEs was an adverse reaction caused by the interven-
tion or study. Based on other reports from participants 
(e.g. in questionnaires or in post-intervention focus 
groups), we additionally realised that it was likely that 
more events happened that could have been reported. 
Feedback from the research coordinators suggested that 
the procedures (setting out when and how to complete 
the AE forms and forward them to the PI and afterwards 
to the coordinator) were not followed due to misunder-
standings, time constraints, or subjective evaluations of 
the insignificance of the reports (lack of sensitivity) by 
research staff.

Phase 2
Methods
Phase 2 comprised a factorial cluster randomised trial to 
test different PLH-YC programme and implementation 

components [23], (Foran HM, Lachman JM, Zhao X, 
et al: A cluster randomized factorial trial of the Parenting 
for Lifelong Health program for Young Children: results 
from the optimization phase  of a Multiphasic Optimi-
zation Strategy, submitted). Pre-assessments began in 
March 2019 and were completed by mid-April 2019. 
Programme delivery was face-to-face in spring 2019. 
Post-test assessments were conducted from September 
to December 2019 with follow-up assessments took place 
from January to April 2020 in North Macedonia and 
Romania and from March to May 2020 in the Republic 
of Moldova. Because of the restrictions due to the pan-
demic, we switched assessment mode from in-person 
interviews to phone calls for follow-up assessments, if 
needed.

AE instrument
Based on experiences during phase 1, we revised the 
AE assessment procedures for phase 2 with the follow-
ing specifications: we used a standardised AE checklist 
to make sure that we received data from all participants 
at all assessment points. To facilitate the AE assessment 
during the group sessions, we used a self-report tool for 
parents. We applied symbols and minimised language 
to account for low literacy levels. For the categories on 
the AE checklist (e.g. headache, accident, feeling sad, 
or depressed), we used examples reported from phase 
1. These included five physical/medical problems (e.g. 
injury, headaches), four behaviour problems (e.g. aggres-
sive behaviours), four emotional problems (e.g. depres-
sion; answer format: happened to parent/child no/yes, 
if yes severity rated from 1 = mild to 4 = severe); and 
five problems in daily life (e.g. emergency room visit). 
In order to assess any negative effects that occurred 
after programme completion, we also assessed AEs at a 
6-month follow-up.

Participants
At baseline, N = 835 participants were assessed. From 
these families, n = 735 were enrolled in the programme 
and participated in at least one programme session; 
n = 661 participated at post-assessment, and n = 582 
participants at 6-month follow-up. In the included fami-
lies (N = 835), parents’ ages ranged between M =  36.0 
(SD = 6.4) and M = 36.5 (SD = 6.6) years across condi-
tions; parents’ gender was mostly female (95-97%). Sixty 
to sixty-four percent of participating parents had a col-
lege/university degree (35-39% some schooling, 0-1% 
no schooling). Regarding the index child, age ranged 
between M = 5.5 (SD = 1.9) and M = 5.8 (SD = 2.0) years 
across conditions with slightly more boys than girls (58-
63% boys).
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Results and discussion
After piloting these procedures, we received numerous 
notifications that needed follow-up and ended up being 
evaluated as non-significant (overly sensitive; e.g. the 
parent had migraine attacks for years, hence, the prob-
lem was not new or worse than usual). To address this, 
we changed the procedure and introduced a severity 
threshold for each event and if this was met (severity of 3 
or 4 on checklist, or a problem in daily life), an adjudica-
tion interview was conducted (ratings conducted for each 
reported event separately).

In phase 2, the AE response rates were higher com-
pared to phase 1: the overall coordinator (PI: last author) 
received a total of 606 completed AE checklists from the 
three country sites. However, most of these were from 
post- and follow-up-assessment (post-assessment: 451 
out of 661 completed assessments; AE response rate 68%; 
follow-up assessment 152 out of 582 completed assess-
ments, AE response rate 26%). The response rate on the 
AE assessment during the intervention was low (interim 
assessment: one from the 735 families enrolled in the 
programme, < 1%; pre-programme consultations: two 
from N = 735 families enrolled). Based on feedback from 
the programme coordinators, it was not feasible for pro-
gramme facilitators to complete the AE checklist with 
parents during the group sessions because of time pres-
sure and other competing tasks whilst delivering parent-
ing sessions.

Research staff conducted AE follow-up interviews with 
82 families (2 during pre-programme consultations, 1 
during intervention, 50 during post-assessment, 29 dur-
ing follow-up period). During the pre-programme con-
sultations, two AEs were coded in two families (both 
happened to the child, one expected, one unexpected, 
both unrelated to the study). During the intervention, one 
SAE occurred: one child died unexpectedly (unrelated to 
the study). At post-assessment, 27 AEs and 4 SAEs were 
identified during the follow-up assessments (all unrelated 
to the study; in 19 cases the criteria for SAE/AE were not 
met after the adjudication interview; e.g. because the 
problem did not newly or occur or got worse). During the 
follow-up assessment, 24 AEs and 3 SAEs were identified 
(all unrelated to the study, in two cases criteria for AE not 
met).

Phase 3
Methods
Families were randomly assigned to the intervention (five 
sessions PLH-YC parenting programme group) or the 
control group (one session lecture on parenting; https:// 
rise- plh. eu/ about- lectu re- inter venti on-2/). The inter-
vention trial was conducted during the COVID-19 pan-
demic and was shifted to mostly remote assessment and 

online intervention delivery via Zoom [26]. Families were 
recruited from December 2020 until February 2021.

Across the three countries, a total of 823 families were 
assessed and randomly allocated to the PLH-YC (n = 415) 
or lecture (n = 408) condition. Participating parents were 
mainly female (97% in both groups), about 35  years of 
age (PLH-YC group: M = 35.4, SD = 5.1; lecture group: 
M = 35.6, SD = 5.3). Child mean age was 5  years (PLH-
YC group: M = 5.2, SD = 2.1; lecture group: M = 5.1, 
SD = 2.0). Baseline levels of the aggressive behaviour 
subscale of the Child Behavior Checklist (CBCL) [31] 
were approximately half a standard deviation above the 
mean (t-scores: PLH-YC group: M = 55.5, SD = 12.0; lec-
ture group M = 55.1, SD = 11.0). Regarding clinical levels 
of child behaviour problems, 8.5% in the PLH-YC group 
met diagnostic criteria for ODD or conduct disorder (CD 
assessed with the MINI-KID-P) [32], compared to 7.4% 
in the lecture group. There were no baseline differences 
regarding any of the assessed outcomes and demographic 
data between the two groups (34).

AE assessment
Based on the experience in phase 2 and feedback from 
research staff at implementation sites, we further opti-
mised the AE assessment procedures for phase 3. This 
included shortening the AE checklist (e.g. items were 
merged, for example back pain and headache were 
merged to one item assessing pain) and an adaptation 
of the adjudication form (e.g. specification of criteria for 
(S)AE; adding outcome). We also changed the assess-
ment procedures to administer the AE checklist in indi-
vidual assessments during the intervention (phone calls 
independent of the parenting programme sessions). This 
allowed for greater differentiation between the imple-
mentation and research components of the study, thus 
increasing the likelihood of reporting AE during inter-
vention delivery. Also, this allowed the use of identical 
procedures in the intervention (five sessions) and control 
group (one session).

Following the recommendations by Linden (2013) 
[7], we considered all AE that occurred in parallel (with 
a time connection) with the intervention study using a 
standardised checklist, because all occurring negative 
events could potentially be caused by the intervention 
or study. In a second step, more details were gathered in 
an adjudication interview. This included an evaluation of 
whether or not the AE was related to the intervention or 
study and hence classified as an adverse reaction or not 
(Table 1).

AE checklist All parents were asked to complete the 
self-report checklist five times: at pre-assessment, 
three times during the intervention, and at a 12-month 

https://rise-plh.eu/about-lecture-intervention-2/
https://rise-plh.eu/about-lecture-intervention-2/
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follow-up. The checklist consisted of 12 items assess-
ing physical problems (three items: accident, injury, 
pain), behavioural problems (three items: aggressive/
violent behaviours, sleep disturbances, pain), emotional 
problems (one item: emotionally distressed), and other 
significant problems in daily life (five items: difficulties 
with personal relationships, unplanned hospitalisation, 
emergency room visit, death of a loved one, any other 
problems).

For each item, the parent reported whether this had hap-
pened to him/herself or the child (yes/no) since the last 
contact with the assessor or facilitator (usually 2 weeks; at 
pre-assessment we asked: ‘in the last four weeks’ before this 
baseline assessment). During the intervention and at the 
follow-up assessment (conducted about 6 months after the 
AE assessment following the fifth (final) session/4  weeks 
after the lecture) we asked ‘since the last interview’ so as to 
not miss any (S)AEs that happened during/after the com-
pletion of the programme and might be causally related to 
the study participation. If a parent reported a problem on 
the checklist, he/she then rated its severity (from 1 = mild 
to 4 = severe, answer-format for problems in daily life: yes/
no; full checklist, ESM 2).

Adjudication interview Based on the experiences of the 
previous phases of the RISE project where parents also 
reported mild events on the checklist that did not nec-
essarily meet the AE criterion of a significant deteriora-
tion (noteworthy worsening of an existing problem or a 
significant new problem), we only followed up reports 
of behavioural, physical, and emotional problems with 
moderate or severe severity (3 or 4 on the checklist), or a 
significant problem in daily life. If this threshold was met, 
a semi-structured follow-up interview (ESM 2) was con-
ducted to find out more about what had happened and to 
decide whether or not the definition of an (S)AE was met.

During the interview, parents provided a detailed 
description of the event and the research personnel 
recorded whether any actions were taken (e.g. offer addi-
tional 1:1 counselling), the outcome of this action (e.g. 
1 = recovery to 5 = death, 6 = unknown), and to whom the 
AE happened (child/parent), whether the AE was (un-)
expected and its severity (from 1 = mild to 4 = severe). 
Also, the causal relationship to the study was rated based 
on the detailed parent report (1 = not related to the study, 
5 = definitely related to the study; for complete follow-
up form, see ESM 2). If parents reported more than one 
problem (e.g. worsening of aggressive child behaviour, 
parents’ newly occurring emotional distress), the follow-
up form was completed for each potential AE separately.

AE procedures
At pre- and follow-up assessment, the AE checklist 
was administered as part of the main outcome measure 
assessments. These assessment meetings were conducted 
in-person or over the phone/or video (depending on local 
COVID-19 restrictions) by local data assessors [26]. Dur-
ing the intervention, three phone calls were conducted 
to assess child and parent behaviour and the AE check-
list was administered, after the first PLH-YC session 
(intervention group) or the lecture (control group); the 
third PLH-YC session (or for the control group 2 weeks 
after the lecture), and the last PLH-YC session (fifth ses-
sion, or for the control group 4 weeks after the lecture). 
The data assessor entered the parents’ responses to the 
checklist into a tablet (via Open Data Kit software). The 
follow-up form was completed by the data assessor via 
paper–pencil.

Additional validation measures
Child mental health problems were assessed with the 
CBCL (total score; CBCL 1½–5 version: 100 items, 
CBCL 6–18 version: 113 items) [31]. Parents reported 
on a 3-point Likert scale; raw scores were transformed 
to age-adjusted standardised t-scores (based on multi-
societies including Romania). Higher CBCL scores rep-
resented more mental health problems. Parent mental 
health problems were assessed using the DASS-21 [33]. 
Sum score ranges from 0 to 63 with higher scores indicat-
ing more depressive, anxiety, or stress symptoms. Social 
support was assessed with the emotional support sub-
scale of the Medical Outcomes Study (MOS) Social Sup-
port Survey (eight items, mean score transformed to a 0 
to 100 scale with higher scores indicating more perceived 
support) (Heinrichs N, Lachman, JM, Waller F, Müller M, 
Frantz I, Raleva M, et al: Multi-country randomised con-
trolled trial of a systematically optimised, remotely-deliv-
ered five-session parenting intervention with parents of 
children ages 2–9 years with conduct problems in East-
ern Europe, submitted). For full description of measures, 
see Taut (2021) and Heinrichs (2024) [26, 34].

Results
Validation of AE procedures
Response rates
In phase 3, the optimised AE procedures yielded higher 
response rates compared to phases 1 and 2 (Table  3). 
Especially data collected during programme delivery 
indicated that the AE response rate increased from 6% 
(phase 1) to almost 100% (phase 3; 648 AE data available 
out of 649 participants after the first session). At follow-
up assessment, the AE response rate was 99% in phase 
3 (527 out of 533 participants at outcome assessment) 
compared to 26% in phase 2). 
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Adjudication interview
The participants’ self-reported problems on the check-
list were validated in a follow-up interview. In 4 cases 
out of 130 reports (3%; all pre-assessment, Table 2), the 
threshold for a follow-up interview (based on check-
list data) was met, but after detailed adjudication, the 
reported problem did not meet the criteria for an (S)
AE. Reasons were that the reported event was not new 
or remarkably worsened (i.e. longstanding back pain, 
conflicts with sibling, caregivers’ migraine, caregivers’ 
conflicts with own parents, caregiver’s anxiety about 
child’s medical problems). Very few reported AEs met 
the criteria for severe life-threatening problems (total 
of n = 10 SAE). Mild problems (not classified as AE, 
e.g. mild pain) were reported by 15% to 39% of families 
(ESM 3, Table 2).

Associations with other measures
We looked at associations between family characteris-
tics at baseline and the occurrence of AEs during the 
intervention. The report of AEs during the intervention 
was as expected, positively associated with child men-
tal health problems (r = 0.15, p < 0.001), as well as par-
ent emotional problems (r = 0.14, p < 0.001) at baseline: 
the more parent or child mental health problems were 
reported at pre-intervention, the higher was the risk to 
report at least one AE or SAE during the intervention. In 

participating families with child mental health problems 
within one standard deviation around the CBCL mean at 
baseline, the prevalence of AEs during the intervention 
was 11% compared to 15% in the total sample. In families 
with child mental health problems with t-scores of 60 or 
more the percentage was higher (21%; n = 45 from 211). 
The CBCL total mean score was M = 58.6 (SD = 13.2) in 
the group of families with at least one (S)AE during the 
intervention compared to M = 53.9 (SD = 10.6) in the 
group without (S)AE. The amount of social support as 
perceived by the parent at baseline was, contrary to our 
expectation, not associated with AE reported during the 
intervention (r = 0.01, p = 0.979).

Frequencies of AE
In total, 126 (19%) families reported at least one AE dur-
ing the intervention. Per assessment point, the percent-
ages of participating families with at least one AE were 
10% after the first session (n = 65 out of 648 with AE 
data), 7% after the third session (n = 40 out of 553), and 
4% after the last session (n = 21 out of 537). Some fami-
lies (17%, n = 22) reported more than one AE (for details 
see Table 3). In the 4 weeks before the intervention and 
the time between post- and 1-year follow-up, we received 
slightly more AE reports compared to the second and 
third assessments during the intervention. About 9% of 
the sample reported at least one AE at pre-assessment 

Table 2 Frequency of reported problems with moderate-to-severe severity (checklist data)

Pre-assessment AE collection served as a comparison to assist in evaluating the frequency during the intervention (time frame 4 weeks). Displayed are the parents’ 
responses on the checklist per time point merged for each category (e.g. at least one item assessing physical problem rated with severity of 3 or 4); any event: at least 
one problem with severity of 3 or 4 reported across categories

Pre-assessment
N = 823

After session 1
N = 649

After session 3
N = 556

After session 5
N = 537

Follow-up 
assessment
N = 533

Parent Child Parent Child Parent Child Parent Child Parent Child

Any event (n %)

 PLH 37 (9%) 18 (4%) 22 (6%) 19 (5%) 13 (4%) 12 (4%) 8 (3%) 6 (2%) 13 (5%) 13 (5%)

 Lecture 40 (10%) 24 (6%) 18 (6%) 17 (6%) 3 (1%) 11 (4%) 5 (2%) 1 (< 1%) 17 (7%) 13 (5%)

Physical problems

 PLH 14 (4%) 3 (1%) 6 (2%) 4 (< 1%) 5 (2%) 1 (< 1%) 4 (2%) 3 (1%) 3 (1%) 1 (< 1%)

 Lecture 14 (4%) 1 (< 1%) 4 (1%) 1 (< 1%) 1 (< 1%) 3 (1%) 1 (< 1%) 1 (< 1%) 5 (2%) 1 (< 1%)

Behavioural problems

 PLH 11 (3%) 3 (1%) 4 (1%) 4 (1%) 4 (1%) 1 (< 1%) 6 (2%) 2 (1%) 2 (1%) 1 (< 1%)

 Lecture 9 (2%) 3 (1%) 3 (1%) 6 (2%) 1 (1%) 2 (1%) 0 0 5 (2%) 1 (< 1%)

Emotional problems

 PLH 13 (3%) 5 (1%) 9 (3%) 2 (1%) 4 (1%) 2 (1%) 8 (3%) 0 4 (2%) 2 (1%)

 Lecture 19 (5%) 5 (1%) 7 (3%) 2 (1%) 2 (1%) 3 (1%) 1 (< 1%) 1 (< 1%) 4 (2%) 0

Significant problem in daily life

 PLH 24 (6%) 15 (4%) 17 (5%) 16 (4%) 8 (3%) 10 (3%) 4 (1%) 3 (1%) 9 (3%) 12 (4%)

 Lecture 35 (8%) 21 (5%) 13 (5%) 11 (4%) 2 (1%) 7 (3%) 4 (1%) 0 10 (4%) 13 (5%)
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(n = 77 out of 812) and at 1-year follow-up assessment 
(n = 50 out of 527).

The frequency of AE reports was similar in both groups 
during and after the intervention (Table 3). We received 
a total of 74 AE reports in the PLH condition during the 
intervention, compared to 52 in the lecture group (see 
Table 3). There were 23 AE reports in the PLH-YC group 
(8%) after the intervention, compared to 27 in the lecture 
group (11%).

The most frequent categories, with moderate-to-severe 
severity across the three assessment points during the 
intervention, were parents’ emotional problems (n = 31), 
parents’ physical problems (pain n = 20), child behav-
ioural problems (n = 15), and child emotional problems 
(n = 10). Unplanned hospitalisation, accidents, and inju-
ries were rarely reported (see Table 1 ESM 3 and Table 2). 
The frequencies of (expected) problems (e.g. short-term 
increase of child behaviour problems, emotional prob-
lems) were numerically not higher in the intervention 
group compared to the control group (Table 2). For com-
pleteness, the frequency of mild levels of distress experi-
enced during the trial (not classified as AE) are displayed 
in the ESM 3 (Table 2: Checklist results with severity of 1 
or 2 (mild problems).

Frequencies of SAE
In total, 1% of participating families (n = 10) reported 
an SAE during the trial. Half were reported before the 
intervention (pre-assessment: n = 5), and half afterwards 
(follow-up assessment: n = 5). No SAE occurred during 
the intervention. The risk for SAE was similar for both 
groups (intervention and control) during and after the 
intervention (see Table 3).

At pre-assessment, SAEs included in the lecture group: 
(1) child hospitalised due to bronchitis, (2) parent hos-
pitalised due to birth complications, and (3) child’s sur-
gery due to genital problem since birth. In the PLH-YC 
group, SAEs were (1) parent hospitalised with a broken 
leg and (2) child hospitalised with a cold. At follow-up 
assessment, one SAE was reported in the lecture group: 
child hospitalised due to leg problems. In the PLH-YC 
group, SAEs included (1) unplanned hospitalisation of 
child due to bacterial infection, (2) child hospitalised due 
to planned surgery, (3) child hospitalised with a broken 
leg, and (4) caregiver’s emotional problems due to death 
of close relatives (Table 3).

Table 3 Characteristics of (serious) adverse events (after follow-up interview)

Note. Displayed is the number of families that reported at least one AE per assessment point in both conditions. Percentages relate to the cases per randomised group 
with available AE data at each assessment point
a n = 1 case with required follow-up call according to checklist data, but follow-up call form is missing
b Percentages relate to the cases with at least one (S)AE per randomised group at each assessment point

Pre-assessment
N = 823

After session 1
N = 649

After session 3
N = 556

After session 5
N = 537

Follow-up 
assessment
N = 533

Lecture PLH Lecture PLH Lecture PLH Lecture PLH Lecture PLH

Total N 408 415 285 364 255 301 229 308 247 286

AE data available 401 411 284 364 253 301 229 308 244 283

Follow-up call required 42 (10%)a 45 (11%) 32 (12%)a 35 (10%) 17 (7%)a 24 (8%) 7 (3%)a 15 (5%) 28 (12%) 27 (10%)

Results of follow-up interview

 No AE 3 (< 1%) 1 (< 1%) 1 (< 1%) 0 0 0 0 0 0 0

 AE 35 (9%) 42 (10%) 30 (11%) 35 (10%) 16 (5%) 24 (8%) 6 (3%) 15 (5%) 27 (11%) 23 (8%)

 SAE 3 (< 1%) 2 (< 1%) 0 0 0 0 0 0 1 (< 1%) 4 (1%)

Happened to

 Caregiver 31 (8%) 35 (9%) 14 (5%) 22 (6%) 4 (2%) 14 (4%) 4 (2%) 8 (3%) 14 (6%) 14 (5%)

 Child 10 (2%) 10 (2%) 16 (6%) 13 (4%) 12 (5%) 9 (3%) 2 (1%) 7 (2%) 13 (5%) 11 (4%)

 Expected 21 (5%) 21 (5%) 13 (5%) 11 (3%) 4 (2%) 7 (2%) 4 (2%) 5 (2%) 9 (4%) 8 (3%)

Definitely/probably/
possibly related to study

0 0 0 0 0 0 0 0 0 0

Unrelated to  studyb 38 (100%) 44 (100%) 30 (100%) 35 (100%) 16 (100%) 24 (100%) 6 (100%) 15 (100%) 28 (100%) 27 (100%)

COVID-19 related 7 (2%) 3 (1%) 4 (2%) 9 (3%) 1 (< 1%) 4 (1%) 0 2 (1%) 5 (19%) 4 (17%)

N of cases with more than one AE

 2 AE 8 (2%) 13 (3%) 2 (1%) 5 (1%) 3 (1%) 4 (1%) 0 3 (1%) 6 (3%) 6 (3%)

 3 AE 4 (1%) 7 (2%) 1 (< 1%) 2 (1%) 3 (1%) 2 (1%) 0 0 2 (1%) 1 (< 1%)
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Adverse reactions/negative effects
We did not find any evidence for the intervention or 
study procedures generating the detected problems 
(no causal relationship). All AEs and SAEs were deter-
mined as unrelated to the study based on adjudication of 
implementation site PI and consultation with DSMB. In 
addition to the structured assessment results, the local 
research teams reported some protest from families in 
the control condition: some of the parents were unhappy 
because they had only received one lecture but needed to 
complete several hours of assessment. Assessment bur-
den per family included the three outcome assessments 
(each lasting about an hour), along with three additional 
brief interviews during the intervention. The research 
staff did not register any specific dissatisfaction of par-
ents related to the AE assessment (duration of about 
5 min).

Summary and concluding discussion
The aim of this paper was to develop a systematic AE 
assessment tool for parenting interventions over three 
consecutive studies and test the optimised AE assess-
ment procedure in the final multisite RCT.

Quality and quantity of the AE data improved over the 
three consecutive studies. Whilst the AE response rates 
in phases 1 and 2 were insufficient, especially during the 
intervention, we received AE data from all participants 
in phase 3. To examine our hypotheses that more AEs 
may occur in families with more (severe) mental health 
problems, we analysed the associations between baseline 
child and parent mental health problems and AE reports 
during the intervention as a potential indicator for the 
validity of the AE assessment procedures. AE reports 
during the intervention were significantly associated with 
baseline parent and child mental health problems (small 
effect sizes) but not with perceived social support.

Overall, we found very low levels of AEs with our 
active assessment method. During the intervention, 
about 10% of families reported at least one new problem 
or a significant worsening of a pre-existing AE; no fam-
ily experienced a SAE. Most importantly, none of the 
reported (S)AEs was an adverse reaction perceived to 
have a causal relationship to the intervention or study. 
With regard to conditions, the frequencies were similar 
in the intervention group (five sessions of the PLH-YC 
parenting programme) and the control group (one lec-
ture on parenting). The most frequently reported catego-
ries of problems in our sample were emotional distress 
and physical problems (e.g. pain) in parents. There was 
a (numerical) decrease of reported SAEs and AEs dur-
ing the intervention compared to baseline assessment 
(not examined statistically because of small sample size). 
The overall frequencies were small (1 to 5% depending 

on assessment point) and these problems are common 
in the general population. Also, some cases that were 
correctly classified as SAEs according to the SAE crite-
ria (besides others: hospital admission with more than 
one night) were of moderate severity (e.g. child hospi-
talised with a cold). With these experiences in mind, we 
would now recommend being more specific in parent-
ing intervention research regarding hospitalisation as a 
clear indication for a SAE based on the reason for hos-
pitalisation: Whilst unplanned emergency visits (which 
are typical for child injuries that could be but are mostly 
not a result from family violence) should be part of SAE 
definition, as well as all other reasons that may be a con-
sequence from violence (broken bones, burns, unclear 
reasons), others may be taken out, such as hospitalisa-
tions due to infectious diseases. Moreover, contextual 
factors of health service systems need to be considered 
for the development of (S)AE criteria: feedback from the 
local research teams suggested that it was known prac-
tice in some research areas to visit the hospital instead 
of scheduling an appointment with a doctor in case of 
mild-to-moderate medical problems (such as moderate 
fever, cold) often due to health insurance reasons and 
local infrastructure constraints. Moreover, the long wait-
ing times to secure appointments with specialists and the 
primary health system being overstretched with COVID 
infections may have prompted families to seek immediate 
hospital care. We also registered some planned hospitali-
sations (e.g. planned surgery) that were clearly unrelated 
to the study participation. Based on these experiences, it 
might be reasonable to contextualise the SAE criteria in 
future studies to the specific health service system and 
differentiate the reason for hospitalisation to disentangle 
SAE from AE. Finally, the detected problems may rather 
reflect the everyday life of families experiencing difficul-
ties with their children rather than adverse effects caused 
by the study or intervention. This is supported by the 
finding that family adversities (i.e. parent or child men-
tal health problems) were associated with AE occurrence 
during the intervention: Families with more parent or 
child mental health problems were more likely to report 
at least one (S)AE during the intervention.

The applied assessment mode (conducted by data 
assessors in-person or over the phone) may have 
affected the parents’ willingness to report AEs. Because 
we experienced, during the earlier study phases, that 
the group leaders did not have the time to collect data 
on AE during the parent programme sessions, we left 
this task to the data assessors. The parents knew their 
data assessor from prior assessments (the same data 
assessor assessed each participant at different time 
points, if feasible). However, they may have reported 
more problems if the group leaders (whom they knew 
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and trusted) would have asked the AE questions. Thus, 
the AE assessment by data assessors may have resulted 
in an underreporting of AE (particularly on emotional 
and behavioural problems). However, it is also possible 
that parents would have reported less problems to the 
group leaders (compared to a more anonymous data 
assessor), not wanting to admit problems especially 
towards the completion of the programme.

At pre-assessment, four cases scored positively on the 
checklist but did not meet criteria for an AE or SAE in 
the adjudication interview. These false positive reports 
did not occur during the later assessment points (apart 
from one case at the first assessment during the inter-
vention). Based on feedback from the research coordina-
tors, this could possibly reflect a learning curve for both 
assessors and parents. After the initial experiences with 
the checklist at pre-assessment, the definition of an (S)
AE was clearer. When parents reported a problem, the 
data assessors asked directly whether the problem was 
really new or remarkably worsened. This finding, as well 
as our experiences in the development of the AE proce-
dures in the RISE project (phases 1 and 2), underlines the 
importance of training the data assessors in AE assess-
ment, especially when they have limited knowledge in 
(clinical) psychology and might not be familiar with AE 
concepts or mental health problems. However, we cannot 
exclude the possibility that the decrease of (S)AEs dur-
ing the intervention was (at least partly) due to selective 
dropout (57% of families in the lecture group attended 
all assessments compared to 64% in the PLH-YC group) 
and that families with more adversities and a higher risk 
of AEs did not participate in the later assessment points. 
In line with this, there was feedback from some parents 
in the control condition that they were feeling that they 
received less help. As a consequence, some parents may 
have declined to participate in the assessments; others 
might have been less open (and reported less on personal 
problems). This might reflect an unwanted negative effect 
of the study design (randomised group allocation).

Even though our active approach tended towards over-
reporting AEs (e.g. or detecting problems that were 
minor and did not meet the threshold for an AE), we 
applied it to ensure that no potential AEs were missed 
with the aim to increase systematic knowledge on AEs 
in parenting interventions (what categories, frequency, 
and severity of problems can be expected during a trial). 
Our study thus adds an important finding to the existing 
literature [15, 16, 30] on AEs in parenting interventions. 
With a very sensitive approach of active AE assessment, 
we found similar rates of SAEs compared to other studies 
with none of these problems being caused by the inter-
vention (risk for SAEs in our trial at the lower bound of 
studies). This underlines the conclusions from a recent 

large WHO Guideline review [9] that, based on a range 
of methods, there were no harms detected across multi-
ple parenting intervention trials. However, the sensitive 
AE assessment was a time burden for data assessors and 
families (approximately 5–15 min per assessment point). 
Thus, once a comprehensive database on AEs in parent-
ing interventions is established, and if all studies across 
samples, research groups, and intervention types consist-
ently demonstrate that studied parenting interventions 
did not cause any harm, it might be possible to reduce 
the (time) burden for AE assessment (at least in some 
studies) as benefits of comprehensively assessing these 
events might not exceed its costs. One option could be 
to set a higher threshold (e.g. only follow-up on reported 
severe problems) and to shorten the active assessment 
(e.g. go back to the one or two open questions) [28] to 
reduce the time burden for AE assessment in population, 
settings, and interventions with lower risk profiles (e.g. 
less family adversities). This increases the risk of missing 
AEs again but on a background of our finding (amongst 
others) suggesting that the implemented parenting pro-
gramme appeared safe in this setting and with this popu-
lation, this might be a viable option.

Strengths and limitations
In the follow-up interview, we evaluated the parent-
reported problems (to check whether or not the criteria 
for an AE were met). However, we did not cross-check 
the parents’ reports on the AE checklist (e.g. double-
check with group leaders if any problems were reported 
during the sessions) because the data assessors needed to 
be blind to the group allocation. It cannot be ruled out 
that parents underreported AE related to their own emo-
tional and behavioural problems and emotional problems 
related to the children. Also, validation work for the AE 
tool (e.g. associations with other measures) was limited 
due to the low base rate of (S)AEs.

Missingness occurred due to dropout of partici-
pants. Missing AE checklist or follow-up interview data 
occurred in very few cases (< 1%). However, missing 
data in AE assessment is especially important because 
one case could have a large effect on the study (e.g. SAE 
related to the intervention). Thus, we applied the fol-
lowing steps to minimise missingness. First, data asses-
sors and research coordinators were trained in the AE 
checklist by using tablet technology. The tablet software 
sent an automatic reminder if the threshold for a follow-
up interview was met—based on AE checklist data. We 
tested the AE assessment in the prior project phases 
and optimised the procedures based on the experiences 
obtained to minimise missingness. Finally, the focus of 
the overall project was on the implementation (following 
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RE-AIM) [35] at a large scale rather than on high inter-
nal validity.

Due to the COVID pandemic restrictions, we needed 
to switch from in-person interviews to phone inter-
views. For remote assessments, it was easier to schedule 
the interviews with parents because they did not need to 
travel and organise child care for an in-person interview 
outside their homes. On the downside, the local research 
teams reported that some parents were not able to fully 
concentrate on the assessments because they were 
actively involved in child care at the same time. To avoid 
any potential risk of bias, we recommend the use of in-
person assessments where possible.

Important strengths of the study were the iterative 
development process of the AE procedures over three 
project phases, the large sample across three countries, 
and the systematic two-stepped AE assessment method 
(checklist and follow-up interview) to minimise the risk 
of missing potential negative reactions. These strengths 
enhance the reliability and comprehensiveness of the 
study’s findings.

Directions for future studies
Regarding the definition and reporting of AEs, we recom-
mend the application of recent guidelines, such as CON-
SORT [1, 2, 11], to facilitate the comparison of AE results 
across studies. Criteria for AE, SAE, and adverse reac-
tions can be adapted for the specific field as needed.

Based on our experience, we encourage research-
ers that aim to comprehensively assess AEs to apply our 
two-stepped approach. This sensitive procedure mini-
mises the risk of missing any important adverse effects. 
The self-report checklist as well as the adjudication form 
should be tailored to the specific field (e.g. what are 
expected AE and adverse reactions). Moreover, based on 
our experiences in phases 1 and 2, we strongly recom-
mend testing the AE assessment tool beforehand. This 
enables optimisation of the procedures to fit the specific 
context (e.g. sample and intervention characteristics) and 
thereby enhances the quality and completeness of AE 
data.

When planning the AE assessment methods, research-
ers might want to carefully weigh up the benefits and 
costs of a comprehensive time and cost-intense active 
assessment procedure. In psychological intervention 
studies with participants reporting clinical levels of men-
tal health problems, it seems crucial to comprehensively 
assess AEs using an active assessment strategy [1, 2]. 
However, in prevention studies with healthy individuals, 
the risk for AEs seems smaller—especially for AEs with 
likely causal relationship to study participation [9]. So, 
the benefits of a comprehensive active AE assessment 
might not outweigh the costs (financial costs for research, 

time costs for participants). A passive AE assessment or a 
brief active assessment (e.g. one or two open questions) 
might be sufficient.

The picture for selective and indicated samples with 
elevated levels of problems is less clear. It is likely that 
the risk of AE increases with higher levels of child men-
tal health problems. Based on our results, a reasonable 
cutoff to switch from passive to active AE assessment 
might be when a meaningful percentage of the sample 
scores one standard deviation above the mean (e.g. child 
mental health problems: CBCL t-scores of 60 or higher). 
Instead of using the active AE assessment for all partici-
pants, researchers could also think about applying this 
more comprehensive assessment for higher risk families 
only (e.g. above the cutoff )—especially when resources 
are limited. However, other study and sample charac-
teristics (e.g. new intervention, sample characteristics) 
should be also considered when planning AE assess-
ment methods. Finally, the suggested cutoff would need 
to be validated in other studies, samples, and interven-
tion types. This seems crucial as parenting interven-
tions can be built on varied techniques, approaches, and 
formats that may relate to different potential AEs (e.g. 
higher risks of marital conflicts about parenting strat-
egies in programmes where these are taught, stronger 
feelings of guilt when gaining insight into own parent-
ing behaviour that qualifies for child maltreatment, or 
frustration with the child for lack of responses to new 
parenting strategies). Finally, the population and setting 
in which the interventions are used seem highly rel-
evant for estimating safety risks. In samples with more 
adversities such as a low socio-economic status or high 
prevalence of mental health and medical problems, the 
risk of AEs might be higher. We recommend the collec-
tion of data on the involvement of child protection ser-
vices, child being removed from the household, school 
disciplinary actions, domestic abuse, and police involve-
ment if possible in trials including youth with elevated 
behaviour problems. For trials focusing on other men-
tal health problems (e.g. child anxiety), these specific 
items may be less relevant. Whilst information based 
on records might be more objective, initially using only 
parent report seems less resource intense. Also, further 
details about the event can be gathered from parents. 
Finally, local research teams reported that contextual 
factors (e.g. distrust of authorities, norms of privacy) 
might defer participation if families needed to agree to 
access to external records.

Conclusions
This paper is the first of its kind to rigorously implement 
a comprehensive AE assessment method of a parent-
ing programme using a systematic procedure that was 



Page 14 of 16Frantz et al. Trials          (2024) 25:547 

developed and tested in three sequential studies with 
more than 1500 families in three countries and provides 
much-needed evidence for interventions conducted 
and evaluated in low- and middle-income countries. 
It contributes towards a comprehensive standardised 
AE assessment in parenting programme research and 
increases knowledge about safety in this field. Based on 
the given literature, we have clear evidence of the ben-
eficial effects of parenting interventions (i.e. reduction 
of child behaviour problems and dysfunctional parenting 
behaviour) [9], whilst finding no harms.

Increasing systematic knowledge on AEs in parent-
ing interventions by using comprehensive AE assess-
ments and reports as an integral part of future parenting 
intervention studies to ensure their safety. Based on our 
experiences, we recommend piloting the AE assess-
ment methods and applying an active rather than pas-
sive assessment method—especially for high-risk samples 
[6]. To overcome the challenge of varying AE definitions, 
assessment methods, and reporting practices across stud-
ies, we welcome other researchers to consider applying 
our checklist and follow-up interview (with adaptations 
to the specific context). This collaborative effort would 
facilitate the comparison of (S)AE across different inter-
vention types, samples, and conditions. Ultimately, in the 
long-term, this will allow informed treatment decisions 
as well as recommendations based on a comprehensive 
assessment on potential benefits and harms in parenting 
interventions.
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