Additional File 2. World Health Organization Trial Registration Data Set (TRDS, version 1.3.1) for the Generation Healthy Kids Study (NCT05940675)
	Item 
	TRDS Field
	Study Details

	1
	Primary Registry & Trial Identifying Number
	ClinicalTrials.gov NCT05940675

	2
	Date of Registration in Primary Registry
	2023-07-04

	3
	Secondary Identifying Numbers
	Ethics Approval Protocol ID: S-20220094
Grant no.: NNF22SA0077224

	4
	Source(s) of Monetary or Material Support
	Novo Nordisk Foundation, University of Copenhagen; University of Southern Denmark; Capital Region of Denmark. 

	5
	Primary Sponsor
	University of Copenhagen

	6
	Secondary Sponsor(s)
	University of Southern Denmark; Capital Region of Denmark; Novo Nordisk Foundation

	7
	Contact for Public Queries
	Principal investigator: Nikolai Baastrup Nordsborg, Head of Department of Nutrition, Exercise and Sports, Professor,
University of Copenhagen
Postal Address: Nørre Allé 51, 2200 København N, Denmark
Phone: + 45 35 32 16 12
E-mail: nbn@nexs.ku.dk
Project website: https://www.sdu.dk/da/forskning/gsb

	8
	Contact for Scientific Queries
	Principal investigator: Nikolai Baastrup Nordsborg, Head of Department of Nutrition, Exercise and Sports, Professor,
University of Copenhagen
Postal Address: Nørre Allé 51, 2200 København N, Denmark
Phone: + 45 35 32 16 12
E-mail: nbn@nexs.ku.dk	


	9
	Public Title
	Generation Healthy Kids: A Cluster-randomized Trial of a Multi-component, Multi-setting Intervention

	

	10
	Scientific Title
	Generation Healthy Kids: A Cluster-randomized Trial of a Multi-component, Multi-setting Intervention to Promote Healthy Weight and Wellbeing in Danish School-aged Children

	11
	Countries of Recruitment
	Denmark (Capital Region, Region Zealand, Region of Southern Denmark)

	12
	Health Condition(s) or Problem(s) Studied
	Childhood obesity; Psychological well-being, Physical inactivity; Sleep habits; Screen media use; Dietary habits.

	13
	Intervention(s)
	Experimental: multi-setting and multi-component program implemented in families, schools, after-school clubs and local communities (focusing on food and nutrition; physical activity; sleep and screen media habits; engagement of local stakeholders and community capacity building); Control: No intervention. The schools will continue with their regular school schedules and activities.

	14
	Key Inclusion and Exclusion Criteria
	Inclusion: All children in 1st–2nd grade at recruited schools. Exclusion: none; partial participation allowed if necessary.

	15
	Study Type
	Type of study: Interventional
Primary purpose: Prevention
Study design: Cluster-Randomized; Parallel assignment 1:1; two arms (intervention vs control), no masking.

	16
	Date of First Enrollment
	2023-08-14 (Actual)

	17
	Sample Size
	1,645 (Expected enrollment)
1,372 (Actual enrollment)

	18
	Recruitment Status
	Complete: participants are no longer being recruited or enrolled in the trial.

	19
	Primary Outcome(s)
	Fat mass in kg. Between-group difference in change in fat mass measured by bioimpedance analysis (InBody 270). 
Time points: Baseline, 18–20 months.
Measurement method: Bioimpedance analysis (InBody270).






	20
	Key Secondary Outcome(s)
	Secondary outcomes: 
Between group difference in change in the following outcomes: Fat mass (kg); Fat free mass (kg); Fat mass index (kg/m2); Fat free mass index (kg/m2); Fat-Free-Mass-to-Fat-Mass ratio; % fat mass; Height (cm); Weight status (prevalence of children with underweight, normal weight, overweight and obesity); BMI z-score; Waist circumference (mm). 
· Time points: Baseline, 6–8 months, 18–20 months.
· Measurement methods: Bioimpedance analysis (InBody270), portable stadiometer, non-elastic measurement tape.

Other pre-specified outcomes:
· Health-related quality of life (KIDSCREEN-27) (baseline, 6–8 months, 18–20 months)
· Mental health (Strengths and Difficulties Questionnaire) (baseline, 6–8 months, 18–20 months)
· Resting blood pressure and heart rate (baseline, 6–8 months, 18–20 months)
· Plasma lipid profile, plasma insulin, and plasma glucose (fasting venous blood sample) (only among children in DK-East) (baseline, 6–8 months)
· Aerobic fitness and intermittent exercise performance (Yo-yo Intermittent Recovery Level 1 Children’s test) (baseline, 6–8 months, 18–20 months)
· Sprint performance (20 m sprint test) (baseline, 6–8 months, 18–20 months)
· Muscular fitness and strength (handgrip dynamometer) (baseline, 6–8 months, 18–20 months)
· Balance ability (sway path) (baseline, 18–20 months)
· Jump height (countermovement jump test) (baseline, 18–20 months)
· Lower extremity gross motor function (leg reaching ability during Y-balance test) (baseline, 18–20 months)
· Upper extremity gross motor function (test of goal-directed reaching movements (baseline, 18–20 months)
· Agility (Canadian Exercise and Movement Skills Assessment test) (baseline, 18–20 months)
· Physical literacy (My PL questionnaire) (baseline, 18–20 months)
· Physically active behavior (total time spent being physically active) (Axivity AX3 accelerometer) (baseline, 18–20 months)
· Moderate-to-vigorous physical activity (Axivity AX3 accelerometer) (baseline, 18–20 months)
· Total sleep time (Axivity AX3 accelerometer) (baseline, 18–20 months)
· Sleep quality (Child Sleep Habits Questionnaire) (baseline, 6–8 months, 18–20 months)
· Total screen time (modified SCREENS questionnaire) (baseline, 6–8 months, 18–20 months)
· Smartphone and tablet use (Ethica application) (baseline, 6–8 months, 18–20 months)
· Food literacy (GHK food literacy and school meal culture questionnaire) (baseline, 6–8 months, 18–20 months)
· School- and family meal culture (GHK food literacy and school meal culture questionnaire) (baseline, 6–8 months, 18–20 months)
· Dietary intake in g/day (Food Frequency Questionnaire and 3-day dietary recall) (baseline, 6–8 months, 18–20 months)
· Blood biomarkers of dietary intake and nutrient status (whole-blood n-3 long-chain polyunsaturated fatty acids (LCPUFA), blood hemoglobin, serum ferritin, serum 25-hydroxyvitamin D and insulin-like growth factor-1 measured in fasting venous blood sample) (only children in DK-East) (baseline, 6–8 months) 
· Cognitive function (processing speed, sustained attention, spatial working memory, inhibitory control, cognitive flexibility and fine motor control) (Cambridge Neuropsychological Test Automated Battery) (baseline, 18–20 months)
· School performance (Danish reading comprehension and mathematics proficiency (Hogrefe tests) (baseline, 18–20 months)
· School absence (school registration data) (baseline, 6–8 months, 18–20 months)






	21
	Ethics Review
	Approved by the Regional Committee on Health Research Ethics for Southern Denmark (reference number S-20220094) on 14 April 2023.
Postal address: Damhaven 12, 7100 Vejle, Denmark
Email: komite@rsyd.dk
Phone: +45 76 63 82 21 

	22
	Completion Date
	2025-06-30 (Actual)

	23
	Summary Results
	None yet

	24
	IPD Sharing Statement
	Plan to share de-identified IPD upon approved application to steering committee; Supporting documents: Protocol, Statistical Analysis Plan (SAP).



Source: ClinicalTrials.gov NCT05940675 (Record History v8, last update posted November 26, 2025)
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