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	Background and rationale
	6a
	Background
The access to and uptake of evidence-based behavioral parent training for children with behavioral difficulties (i.e., oppositional, defiant, aggressive, hyperactive, impulsive, and inattentive behavior) are currently limited because of a scarcity of certified therapists and long waiting lists. These problems are in part due to the long and sometimes perceived as rigid nature of most evidence-based programs and result in few families starting behavioral parent training and high dropout rates. Brief and individually tailored parenting interventions may reduce these problems and make behavioral parent training more accessible. This protocol paper describes a two-arm, multi-center, randomized controlled trial on the short- and longer-term effectiveness and cost-effectiveness of a brief, individually tailored behavioral parent training program for children with behavioral difficulties. 

Methods
Parents of children aged 2-12 years referred to a child mental healthcare center are randomized to (i) three sessions of behavioral parent training with optional booster sessions or (ii) care as usual. To evaluate effectiveness, our primary outcome is the mean severity of five daily ratings by parents of four selected behavioral difficulties. Secondary outcomes include measures of parent and child behavior, well-being, and parent-child interaction. We explore whether child and parent characteristics moderate intervention effects. To evaluate cost-effectiveness, the use and costs of mental healthcare and utilities are measured. Finally, parents’ and therapists’ satisfaction with the brief program are explored. Measurements take place at baseline (T0), one week after the brief parent training, or eight weeks after baseline (in case of care as usual) (T1), and six months (T2) and twelve months (T3) after T1. 

Discussion
The results of this trial could have meaningful societal implications for children with behavioral difficulties and their parents. If we find the brief behavioral parent training to be more (cost-)effective than care as usual, it could be used in clinical practice to make parent training more accessible. 


	
	6b
	Behavioral parent training is the first psychosocial treatment of choice for reducing behavioral difficulties in preschool and school aged children (Akwa GGZ, 2019; Brestan & Eyberg, 1998; Eyberg et al., 2008; Kaminski & Claussen, 2017; National Institute for Health and Care Excellence [NICE], 2017; National Institute for Health and Care Excellence [NICE], 2019; Nederlandse Vereniging voor Psychiatrie, 2013). However, its use in clinical practice is limited by a scarcity of certified therapists, long waiting lists, and the typically long and sometimes perceived as rigid nature of behavioral parent training programs, which may lead to parents not starting or finishing behavioral parent training (Chacko et al., 2016; Evans et al., 2018; Weisenmuller & Hilton, 2021). To reduce these barriers, this study evaluates a brief and individually tailored behavioral parent training program for children with behavioral difficulties (the “PAINT-GGZ” program, developed by the Psychosocial ADHD & disruptive behavior INTerventions [PAINT] consortium). The brief training includes optional booster sessions for families who need additional support (Hoekstra et al., 2023). 


	Objectives
	7
	Primary objective 
[bookmark: _Hlk155795934]To examine the short- and longer-term (i.e., one year) effectiveness of the brief and individually tailored behavioral parent training program with optional booster sessions compared to care as usual (CAU) on daily measured child behavioral difficulties (primary outcome) and on a range of secondary outcomes. Additionally, we will explore whether a number of general demographic and clinical characteristics, parental attachment, parental psychopathology, parental reward responsivity, and reward and punishment sensitivity of the child moderate the short- and longer-term intervention effects on our primary outcome. 

Secondary objective
To investigate the cost-effectiveness of the program compared to CAU. As we assess cost-effectiveness based on measures at baseline and one year after the intervention, we can only draw conclusions about the cost-effectiveness on the longer term.

Hypotheses
Based on our earlier work (Hornstra et al., 2021; Nijboer et al., 2024), we hypothesize that the brief behavioral parent training with booster sessions will be more effective than CAU in reducing children’s behavioral difficulties. Consequently, we expect parents who receive the brief behavioral parent training to use less subsequent care and thus hypothesize the brief training to be more cost-effective than CAU on the longer term. 


	Trial design
	8
	In this two-arm multi-center randomized controlled superiority trial, parents of children who experience behavioral difficulties in the home setting and were referred to a child mental healthcare center, are randomly assigned (1:1 ratio) to either (a) three sessions of brief behavioral parent training with optional booster sessions, or (b) CAU, as regularly provided by the involved mental healthcare centers. There are no restrictions regarding the type (e.g., psychoeducation, parent counseling and support, individual child therapy, medication) or duration of CAU, only the brief parent training investigated in this trial is not allowed. Both parents and children in the brief behavioral parent training group are not allowed to receive CAU until the first posttreatment assessment (T1). After that, CAU is allowed and parents can also make use of booster sessions with the therapist who provided the training. 

	Methods: Participants, interventions, and outcomes

	Study setting
	9
	To ensure our findings reflect the real-world impact of brief behavioral parent training (i.e., to test effectiveness rather than efficacy), the trial is fully embedded in routine mental healthcare. The participating centers are academic and non-academic youth mental healthcare centers of various sizes. Therapists who provide the brief behavioral parent training have a master’s degree in psychology or child, family and education studies and have had postmaster education in cognitive behavioral therapy (at least 50 hours) or have a registered higher vocational education degree as social worker in cognitive behavioral therapy. The therapists are trained in the brief parent training by supervisors qualified in cognitive behavior therapy during a one-day training of seven hours, in which therapists practice the parent training by roleplay and evaluate on their performance. Therapists also receive weekly supervision by these qualified supervisors when providing the brief parent training. Additionally, the supervisors provide feedback to each therapist on the audio-taped first session regarding protocol fidelity, intervention integrity, and the process of providing the training (e.g., engaging parents, didactic skills). There are no in- or exclusion criteria for clinicians in the CAU condition. To prevent contamination of the two research arms, therapists never provide both the brief behavioral parent training and CAU to parents participating in this study and are instructed not to share information about the contents of the brief training. 

	Eligibility criteria
	10
	Families eligible for the trial must meet the following criteria.

Inclusion criteria
· The child is aged between 2 and 12 years;
· Parents have to identify at least four behavioral difficulties of the child that occur in the home setting and that they want to target in the training, using an adapted version of a list of target behaviors (Van den Hoofdakker et al., 2007; Hornstra et al., 2021). This list contains 29 behaviors that can be targeted in the training, such as hyperactive, impulsive, inattentive, oppositional and defiant behavior. The items are derived from target problems that parents mentioned in previous behavioral parent training groups and concern child behaviors that are commonly targeted in behavioral parent training in clinical practice, confirming ecological validity (Van den Hoofdakker et al., 2007).

Exclusion criteria
· The child uses psychotropic medication (currently or in the month before the screening);
· The child has at any time received a diagnosis of autism spectrum disorder (ASD) in clinical practice, as (parents of) children with ASD may have different needs and therefore may require different treatments than children with behavioral difficulties without ASD;
· The child has a known IQ-score below 70, as (parents of) children with intellectual disabilities may have different needs and therefore may require different treatments than children with behavioral difficulties and typical intellectual abilities; 
· Parents received behavioral parent training aimed at reducing the behavioral difficulties of the concerned child in the year prior to the start of the study;
· It is not a suitable period for the parents and/or the child to participate in the study (e.g., moving, divorce);
· The child is not living in the same household as the parent(s) who participate(s) in the trial during at least four weekdays (to ensure that our primary outcome can be reported by the same informant(s) and that parents can apply the intervention plans at home).

Therapists who provide the brief behavioral parent training have a master’s degree in psychology or child, family and education studies and have had postmaster education in cognitive behavioral therapy (at least 50 hours) or have a registered higher vocational education degree as social worker in cognitive behavioral therapy.

	Interventions
	11a
	The parent training program includes the behavioral techniques that were identified as effective for reducing behavioral difficulties (i.e., oppositional, defiant, aggressive, hyperactive, impulsive, and inattentive behavior) in a preceding microtrial (Hornstra et al., 2021) and in the broader literature (Dekkers et al., 2022a; Hornstra et al.,2022; Kaminski et al., 2008; Leijten et al., 2019). Importantly, all behavioral techniques are explained to parents and based on a functional analysis, the most suitable techniques are selected and tailored to the specific problem behaviors that parents experience with their child and to the home context. Prior to the brief training, with a researcher parents choose four daily occurring target behaviors from the list of target behaviors (see Primary Outcome) that they prefer to work on in the training (Breen & Altepeter, 1991; Hornstra et al., 2021; Van den Hoofdakker et al., 2007). For each of the four behaviors, parents also indicate in which situation the behavior occurs, using the situations that are included in the Home Situation Questionnaire (Breen & Altepeter, 1991). The therapist providing the brief training receives a list of the chosen four behaviors in specific situations before the training.

	
	
	In the first session, parents are briefly educated about supposed underlying mechanisms of behavioral difficulties in children. They learn that children with behavioral difficulties may have problems in executive functioning, such as inhibition or working memory, which may influence the way they process environmental information and exert control over their behavior (Lipszyc & Schachar, 2010; Noordermeer et al., 2020). Parents are taught how they can use antecedent techniques (i.e., setting rules, giving clear instructions, structuring situations, discussing situations in advance) to support their child’s executive functioning and elicit more desirable and prosocial behaviors. Parents are also taught that children with behavioral difficulties may show altered sensitivity to reinforcement and punishment, which may influence how children learn from rewards and negative consequences and the way in which their behavior is shaped by environmental consequences as provided by parents (Johansen et al., 2009; Luman et al., 2010; Marsh & Blair, 2008; Matthys et al., 2012; Van der Oord & Tripp, 2020). Their altered reinforcement sensitivity may lower the likelihood that children change behavior in response to corrective reactions and result in behaviors that are reward-oriented on the short term (Marsh & Blair, 2008; Matthys et al., 2012). The therapist explains that consequent techniques (i.e., reinforcement [e.g., praise], planned ignoring, non-violent discipline techniques [e.g., correction, natural consequences]) are important to deal with these sensitivities, while emphasizing that the majority of the used consequent techniques should concern reinforcement. In their explanations, therapists also stress parents that the psycho-education is based on research involving many children and could therefore not directly apply to the situation of their child. 

	
	
	After this psycho-education, the parents and therapist select a first target problem behavior along with the specific situation in which this behavior occurs daily. This behavior is chosen from the four behaviors in specific situations that parents selected beforehand with a researcher to target in the training. Together, the parents and therapist make a functional analysis of the selected behavior and create an individually tailored intervention plan. This plan contains the most suitable of the four antecedent techniques and one consequent technique (i.e., praise). The techniques are selected according to the functional analysis and adapted to the abilities and needs of the child and parents. Parents write down their intervention plan with the therapist and receive a handout with explanations of the techniques. Directly after each session, parents carry out their intervention plan at home the next week.

In the second session, the first plan is evaluated and adapted if necessary. The parents and therapist briefly recapitulate the psycho-education and intervention plan of the first session and discuss a second target problem behavior in the same way as the first problem behavior. They make an individually tailored intervention plan for the second target behavior, which again includes the most suitable techniques of all discussed antecedent and consequent techniques, based on the functional analysis of the second target behavior. Based on the results of our microtrial that antecedent techniques are effective sooner after the training (i.e., immediately) and are more effective in decreasing symptoms of inattention than consequent techniques (Hornstra et al., 2021), the intervention plan of the first session mainly contains antecedent techniques, while the intervention plan of the second session includes both antecedent and consequent techniques. The consequent techniques always include forms of reinforcement (e.g., praise, rewards) and can optionally include ignoring or mild negative consequences. In the third session, the second intervention plan is evaluated and adapted if necessary. Maintenance training is provided by encouraging parents to think about how the techniques can be used for other problems. Furthermore, during this session parents rehearse and practice designing an intervention plan accordingly for possible new behavior problems. 

In the optional booster sessions, parents can discuss either the same or new target behaviors and create or adapt an intervention plan with the antecedent and consequent techniques that are taught in the earlier sessions. Parents are stimulated by the therapist to use the steps they have learned in the earlier sessions. Parents implement new or adapted intervention plans directly after the session. Booster sessions are not meant as prolongation of the brief training, but as stand-alone sessions to support parents in refreshing and maintaining to apply the learned techniques. Booster sessions can be combined with any CAU. 

Parents in the control arm receive CAU, which in Dutch mental healthcare typically consists of psychoeducation, parent counseling and support, medication, longer behavioral parent training programs, family therapy, support at school, and/or cognitive behavior therapy or other therapy or support for the child. 


	
	11b
	Parents will have at least 14 days to decide upon participation and ask the researchers any questions. If needed, parents can ask for more time to decide upon participation. Parents can leave the study at any time for any reason if they wish to do so without any consequences. 


	
	11c
	Intervention fidelity (i.e., the percentage of items covered in each session) is assessed with a fidelity checklist using an adapted version of the procedures of Abikoff and colleagues (Abikoff et al., 2013; Abikoff et al., 2015). This implies that all intervention sessions (including the booster sessions) are audiotaped. The audiotapes of 20% randomly selected sessions will be scored on intervention fidelity by independent evaluators. After each session, therapists also have to complete a fidelity checklist in which they are asked which items they covered. 

	
	11d
	Experimental arm: both parents and children in the brief behavioral parent training arm are not allowed to receive CAU between the baseline measurement (0) and the first posttreatment assessment (T1). After that, CAU is allowed and parents can also make use of booster sessions with the therapist who provided the training. 

Active comparator arm: there are no restrictions regarding the type (e.g., psychoeducation, parent counseling and support, individual child therapy, medication) or duration of CAU, only the brief parent training investigated in this trial is not allowed. 

	Outcomes
	12
	Demographic Information and Clinical Characteristics
Parents will provide information on children’s age and gender, on their own and children’s ethnicity, educational background, and household composition, and on children’s previous and ongoing pharmacological and non-pharmacological treatments, medical conditions, and clinical diagnoses (e.g., ADHD, oppositional defiant disorder [ODD], conduct disorder [CD]).

Primary outcome 
Individually Determined Daily Ratings of Behavioral Difficulties
[bookmark: _Hlk138152322]The primary outcome is the mean severity of parents’ daily ratings of four selected target behaviors in specific home situations. On the adapted version of the list of target behaviors (Van den Hoofdakker et al., 2007; Hornstra et al., 2021), parents indicate whether the 29 behaviors occur daily (yes/no). For the behaviors scored as yes, parents rate the severity on a 5-point Likert scale ranging from 1 (not severe) to 5 (extremely severe). Behaviors scored as no are coded 0. With a researcher, parents choose four daily occurring target behaviors from this list that they prefer to work on in the training. Parents also indicate in which situation these behaviors occur, using the situations that are included in the Home Situation Questionnaire (Breen & Altepeter, 1991). 


	
	
	For each measurement occasion, during preferably five but at least four consecutive weekdays, short daily phone calls with parents are made to evaluate whether the four selected target behaviors occurred in the past 24 hours in the selected situation (yes/no). Items scored as no are rated 0 and items scored as yes are rated on a 5-point Likert scale ranging from 1 (not severe) to 5 (extremely severe). This outcome is measured at all timepoints (T0-T3). For each timepoint, the average score of all four behaviors on all weekdays is used as outcome measure.

Secondary outcomes
Parent-Reported Behavioral Difficulties. 
Children's behavioral difficulties are assessed with the Intensity scale of the Eyberg Child Behavior Inventory (ECBI-I) (Eyberg & Ross, 1978). The Intensity scale consists of 36-items for parents of children aged 2 to 16 and measures the frequency of specific problem behavior on a 7-point Likert scale from 1 (never) to 7 (always). The convergent and divergent validity and the reliability of the ECBI-I are well established (Abrahamse et al., 2015). This outcome is measured at all timepoints, and at the beginning of and two weeks after each booster session for parents who receive the brief behavioral parent training. 

Child Well-Being. 
Child well-being is assessed with the Health-Related Quality of Life Questionnaire (KINDL-R) (Ravens-Sieberer & Bullinger, 1998). Parents rate their children's quality of life on 20 items regarding emotional well-being, self-esteem, family functioning, social contacts, and school, of which the total score will be used. Parents rate the items on a Likert scale ranging from 1 (never) to 5 (all the time). The KINDL-R has revealed sufficient internal consistency (α = .82) (Bullinger et al., 2008). This outcome is measured at all timepoints.

Parenting Behaviors. 
Parenting behaviors are assessed with the Alabama Parenting Questionnaire (APQ; Shelton et al., 1996). The APQ is a 42-item parent-report measure assessing five categories of parenting practices (involvement, positive parenting, poor monitoring/supervision, inconsistent discipline, and corporal punishment), of which the total score will be used. Parents rate their parenting on a 5-point scale ranging from 1 (never) to 5 (always), with higher scores representing higher levels of the particular parenting category. The reliability and validity of the APQ are well established (Shelton et al., 1996). This outcome is measured at all timepoints.

	
	
	Observed Parent and Child Behaviors. 
To include an observational measurement of parent and child behaviors, parents are asked to audio record their mealtime routines for at least 15 minutes on two different weekdays. Mealtimes are notoriously busy times in family lives and thus well suited as a setting for an ecologically valid measure. The recordings of mealtime routines are a masked measure (i.e., assessors are not aware of the intervention condition), based on the method that was used by Herbert et al. (2013). Using the recordings, the following behaviors will be scored with a global coding system: parental behavior (both supportive and non-supportive parenting), child misbehavior, and emotional talk. A subsample of recordings will be double coded until sufficient interrater reliability is established. This outcome is measured at all timepoints except T2, to minimize the burden for families. 

Parenting Stress. 
Parenting stress is assessed with the Parental Stress Scale (PSS; Berry & Jones, 1995). The PSS is an 18-item parent report scale that measures positive (e.g., emotional benefits) and negative (e.g., restrictions) aspects of parenting, of which the total score will be used. Parents have to agree or disagree with statements concerning parenting on a 5-point scale ranging from 1 (strongly disagree) to 5 (strongly agree). The adequate reliability (α = .83) and validity of the PSS have been demonstrated (Berry & Jones, 1995). This outcome is measured at all timepoints. 

Parenting Self-Efficacy. 
Parenting self-efficacy is measured with the subscale Efficacy of the Parenting Sense of Competence Scale (PSOC; Johnston & Mash, 1989). On the eight items of this subscale, parents rate their capability level and problem-solving ability regarding their parental role on a 6-point scale, ranging from 1 (strongly disagree) to 6 (strongly agree). The internal consistency (α = .76) of the subscale Efficacy has been established (Johnston & Mash, 1989). This outcome is measured at all timepoints.

Quality of the Parent-Child Relationship. 
The quality of the parent-child relationship is measured with the parent version of the Parent-Child Interaction Questionnaire-Revised (PACHIQ-R; Lange et al., 2002). On 21 items, parents rate their relationship with their child on a 5-point scale, ranging from 1 (strongly disagree) to 5 (strongly agree), of which the total score will be used. The PACHIQ-R has been demonstrated to have high internal consistency (ranging between α = .79 and α = .93) (Lange et al., 2002). This outcome is measured at all timepoints.



	
	
	Utilities. 
Utilities, also called preferred health states, are assessed using quality-adjusted life years (QALYs). QALYs range between 0 and 1, where 0 represents death and 1 perfect health. QALYs are calculated based on the EuroQol-5D-5L (EQ-5D) questionnaire (EuroQol Research Foundation, 2019; Herdman et al., 2011), which parents fill out about their child. The EuroQol-5D-5L measures the child’s health with five items (mobility, self-care, daily activities, pain, and anxiety/depression) on 5-level categorical scales. EQ-5D responses will be transferred into QALYs based on the Dutch EQ-5D-5L tariff for adults (Versteegh et al., 2016), as a tariff for Dutch children is not yet available. The content and face validity of the EuroQol-5D-5L are well established (Herdman et al., 2011). This outcome is measured at T0 and T3.

Use of Healthcare. 
Use of mental healthcare within the organization where the child is treated is measured by drawing up an inventory (based on patient records) of the type of care (brief behavioral parent training, booster sessions, CAU) that is used and the duration (in minutes) of this care between T0 and T3 in both arms. The broader use of healthcare within and outside the mental healthcare centers is assessed with the Vragenlijst Intensieve Jeugdzorg, a Dutch questionnaire on intensive youth care (Bouwmans et al., 2012). This questionnaire assesses the use of a wide variety of healthcare (e.g., contact with general practitioner or medical professionals, use of social services or (alternative) medicines), along with the child’s use of education, contact with judicial authorities, and losses in the productivity of parents. Parents complete this questionnaire about the use and intensity of healthcare of both the child and themselves in the past three months. This outcome is measured at T0 and T3. Both measures of healthcare use (i.e., inventory of care and questionnaire) will be combined to obtain a complete image of all used care. 

Costs of Healthcare. 
Healthcare costs are estimated from a societal perspective (Drummond et al., 2015). Costs of mental healthcare are estimated by multiplying the used care by the reference prices provided in the Cost Manual of the Dutch National Health Care Institute. Costs of medication are estimated by using prices provided by the Dutch National Health Care Institute (Zorginstituut Nederland, 2020). Costs in other sectors (e.g., education, justice) are estimated by using reference prices provided in the Manual Intersectoral Costs and Benefits (Drost et al., 2014). All costs are estimated after families’ participation in the study, when their healthcare use is fully measured.



	
	
	
Candidate moderators 
In addition to the general demographic and clinical characteristics and some baseline characteristics such as the severity of behavioral problems, the following variables are included to explore whether they moderate the short- (T1) and longer-term (T2, T3) intervention effects: parental attachment as measured with the 12-item version of the Revised Experiences in Close Relationship questionnaire (ECR-R; Kooiman et al., 2015; Wei et al., 2007); parental psychopathology as measured with the 25 items of the Strengths and Difficulties Questionnaire (SDQ) for adults (Youth in Mind, 2020); parental reward responsivity as measured with the 8-item Reward Responsiveness (RR) questionnaire (Van den Berg et al., 2010); and child reward responsivity and punishment sensitivity as measured with the Punishment Sensitivity and Reward Responsivity subscales (combined 22 items) of the Sensitivity to Punishment and Sensitivity to Reward Questionnaire for Children (SPSRQ-C; Luman et al., 2012). All candidate moderators are measured at T0 only and reported by parents. 

Parent and Therapist Satisfaction
Parents’ Satisfaction with the Brief Behavioral Parent Training. Satisfaction with the brief behavioral parent training of parents who received the intervention are measured in two ways. First, parents are asked to fill out a self-developed satisfaction questionnaire, which is based on questions of the Parent Satisfaction Questionnaire (Bearss et al., 2013), the Therapy Attitude Inventory (Eyberg, 1993; Eyberg & Johnson, 1974), and the satisfaction questionnaire that was used in Breider et al. (2019). Parents who received the brief behavioral parent training answer 13 questions about their satisfaction with the brief behavioral parent training at T1 and three questions about their satisfaction with the booster sessions (if used) at T3 on a 5-point scale ranging from 1 (strongly disagree) to 5 (strongly agree). Parents also grade the brief behavioral parent training generally between 1 (very bad) and 10 (excellent). Second, one or multiple focus group(s) will be organized with a small number of parents. In the focus group(s), the new program will be qualitatively evaluated and information about feasibility and barriers and facilitators for the implementation of the training in clinical settings will be gathered. 

	
	
	Therapists’ Satisfaction with the Brief Behavioral Parent Training. 
Therapists' satisfaction and opinion about the intervention are measured in two ways. First, therapists will be asked to fill in a self-developed satisfaction questionnaire, which is based on questions of the Parent Satisfaction Questionnaire (Bearss et al., 2013), the Therapy Attitude Inventory (Eyberg, 1993; Eyberg & Johnson, 1974), and the satisfaction questionnaire that was used in Breider et al. (2019). Therapists have to answer seven questions on a 5-point scale ranging from 1 (strongly disagree) to 5 (strongly agree) and give the brief behavioral parent training a general grade between 1 (very bad) and 10 (excellent). Second, one or multiple focus group(s) will be organized with a selection of therapists from different healthcare centers who provided the brief parent training and range in years of work experience and to how many families they have provided the brief behavioral parent training. In the focus group(s), important barriers and facilitators for the implementation of the program will be identified. Both outcomes will be measured after the trial is finished, which is anticipated to be at the beginning of 2026.

Adverse Reactions 
Adverse reactions are measured with a self-developed questionnaire. These reactions involve negative experiences of parents and/or children that are, according to parents, related to the care they received either in the brief parent training treatment arm or in the CAU arm. The questionnaire consists of six questions that ask parents whether they experience a decline in their trust in healthcare, (anxiety of) negative reactions from others (i.e., stigma), mental health issues, difficulties in relationships and activities, or any other difficulties or concerns that could be related to the care they received during the trial. For each question that applies to them, we ask parents to shortly elaborate on their experiences and indicate when these experiences happened. These answer options are based on the Medical and Psychological Events and Difficulties (MAPED) questionnaire that was used in the Online Parent Training for The Initial Management of ADHD referrals (OPTIMA) trial (Kostyrka-Allchorne et al., 2022). This outcome is measured at T3.





	Participant timeline
	13


	Parents in the brief behavioral parent training arm receive three sessions of behavioral parent training. The first two sessions take 120 minutes each and are planned one or two weeks apart. The third session takes 60 minutes and is planned one week after the second session. To take parents’ and therapists’ availability into account, some flexibility in planning is allowed as long as all three sessions are planned within six weeks with at least one week between two consecutive sessions. After the third session, parents wishing to receive additional support can receive CAU and/or booster sessions. The booster sessions take 60 minutes each and can be provided maximally once every four weeks up to one year after the last session of the brief behavioral parent training program. Booster sessions can be suggested by the therapist who provided the brief behavioral parent training or by other involved clinicians, or requested by parents themselves. The complete timeline can be seen in Figure 1. 

Figure 1: Participant Timeline

	
	
	

	Sample size
	14
	Based on our previous study that found medium-sized short term effects on daily ratings of behavioral difficulties compared to waitlist (range of Cohen’s d = .35 to d = .66, Hornstra et al., 2021) and studies showing medium-sized parenting intervention effects on behavioral difficulties using parent-report rating scales (Bakker et al., 2017; Daley et al., 2014; McCart et al., 2006; Van Aar et al., 2017; Van den Hoofdakker et al., 2007), we estimate the effect of our brief behavioral parent training program as compared to CAU to be at least small (d = .25).

A power analysis has been performed using G*Power software (Faul et al., 2007). Based on an effect size of d = .25 (f = .125), two groups and three repeated measures (T0, T1, T2 for short term effectiveness), with r = .60 between-measurement relation, a power of .80 and α = 0.05, we need at least 42 participants per group, resulting in a total of 84 participants. Given that the data are clustered, we increased the sample size with 10% (Twisk, 2010), resulting in a total of 93 participants. This is in line with the number of participants in similar studies comparing behavioral treatments to CAU (e.g., Van den Hoofdakker et al., 2007).

	Recruitment
	15
	Parents of children with behavioral difficulties who are referred to one of the participating Dutch mental healthcare centers are recruited by clinicians within these centers. After the diagnostic assessment of the child and before any treatment has started, the clinicians involved in the diagnostic assessments inform parents of children who seem eligible about the study and hand out an information letter. Clinicians provide researchers with contact information of parents that have consented to sharing information and are interested in participation. The researchers then further inform parents about the trial through telephone contact. If parents want to participate, the researchers ask both parents, or other legal caretakers of the child, to provide informed consent. By default, parents have 14 days to decide upon participation and ask the researchers any questions. If needed, parents can ask for more time to decide upon participation. Once parents have provided consent, the researchers screen whether families are eligible for the study and inform parents whether they can participate. 

	Methods: Assignment of interventions (for controlled trials)

	Allocation:
	
	

	Sequence generation
	16a
	Randomization is performed with an online generated randomization schedule (Sealed Envelope, 2022), using blocks of six participants for each healthcare center to ensure equal allocations to both arms within and across centers. 

	Allocation concealment mechanism
	16b
	The randomization schedule is only known and administered by independent researchers who are not involved in the trial in any other way. Randomization occurs directly after the baseline measurement (T0).

	Implementation
	16c
	When participants can be randomized, the independent researchers are informed at which healthcare center the parents are participating and asked to inform the responsible researchers about which condition has been randomly assigned to these parents. 

	Blinding (masking)
	17a
	Participants, nor clinicians, nor researchers are blind to treatment allocation. The recordings of mealtime routines for the secondary outcome ‘Observed Parent and Child Behaviors’ are a masked measure, meaning that the assessors of the recordings are not aware of the intervention condition. 

	
	17b
	Not applicable. 



	Methods: Data collection, management, and analysis

	Data collection methods
	18a
	The trial contains four measurement occasions, see the participant timeline. T0 takes place after parents provide consent and are found eligible for participation, before randomization. The first posttreatment measurement (T1) takes place one week after the third session for parents in the brief behavioral parent training arm and eight weeks after T0 for parents in the CAU arm. The second posttreatment measurement (T2) takes place six months after T1 and the third posttreatment measurement (T3) takes place twelve months after T1. Participation in the trial therefore takes approximately 14 months in total. The care families receive at the child mental healthcare center may terminate sooner if they do not need or want care anymore. 

The outcomes are measured with questionnaires, audiotapes, and short daily phone calls. Completing the questionnaires (including those measuring moderator variables) takes 30 to 45 minutes per measurement occasion, making the audiotapes takes about 30 minutes per measurement occasion (i.e., two recordings of 15 minutes each), and making the phone calls takes two to three minutes each. Furthermore, parents in the behavioral parent training arm fill out the ECBI-I questionnaire at the beginning of and two weeks after each booster session, which takes a couple of minutes. See Outcomes (12) for details on the used instruments and their validity/reliability. 





	
	18b
	We promote parents’ involvement in the trial by regular contact with them through phone calls and email. We send parents regular reminders during the measurement occasions and express the importance and gratitude concerning parents’ participation. We also encourage the involved clinicians to promote participation in the trial. When completing the last measurement occasion (T3), parents are given a gift card to thank them, which also serves as an incentive for completing the last part of the trial. 

	Data management
	19
	Digital data, both raw and processed data are stored at a study specific secured folder within the network of Accare, the institution at which the research is carried out. This study specific folder can only be accessed by authorized personnel, who are involved in this study. All questionnaire data and processed audio files are stored in one, pseudonymized file, that is accompanied by a 'readme' text file that contains a code book explaining the meaning of all variables. A separate logbook-file will be created documenting all decisions that are made during the process from raw to processed data. Raw data containing identifiable information is kept strictly separate from the processed data and can only be accessed by two of the supervisors (BJvdH, TJD), research assistants and PhD candidate (RSvD). After the research project will be completed (i.e., data collection, data analysis and publishing of research articles), all digital data will be transferred to a study specific folder for long-term storage. The folder can only be accessed by authorized personnel. All research data will be stored for at least 15 years after the data collection has been completed. Upon request, the processed, pseudonymized data will be available for fellow researchers and made available (restricted access) for use in future research projects, to which all participants have consented before enrolling in the study. Requests for re-use of data will be evaluated to check whether the research question falls within the scope of the informed consent.

	Statistical methods
	20a
	To examine the effects of the intervention on the primary and secondary outcomes, we will conduct multilevel analyses (mixed modeling). Depending on the fit of the models, up to four hierarchical levels will be distinguished: outcomes (level 1), nested within children (level 2), nested within therapists (level 3), nested within healthcare centers (level 4). Random intercepts at the subject level, therapist level and healthcare center level will be included only if the Likelihood Ratio Test shows a significant improvement of the model fit. Time will be included as short-term (T1) and longer-term (T2, T3) within-subjects factors and condition (brief parent training vs. CAU) as between-subjects factor. The interaction between time and condition will be examined to interpret changes over time between conditions. 

To assess the cost-effectiveness of the brief behavioral parent training compared to CAU, we will calculate the Incremental Cost Effectiveness Ratio (ICER) from a societal perspective. We will perform both a cost-utility analysis (based on QALYs) and cost-effectiveness analyses (based on the daily ratings of behavioral difficulties and based on ECBI-I scores). An ICER is calculated by dividing the difference in the total costs by the difference in the total effect (either QALYs or the daily ratings of behavioral difficulties and ECBI-I scores, respectively). In these analyses, the costs of healthcare will be used and interpolated to the previous 12 months. We will compare each ICER based on relevant willingness to pay thresholds. Bootstrapping will be used to calculate the reliability of our estimates.

	
	20b
	To examine whether the candidate moderator variables moderate the intervention effects, these variables will also be added as interaction effects to the multilevel analyses.

	
	20c
	To test the superiority of the brief behavioral parent training compared to care as usual, data will be analyzed on an intention-to-treat basis. The multilevel approach will take missing data into account (Twisk et al., 2013).

	Methods: Monitoring

	Data monitoring
	21a & 21b
	As we do not expect the behavioral intervention to cause any harm (see Harms, 22), no interim analyses will be performed and no data monitoring committee (DMC) is installed. During the trial, both the researchers and clinicians are in regular contact with the participating parents. If the trial has any adverse effects on families or is experienced as too burdensome, we will seek options with parents to make their participation more convenient (e.g., no audio recordings, less phone calls) or terminate parents’ participation. 

	Harms
	22
	The risk of any physical or mental harm of the study is very low and not to be expected higher than what may be expected in daily life of the parents and their children. We will exclusively use conventional methods and interventions and the study is embedded in mental healthcare settings. The children of participating parents have been referred for behavioral problems and parents who visit the participating clinical institutions seek treatment for these problems. 

We measure adverse reactions at T3 to obtain information about potential negative experiences of parents and/or children that are, according to parents, related to the care they received either in the brief parent training treatment arm or in the CAU arm (see Outcomes, 12).

	Auditing
	23
	To monitor the integrity of this multicenter RCT, regular site visits (both online and offline) are performed and close contact with the involved clinicians is maintained at all sites. The intervention integrity is also supported through supervision. Therapists receive weekly supervision by supervisors qualified in cognitive behavior therapy when providing the brief parent training. Additionally, the supervisors provide feedback to each therapist on the audio-taped first session regarding protocol fidelity, intervention integrity, and the process of providing the training (e.g., engaging parents, didactic skills). 

Regular meetings with the involved researchers and contact with ZonMw (funder) about the progress of the trial furthermore promotes the intervention integrity and enables us to frequently evaluate and if necessary adjust trial processes to optimize intervention integrity. 

	Ethics and dissemination

	Research ethics approval
	24
	This study has been granted a non-WMO statement from the Medical Ethics Review Committee (METc) of the University Medical Center Groningen, meaning that the study does not meet the conditions of the Medical Research Involving Human Subjects Act. Ethics approval has been obtained from the Scientific and Ethical Review Board (VCWE) of the Vrije Universiteit (VU) Amsterdam (VCWE-2022-124). Approval to participate in this study has been obtained from all research partners.

	Protocol amendments
	25
	Protocol amendments (see Protocol version, 3), are approved by ZonMw (funder) and the VCWE (ethical review board) and subsequently adjusted in the ClinicalTrials.gov registration. Important modifications are communicated with parents and clinicians through site visits, phone calls, emails and newsletters. 
 


	Consent or assent
	26a
	If parents want to participate, the researchers ask both parents, or other legal caretakers of the child, to provide informed consent. Parents are informed about the trial by the researchers and provided an information letter. Consent can be provided by signing an online informed consent form or by signing this form on paper. By default, parents have 14 days to decide upon participation and ask the researchers any questions. If needed, parents can ask for more time to decide upon participation. 

	
	26b
	Not applicable. 

	Confidentiality
	27
	Personal information about participants is collected and only accessible by the PhD candidate (RSvD) and research assistants. This data is collected and stored in a study specific secured folder within the network of Accare, the institution at which the research is carried out. 

All questionnaire data and processed audio files are stored in one, pseudonymized file, that is accompanied by a 'readme' text file that contains a code book explaining the meaning of all variables. A separate logbook-file will be created documenting all decisions that are made during the process from raw to processed data. Raw data containing identifiable information is kept strictly separate from the processed data and can only be accessed by two of the supervisors (BJvdH, TJD), research assistants and PhD candidate (RSvD). 

	Declaration of interests
	28
	BJvdH and SvdO were involved in the development and evaluation of several Dutch parent and teacher training programs, among which the brief behavioral parent training that is being investigated in this trial, and are both involved in the training and supervision of therapists who deliver the brief behavioral parent training. BJvdH, SvdO and TJD also provide the brief behavioral parent training to participants themselves. ML has co-developed teacher training programs and other behavioral treatments. BJvdH, SvdO and ML have been advisors of Dutch ADHD guideline groups and BJvdH and SvdO are also members of the European ADHD Guidelines Group (EAGG). SvdO is on the higher health council in Belgium, an advisory committee about ADHD to the minister of health in Belgium and is on the board of trustees of “Zit Stil”; the ADHD advocacy organization in Flanders. BJvdH is an advisor of the Dutch Knowledge Centre for Child and Adolescent Psychiatry. BJvdH, SvdO, ML, PL, APG, PJH and TJD have received research grants from ZonMw. SvdO has also received several research grants from FWO (Flanders Research Foundation). JL is member of the parent advisory board that is involved in this trial. RSvD, APG, PL and PJH have no non-financial conflict of interest. 

BJvdH receives royalties as one of the editors of “Sociaal Onhandig” (published by Van Gorcum), a Dutch book for parents that can be used in parent training. SvdO declares a financial honorarium and reimbursement for travel expenses from MEDICE for being a speaker on non-pharmacological treatments of ADHD. The other authors have no financial conflict of interest. The participating sites have no competing interests. 

	Access to data
	29
	Raw data containing identifiable information is kept strictly separate from the processed data and can only be accessed by two of the supervisors (BJvdH, TJD), research assistants and PhD candidate (RSvD). After the research project will be completed (i.e., data collection, data analysis and publishing of research articles), all digital data will be transferred to a study specific folder for long-term storage. The folder can only be accessed by authorized personnel. 

	
	
	The anonymized data of participants will be available for use in future research projects for at least 15 years after the current trial is finished. By giving informed consent to participate in the study, parents also consent to the future use of their anonymized data. This is clearly stated in the information letter and consent declaration.

	Ancillary and post-trial care
	30
	We do not expect the behavioral intervention to cause any harm (see Harms, 22). All participating parents are receiving care at a mental healthcare institution. During the trial, both the researchers and clinicians are in regular contact with the participating parents. If the trial has any adverse effects on families or is experienced as too burdensome, we will seek options with parents to make their participation more convenient (e.g., no audio recordings, less phone calls) or terminate parents’ participation. Additionally, clinicians can offer families the necessary care at the healthcare institution, based on families’ needs during or after participation in the trial. 

	Dissemination policy
	31a
	The results of this study will be submitted for publication in peer-reviewed journals. In addition, findings will be presented at scientific conferences and shared with stakeholders (e.g., parents, clinicians), for instance on our website (https://www.paint-studies.nl/) and social media channels. Regarding clinical practice, findings will be shared with parents and mental healthcare institutions, partly in collaboration with Balans (e.g., vlogs, flyers, presentations, newsletters). 

	
	31b
	The output of this trial will be created by the researchers. All researchers who have contributed to the execution of the trial and/or writing of reports, will be included as authors on the output. The order of the authors may differ per product, depending on contributions. 

	
	31c
	The anonymized data of participants will be available for use in future research projects for at least 15 years after the current trial is finished. The dataset and corresponding statistical codes can be shared for future research projects.  

If the brief behavioral parent training with booster sessions is more effective than CAU in reducing children’s behavioral difficulties, the brief training can be implemented in clinical practice. The intervention protocol can be shared with sites who participated and/or are interested in the brief intervention. 

	Appendices
	
	

	Informed consent materials
	32
	See Appendix A for the information letter, see Appendix B for the consent form, see Appendix C for the time schedule of the trial. 

	Biological specimens
	33
	Not applicable.


*It is strongly recommended that this checklist be read in conjunction with the SPIRIT 2013 Explanation & Elaboration for important clarification on the items. Amendments to the protocol should be tracked and dated. The SPIRIT checklist is copyrighted by the SPIRIT Group under the Creative Commons “Attribution-NonCommercial-NoDerivs 3.0 Unported” license.
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