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	Data category
	Information

	Primary registry and trial identifying number
	ClinicalTrails.gov NCT03504059

	Date of registration in primary registry
	20 April, 2018

	Secondary identifying numbers
	Study approved by the Committee for Ethical Research (CEI) of the Instituto de Salud Carlos III from Madrid (CEI PI 35_2016), the CEI of Fundació Unió Catalana d’Hospitals (CEI 16/41) and the Bioethics Committee of the University of Barcelona (IRB00003099)

	Source(s) of monetary or material support
	Fundació La Marató de TV3 369/C/2016, “la Caixa” Foundation (LCF/PR/CE16/10700001), SHE Foundation, University of Barcelona, European Union Horizon 2020 Research and Innovation Programme (Marie Skłodowska-Curie grant agreement No 707642).

	Primary sponsor
	Fundació La Marató de TV3 369/C/2016 


	Secondary sponsor(s)
	“la Caixa” Foundation (LCF/PR/CE16/10700001), SHE Foundation, University of Barcelona, European Union Horizon 2020 Research and Innovation Programme (Marie Skłodowska-Curie grant agreement No 707642). CIBEROBN.

	Contact for public queries
	info@fundacionshe.org

	Contact for scientific queries
	estudio@fundacionshe.org

	Public title
	School-based Behavioural Intervention to Face Obesity and Promote Cardiovascular Health Among Spanish Adolescents

	Scientific title
	Rationale and design of the school-based SI! Program to face obesity and promote health among Spanish adolescents: a cluster-randomized controlled trial

	Countries of recruitment
	Spain

	Health condition(s) or problem(s) studied
	Health promotion in adolescents  

	Intervention(s)
	SI! Program for Secondary School: Multilevel multicomponent school-based intervention about healthy behaviors and lifestyle

	Key inclusion and exclusion criteria
	Inclusion criteria: adolescents in 1st grade of Secondary school. Status as a public school located in Madrid or Barcelona with educational provision from grades 1 through 4, and 3 to 5 class groups in grade 1

	
	Exclusion criteria: schools not reaching 75% of the curriculum delivered might be excluded from the study (assessed according to adherence criteria established by the SHE Foundation coordination team)

	Study type
	Interventional

	
	Allocation: Cluster-randomized controlled trial

	
	Primary purpose: Health promotion, prevention

	Date of first enrollment
	September 2017

	Target sample size
	≥ 1200

	Recruitment status
	Complete

	Primary outcome(s)
	2-year and 4-year change from baseline in adolescent ideal cardiovascular health (ICH) score 

	Key secondary outcomes
	2-year and 4-year changes from baseline in the following: ICH subcomponents, Fuster-BEWAT score, adiposity markers (waist circumference and body fat composition), polyphenol and carotenoid intake, emotion management, and family lifestyle and school environment characteristics





Data management, data confidentiality and access, and data monitoring
Data from enrolled adolescents and families are collected on electronic forms, with paper forms available for families with limited internet access. Data collected on paper forms will be kept behind two locked doors. Electronic data will be stored in password-protected files on the local server at the SHE Foundation. Access to paper and electronic data will be restricted to the scientific team: RFJ, JFA, GS, AdC, RE, and RL-R will have access to the full trial dataset. Additional statistical experts may be consulted in the process of data cleaning and analysis, and will have access only to de-identified data. 
Because this is a minimal risk study, there will be no data monitoring committee. 

Interim analysis and stopping guidelines
Because this is a minimal risk study, there will no interim analysis with the purpose of taking decisions to continue or terminate the trial. 

Management of adverse events and other unintended trial effects 
The SHE Foundation uses a CRM (Customer Relationship Management) system to collect and report any adverse incidents during the intervention and data collection process. Other measures are considered unnecessary, as the trial is a minimal risk study.

Auditing
The SI! Program is accredited with an ISO 9001:2015 certificate, which is reviewed and updated every 3 years. Additionally, internal and independent external audits are carried out annually.

Research ethics approval and protocol amendments 
In the event of protocol modifications, a notification letter about the changes will be sent to all Committees for Ethical Clinical Research that approved the study. Amendments to the protocol will be tracked and dated, and updated on clinicaltrials.gov. Routine annual reports will be submitted to inform the Ethics Committees of the progress of the research plan and goals.

Dissemination policy
The study results will be published in international peer-reviewed journals and presented at major international meetings. The main study results will be communicated to the specialized and general media, including social media, by means of ad hoc press releases and online notices. This dissemination activity will be supported by dedicated communication departments at the researchers’ affiliated institutions.

Authorship eligibility guidelines 
We will follow the International Committee of Medical Journal Editors (ICMJE) recommendations for authorship criteria. These recommendations define the role of authors and contributors and can be found at http://www.icmje.org/recommendations/browse/roles-and-responsibilities/defining-the-role-of-authors-and-contributors.html
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