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ABSTRACT
Introduction  Significant numbers of children with 
attention deficit hyperactivity disorder (ADHD) display 
problems that cause multiple disabilities, deficits and 
handicaps that interfere with social relationships, 
development and school achievement. They may have 
multiple problems, which strain family dynamics and 
influence the child’s treatment. Parent activation, 
described as parents’ knowledge, skills and confidence 
in dealing with their child’s health and healthcare, has 
been shown to be an important factor in improving 
health outcomes. Research suggests that parents need 
edification to learn skills crucial to the treatment and 
management of their children’s healthcare. Promoting 
positive parenting techniques may reduce negative 
parenting factors in families. This study aims to assess 
the acceptability, feasibility and estimated sample size of 
a randomised controlled trial (RCT) comparing an ADHD 
peer co-led educational programme added to treatment 
as usual (TAU).
Methods and analysis  Using a randomised waitlist 
controlled trial, parents of children aged 6–12 years 
newly diagnosed with ADHD, and referred to a child 
mental health outpatient clinic in Mid-Norway, will receive 
TAU concomitant with a peer co-facilitated parental 
engagement educational programme (n=25). Parents in 
the control group will receive TAU, and the educational 
programme treatment within a waitlist period of 3–6 
months (n=25). Parent activation, satisfaction, well-being, 
quality of life and treatment adherence, will be assessed 
at baseline (T0), 2 weeks (T1) pre–post intervention (T2, 
T3) and at 3 months follow-up (T4). Shared decision 
making, parents preferred role in health-related decisions 
and involvement, parent-reported symptoms of ADHD and 
child’s overall level of functioning will be assessed at T0 
and T4. Such data will be used to calculate the required 
sample size for a full-scale RCT.
Ethics and dissemination  Approval was obtained from 
the Regional Committee for Medicine and Health Research 
Ethics in Mid-Norway (ref: 2018/1196). The findings of this 
study are expected to provide valuable knowledge about 
how to optimise family education and management of 
ADHD and will be disseminated through presentations at 
conferences and publication in peer-reviewed journals.
Trial registration number  NCT04010851.

INTRODUCTION
Patient-centred care, shared decision-
making, patient participation and models 
of care which incorporate user involvement 
and patients’ perspectives on their treat-
ment and care, are collaborative models 
entailing that mental health services should 
emphasise users’ needs, users’ participation 
and involvement.1 Patient-centred inter-
ventions entail comprehensive efforts to 
empower users in mental health services by 
increasing the user’s capacity to engage with 
healthcare providers.2 Based on this patient-
centred framework, an educational interven-
tion aims at improving interactions between 
users and health professionals. In terms of 
outcomes, patient-centred approaches focus 
on improved health outcomes as well-being 
and quality of life, perceived quality of care, 
shared decision-making, increased satisfac-
tion with healthcare and improved personal 
outcomes, such as parental engagement, 
knowledge acquisition, self-management and 
confidence.2

Parents have a key role in managing their 
child’s mental health problems and treat-
ment. However, many parents experience 
difficulties and a lack of support in finding 
information about their child’s condition.3 

Strengths and limitation of this study

►► The intervention is delivered by collaborating health 
professionals and user representatives.

►► This feasibility study will endorse methods, ques-
tionnaires and procedures for a subsequent full-
scale randomised controlled trial.

►► Other attention deficit hyperactivity disorder inter-
ventions, including psychoeducation, may contami-
nate and weaken the validity of the intervention.

►► Participant enrolment and drop-out may increase 
selection and attrition bias, respectively.
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Parental education, service-user involvement and 
parental activation may therefore be important elements 
to provide adequate treatment information and support 
to family caregivers. Facilitation of parent involvement in 
treatment is an ethical requirement in order to provide 
adequate treatment and support to family caregivers.4 
Service-user involvement refers to an active partnership 
between service-users and mental health professionals 
regarding planning, implementation and evaluation of 
health services.5 Effective treatment of children requires 
optimal communication, sharing of information and 
shared decision-making between health professionals and 
the family.6

Attention deficit hyperactivity disorder (ADHD) is the 
most common childhood neuropsychiatric disorder,7 8 
with an average prevalence of 5%9 and endures into adult-
hood in 30%–60% of inflicted cases.10 11 Core symptoms 
of inattention, hyperactivity and impulsivity are frequently 
associated with comorbid oppositional defiant or conduct 
disorders,12 and mood and anxiety disorders.13 There is 
also some overlap between ADHD and substance use 
disorders, obsessive-compulsive disorder, tics, sleep 
disorders, specific learning disorders, autistic spectrum 
disorder and eating disorders.13 Many comorbid prob-
lems affect their families.14 Moreover, parents of these 
children with psychopathology are at increased risk of 
having psychiatric symptoms.15

Nearly 20% of children with ADHD display behaviour 
problems that interfere with their relationship develop-
ment and academic achievement,16 and an early onset of 
behavioural problems is frequently a sign of persistent 
problems.17 18 In two meta-analytic reviews, parent partic-
ipation in parent training programmes for ADHD was 
shown to decrease child problem behaviours and ADHD 
symptoms, and promote positive parent–child relation-
ships.19 20 Evidence also suggest that psychoeducational 
programmes in children and adolescents with ADHD21 
have positive outcomes as measured by a significant 
reduction in core symptoms and inattention levels,22 
parent and child satisfaction,23 children’s knowledge of 
ADHD,24 children’s attitudes towards medication25 26 and 
adherence to medical recommendations.27 28 Yet, the 
available evidence from this review is limited due to 
major challenges including differences in the definition 
of psychoeducation, levels of complexity, degree of diver-
sity of the interventions and simply indicates the positive 
role of parental education interventions in children and 
adolescents with ADHD.21 A randomised controlled trial 
(RCT) found that a psychoeducative programme for 
parents reduced ADHD symptoms both in the short term 
and at 1 year follow-up.22

Overall, most studies show promising effects of the 
educational intervention delivered by health profes-
sionals. Such interventions have shown effects on parent 
coping,29 30 increased confidence in the abilities of the 
parents, increased parenting satisfaction and activa-
tion,31–38 and are also associated with improvements in 
child-level and parent-level outcomes.39 In addition to 

traditional health models of educational interventions, 
recent studies have suggested that peers can lead or co-fa-
cilitate group education interventions. A recent pilot 
study showed the potential effectiveness of peer-to-peer 
delivered services, and demonstrated that participation 
in paraprofessional-delivered behavioural parent training 
to parents of children with ADHD was associated with 
favourable improvements in child-level and parent-level 
outcomes.39 Another study of a psychoeducational model 
delivered by community volunteers, found significantly 
greater improvement in parenting behaviour, parents’ 
perception of competence, child functional impairment, 
parental stress and depressive symptoms, compared with 
a waitlist condition.40

Although the above-mentioned studies have reported 
promising effects of parental educational programmes, 
there is no evidence to support the efficacy of peer co-fa-
cilitated educational approaches for parents of children 
with ADHD, that is, interventions developed and provided 
through collaboration between user representatives and 
health personnel.21

Peer educators and health professionals may empha-
sise different values when developing and implementing 
educational programmes.41 Parents who are experts have 
a unique knowledge about the mental healthcare systems 
work, and by their experience, they may have important 
things to teach other parents. The active involvement of 
parents in educational interventions, incorporating their 
knowledge to help other parents may therefore be benefi-
cial. This is pertinent as user involvement in planning and 
delivering educational interventions become embedded 
in research.42

In this study, we will assess whether a brief peer co-led 
parenting programme, developed and provided in 
collaboration between user representatives and health 
personnel, would be effective in reducing disrup-
tive behaviour and ADHD symptoms in school-aged 
children.43–45

Aims and objectives
This study aims to assess the acceptability, feasibility and 
estimated sample size in an RCT, comparing an ADHD 
peer co-led educational programme conducted along-
side treatment as usual (TAU). The educational sessions 
are planned and co-led by peer educators and involve a 
sample of parents of children and adolescents living in 
Mid-Norway who have been diagnosed with ADHD. The 
treatment is generally available for parents in hospitals in 
the Mid-Norway Hospital Trust.

The primary objective of this trial is to evaluate the 
acceptability and feasibility of the intervention primarily 
with respect to practical issues: (1) whether parents of 
children recently diagnosed with ADHD are willing to be 
randomly assigned to the intervention, (2) whether suffi-
cient numbers of families can be recruited and retained 
such that a full-scale RCT is likely to be feasible, (3) 
whether research procedures and efficacy measures are 
feasible and acceptable to participating families and the 
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outpatient clinics, (4) and whether families participating 
in the intervention are satisfied with the programme. The 
sample used is not powered to detect differences in major 
clinical endpoints.

METHODS AND ANALYSES
This pilot RCT will evaluate the feasibility and accept-
ability of delivering and evaluating a peer co-facilitated 
educational group to inform a larger-scale randomised 
study that will allow for a more rigorous assessment of 
the impact of the intervention.46–48 We will explicitly 
investigate whether parents are willing to participate 
in a feasibility research evaluation, exploring accept-
ability (assessing attendance and client satisfaction) and 
reasons for ineligibility, as well as the retention of the 
study (including baseline, intervention and a 3-month 
follow-up). Additionally, we will investigate the most 
appropriate primary outcome (informed by qualitative 
feedback, feasibility data, SD and effect size estimates) to 
ensure if the method, questionnaires and procedures are 
adequate for a subsequent full-scale RCT. Measurements 
of the children will be conducted at baseline (T0) and 3 
months follow-up (T4), and of the parents at baseline, 
2 weeks (T1), pre–post intervention (T2 and T3) and 
at 3-month follow-up (T4). Included measures address 
key components of the intervention (activation, quality 
of life, psychological well-being, parent satisfaction and 
shared decision-making).

Feasibility assessments will include:
►► Recruitment issues.
►► Acceptability of randomisation and procedures indi-

cated by loss to follow-up (pretest to post-test and 
3-month follow-up) and reasons for withdrawal.

►► Satisfaction with the programme.
Feasibility of quantitative measures will be deemed 

acceptable if no questionnaires are missing for more than 
25% of the participants, and if Cronbach’s α is higher than 
0.70 and assessed by follow-up response rates (preinter-
vention to post-intervention and 3-month follow-ups). 
Methods in this study will adhere to the Standard 
Protocol Items Recommendations for Interventional 

Trials guidelines for the reporting of study protocols.49 
The study will be conducted between September 2020 
and June 2021.

Study design and setting
This is a feasibility RCT with a parallel assignment as the 
intervention will be delivered in an educational group 
format within the child outpatient mental health services 
(CMHS) in St Olav’s Hospital in Mid- Norway. As this feasi-
bility study is not designed to detect a treatment effect, a 
maximum of 50 parents will be recruited. The trial will 
consist of two arms, including 25 parents in each arm.

The intervention
Both the intervention group (IG) and the control group 
(CG) will receive TAU in addition to psychoeducation or 
waitlist. Basically, the intervention aims to improve parent 
activation, and self-management by providing informa-
tion and knowledge to the parents. The 1 day psycho-
educational programme, which is organised and led by 
user representatives and health professionals, contains 
five session involving (a) an introduction targeting the 
rationale for the programme, (b) user representative 
experiences, (c) a psychiatrist providing information 
about ADHD (diagnosis, symptoms, perception and 
treatment), (d) experience from a young user represen-
tative with ADHD and (e) a teachers seminar. The user 
representatives are recruited, approved and trained by 
the user organisation ADHD Norway and Vårres. The 
group sessions of self-help for parents are arranged by 
ADHD Norway (parents are invited to register during the 
course).

A brief summary of the content of the sessions and time 
schedule is presented in table 1.

The intervention group (IG)
Parents (n=25), randomised to the IG will receive the 
educational programme within 3 months after the rando-
misation, combined with standard psychosocial and phar-
macological care. The intervention will be administered 
during a full day’s training, focusing on ADHD diagnosis 
and best practice treatment, coping with parenting chal-
lenges and experiences with education-related advice.

Table 1  The 1 day parental educational programme

Session Time schedule Topics Responsible lecturer

0 08:00–08:30 Registration Health professionals and 
user representatives

1 08:30–08:45 Welcome and practical information Health professionals and 
user representatives

2 08:45–09:30 To be a parent of an adolescent with ADHD User representative

3 09:45–12:00 What is ADHD: diagnosis, symptoms, perception and treatment Psychiatrist

4 12:45–13:15 Living with ADHD User representative

5 13:30–15:30 A whole life: actions in kindergarten, school, home Teacher

ADHD, attention deficit hyperactivity disorder.
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After participating in the 1 day intervention, parents 
will be able to continue in two self-help group sessions 
(2-hour evening session) lead by user representatives. 
Participation does not require fees and aim to offer prac-
tical tools, support and information to increase parents’ 
skills, knowledge and confidence. Possible effects of the 
intervention will be assessed by examining differences 
between the intervention and control group throughout 
the follow-up period.

The control group (CG)
Parents (n=25), randomised to the CG (TAU and the 
same educational programme, but according to a wait-
list period and within 3–6 months), will receive standard 
psychosocial and pharmacological care between baseline 
and the 6-month follow-up.

Eligibility and recruitment
A maximum of 50 consenting parents of children, newly 
diagnosed with ADHD, will be invited to participate in the 
study by a health professional who administers a waitlist 
of parents interested in attending a parental education 
group. The invited parents will be asked to participate in 
the study through an open invitation brochure providing 
information about the aim of the project and a response 
option to the project manager. Those who are interested 
in participating will be invited to an individual inclu-
sion appointment. All participants must provide written 

informed consent followed by randomisation and base-
line questionnaires. Inclusion criteria are (1) parent/
caregiver of a child with a recent diagnosis of ADHD; (2) 
child age 6–12 years at baseline and (3) parent/caregiver 
can speak or have a good understanding of a Scandi-
navian language. An externally administered, internet-
based Case Record Form (WebCRF3) will collect research 
data and randomise the participants to the two trial arms. 
Allocation concealment will be ensured, and the rando-
misation code will not be released until the patient has 
been recruited into the trial after the completion of base-
line measurements.50 The parents will not receive any 
restrictions with regard to participation in other concom-
itant non-educational care and interventions during the 
trial. The participants may contact the project manager if 
they have questions concerning the attendance, the trial 
procedures, the security of the personal data or if they 
need assistance. The recruitment procedure and assign-
ments are presented in figure 1.

The study will be reported in accordance with the 
Template for Interventions Description and Replication 
and the Consolidated Standards of Reporting Trials.

Sample size and statistical power calculation
The sample size in this study is related to the number 
of patients required for enrolment, opinions about the 
questionnaires and satisfaction with the intervention. 

Figure 1  Flow diagram illustrating recruitment and assessments of participants through the study. Adapted from SPIRIT 2013 
Statement: Defining Standard Protocol Items for Clinical Trials Consolidated.
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Consequently, the anticipated sample will be 50 parents, 
that is, 25 parents in each arm.

Measures
Feasibility assessments and criteria for feasibility success:

►► Feasibility of recruitment will be considered accept-
able if 50% of all eligible parents can be recruited.

►► Acceptability of randomisation and procedures will 
be determined by measuring loss to follow-up (from 
pretest to post-test). An acceptable attrition rate is 
considered to be 30%. Reasons for withdrawal will be 
collected.

►► Feasibility of quantitative measures will be deemed 
acceptable if no questionnaires are missing for more 
than 25% of the participants, and if Cronbach’s α is 
higher than 0.70.

►► Follow-up response rates (postintervention and 
3-month follow-up) will be assessed by monitoring 
possible attrition.

►► Participation and attendance (also questionnaire 
fulfilments) will be ensured by SMS (text message) 
reminders.

Assessments of parent satisfaction, quality of life, well-
being and parent activation will serve as indicators of the 
feasibility outcomes.

►► The schedule for enrolment and measurements are 
listed in figure 2.51

Measurements for parents
Parent Patient Activation Measure (P-PAM)
The P-PAM is adapted from the PAM, which ascertains 
health engagement and thereby captures parents’ self-
reported knowledge, skills, behaviours and confidence in 
the management of their children’s health.52 The 13-item 
measure has four possible response options, ranging 
from (1) strongly disagree to (4) strongly agree, and an 
additional ‘not applicable’ option. To calculate the total 
P-PAM score, the raw score is divided by the number of 
items answered (excepting non-applicable items) and 
multiplied by 13. This score is transformed onto a scale 
with a theoretical range of between 0and 100, based on 
calibration tables, with a higher P-PAM score indicating 
greater parental activation. With PAM, an improvement 
of 4 points is considered a minimal clinically important 
difference.53 54 We have no comparable studies by means 
of which to estimate power; however, in a recent study 
with PAM-Mental Health as an outcome, the Cronbach’s 
α coefficient was reported to be 0.79.38

Client Satisfaction Questionnaire (CSQ-3)
Parent satisfaction will be measured by means of the 
CSQ-355 as it applies to the group-based educational 
programme. The scale comprises three items measured 
on a scale from 1 (not satisfied) to 4 (very satisfied). A 
total score of between 4 and 12 indicates the level of satis-
faction with the services provided. The CSQ-3 is the short 
version of CSQ-856 and represents the three items most 
salient to the measurement of service satisfaction.

WHO-5 Well-Being Index (WHO-5)
Parental well-being will be measured by the WHO-5.56 
The questionnaire has five items rated on a 6-point scale 
from 0 (all the time) to 5 (at no time), transformed onto 
a scale from 0 to 100 (high scores indicate better well-
being). The WHO-5 captures emotional well-being and 
contains five positively worded items: ‘I have felt cheerful 
and in good spirits’, ‘I have felt calm and relaxed’, ‘I have 
felt active and vigorous’, ‘I woke up feeling fresh and 
rested’ and ‘My daily life has been filled with things that 
interest me’. Cronbach’s α coefficient is reported to be 
0.75.56

Multicultural Quality of Life Index (MQLI)
Parental Quality of life will be measured with the 10-item 
MQLI,57 which covers key aspects of the concept, from 
physical well-being to spiritual fulfilment and with a 
Cronbach’s alpha of 0.92 documenting its internal 
consistency.57

Beliefs About Medicines Questionnaire (BMQ) and Medication 
Adherence Rating Scale
To investigate beliefs about medicines, we will use the 
BMQ58 59 and Medication Adherence Rating Scale,60 which 
has satisfactory psychometric properties for patients with 
mental and medical disorders.

Health Beliefs Questionnaire on Psychiatric Treatment—Parents 
Version (PHBQ-P)
The parent version of the PHBQ is an adjusted version of 
the Patient’s PHBQ.61 PHBQ-P integrates the concepts of 
attitudes towards psychiatric medication, locus of health 
control and psychological reactance and predicts patient 
adherence to prescribed medications.

Shared Decision-Making Questionnaire (SDMQ), Control 
Preferences Scale and CollaboRATE
The nine-item Shared Decision-Making Questionnaire62 
will be assessed in order to study the parent–therapeutic 
relationship regarding parents involvement, control 
and information over clinical health-related decisions, 
combined with a modified version of the Control Prefer-
ences Scale63 and the three-items CollaboRATE64 in order 
to provide information on the parents’ preferred role in 
involvement.

SNAP-IV 18-Item Rating ADHD Scale Parent Version
The SNAP-IV 18-Item Rating ADHD Scale is an abbrevi-
ated version of the Swanson, Nolan and Pelham (SNAP) 
Questionnaire65 and includes items for the two subsets of 
symptoms—inattention (items 1–9) and hyperactivity/
impulsivity (items 10–18)—from the DSM-IV (Diagnostic 
and Statistical Manual of Mental Disorders, 4th Edition) 
criteria for ADHD. The scores in each of the two subsets 
are added together. The SNAP-IV is used to measure 
ADHD symptoms and behavioural problems in school-
aged children. Symptom severity is rated on a 4-point 
scale. There is no evidence of psychometric properties in 
the Norwegian version of the SNAP-IV.66
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Measures for children
Children’s Global Assessment Scale (CGAS)
The CGAS is a numeric scale ranging from 1 to 100 that 
is used to assess the overall level of functioning of chil-
dren in child and adolescent mental health services, with 
high scores indicating better functioning.67 68 The CGAS 
has favourable psychometric properties, is characterised 
by its simplicity, and represents an important aspect of 

assessment in clinical practice and research. The CGAS 
has predictive value and measures change over time, 
including treatment effects. It serves as a complement to 
syndrome-specific scales.69

Patient Administrative System
The Patient Administrative System will be used to collect 
data about the treatment received, treatment completion, 

Figure 2  Schedule for enrolment and measurements. Schedule for enrolment, interventions and measurements: Baseline (T0), 
2 weeks (T1) pre–post intervention (T2, T3) and at 3-months follow-up (T4). Adapted from SPIRIT 2013 Statement: Defining 
Standard Protocol Items for Clinical Trials Consolidated. BMQ, beliefs about medicines questionnaire; CGAS, children’s global 
assessment scale; CPS, control preferences scale; CSQ-3, client satisfaction questionnaire; MARS, medication adherence 
rating scale; MQLI, multicultural quality of life index; PAS, patient administrative system; PHBQ-P, health beliefs questionnaire 
on psychiatric treatment—parents version; P-PAM, parent patient activation measure; SDMQ, shared decision-making 
questionnaire; SNAP-IV, swanson, nolan and pelham questionnaire; WHO-5, WHO-5 well-being index.
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percentage of non-attendance in scheduled sessions, 
participation in collaborative meetings and dropout rates 
at one and 2 years after the baseline.

Data analyses
In order to calculate preliminary effects in this feasibility 
study, χ2 statistics and t tests will be used for descriptive 
analyses of categorical and continuous variables, respec-
tively, in addition to analysis of variance tests for group 
comparisons of non-categorical data. Predictors for the 
preliminary efficacy of the peer co-led educational group 
will be examined using linear regression on the total 
sample (pre–post intervention). All included cases will 
be analysed by an intention-to-treat protocol. No interim 
analysis is planned. Intervention adherence will be 
calculated by assessing the response rate of participants 
receiving the intervention, response rate of returned 
questionnaires and the number of sessions completed 
by intervention group participants. Information of abso-
lute and percentage frequencies of recruitment rate and 
retention rate will be calculated from the data and will be 
used to inform future definitive RCT design. All statistical 
analyses will be conducted using SPSS V. 27 and STATA 
V.16.1.

Data on power estimates will be calculated from the 
level of improvement of parent activation. An improve-
ment of 4 points or more on the PAM is considered a 
minimum clinically important difference as this is the 
level of increase associated with performing a range of 
self-management behaviours.33 Thus, the calculation of 
the sample size and the minimum number of participants 
required for each cohort will be based on the SD and the 
level of improvement in the pilot study.48

Ethics and dissemination
The involvement of user representatives is an overarching 
principle in our study and includes three components: 
giving advice and planning the interventions, co-leading 
the educational group interventions and providing 
feedback as part of the research team. Thus, the inter-
ventions have been codeveloped, conducted and will be 
implemented in cooperation with user representatives in 
Mid-Norway.

The Regional Committee for Medical and Health 
Research Ethics approved the protocol trials for this 
project (2018/1196-11). This project will be conducted 
in accordance with the Helsinki Declaration. Participa-
tion is voluntary and written informed consent will be 
signed prior to participation. All parents will follow the 
normal routines of assessment at the clinic. As the inter-
vention presents no risks or expected harmful effects, 
there will be no interim analysis. However, if parents want 
to withdraw from participating in the intervention, they 
will continue in ordinary treatment without any negative 
consequences.

The study data will be stored in securely locked files 
and password-protected databases. Anonymised data will 
be available for the project leader and the statistician. If 

the findings from the trials, including user involvement 
in the research process, document positive effects, the 
authors’ objective is to implement the findings in CMHS 
in Central Norway and conduct larger-scale studies in the 
field of ADHD, including studies using health registry 
data.

To our knowledge, this is the first RCT assessing the 
efficacy of a peer co-facilitated educational programme 
for parents of children with ADHD involving educators 
who are user representatives and parents of children with 
ADHD. As such, the findings of this study are expected 
to provide valuable knowledge about how to optimise 
family education and management of ADHD and will 
be submitted for publication in a peer-reviewed journal. 
Advancements achieved with this study, if effective and 
feasible, will likely be widely disseminated in BMJ depen-
dent on ongoing funding.

Patient and public involvement
This project has been planned and organised in close 
collaboration with user representatives from Vårres 
Regional User Involvement Centre and the ADHD Asso-
ciation, Mid-Norway. User representatives and St Olav 
University Hospital Patient Education Resource Centre 
were involved in the design and elaboration and will be 
involved in the conduct, reporting or dissemination plans 
of this research.
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