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Introduction

Background and rationale

6a. Description of research question and justification for undertaking the trial, including
summary of relevant studies (published and unpublished) examining benefits and harms for
each intervention

...The need to focus on STPs to prevent smoking at school was part of recent interventional
studies carried out in Denmark (X:IT, Focus, Smoke-Free Vocational Schools) '*75, but they did
not show significant decreases in smoking prevalence among students '®"’. Those studies
included STPs in a multicomponent approach beside educational courses, trainings towards
staff, and other activities...To go further, ADHAIrE will include the adolescents and the staff
members in the decision-making process of the policy. By considering the point of view of the
main stakeholders, we aim to improve the implementation of the STP by a better enforcement of
the school staff but also a better compliance to the rules by the students, as it is they who will
have designed the STP.

6b. Explanation for choice of comparators

The SILNE and SILNE-R studies have shown that, without specific intervention, school tobacco
policies remain unchanged over time®. To give all participating schools the opportunity to
improve their smoking situation, even schools assigned to the control arm will receive minimal
intervention: feedback based on the evaluation conducted. This point was also important to
motivate schools to participate in a study where they had only one chance in two to get an
intervention. To achieve the smoke-free school environment goal, these schools are then left on
their own.

Objectives

7. Specific objectives or hypotheses

ADHAIrE’s final goal is to guide schools to become smoke-free environments where adolescents
are not exposed to smoking.

Trial design

8. Description of trial design including type of trial (eg, parallel group, crossover, factorial, single
group), allocation ratio, and framework (eg, superiority, equivalence, noninferiority, exploratory)

The evaluation of the intervention is conducted as a cluster randomised controlled trial. Once
voluntary schools had confirmed their willingness to participate, they were randomised to either
the experimental arm or the control arm. Randomisation follows a cross-stratification based on
schools’ location, to avoid contamination effects, and their social-economic index, as the
social-economic status is strongly associated with smoking. Figure 2 shows the flow chart
displaying the research units per intervention arm.



Methods: Participants, interventions, and outcomes

Study setting

9. Description of study settings (eg, community clinic, academic hospital) and list of countries
where data will be collected. Reference to where list of study sites can be obtained

Settings: secondary schools

Country of data collection: Belgium, Hainaut province

Eligibility criteria

10. Inclusion and exclusion criteria for participants. If applicable, eligibility criteria for study
centres and individuals who will perform the interventions (eg, surgeons, psychotherapists)

- School level
Inclusion criteria: secondary school, Hainaut province (Belgium)
- Adolescent level

Inclusion criteria: 3"-4" grade in a recruited secondary school

Interventions

11a. Interventions for each group with sufficient detail to allow replication, including how and
when they will be administered

- Controlarm
The SILNE and SILNE-R studies have shown that, without specific intervention, school tobacco
policies remain unchanged over time®. To give all participating schools the opportunity to
improve their smoking situation, even schools assigned to the control arm will receive minimal
intervention: feedback based on the evaluation conducted. This point was also important to
motivate schools to participate in a study where they had only one chance in two to get an
intervention. To achieve the smoke-free school environment goal, these schools are then left on
their own.

- Intervention arm
Schools assigned to the intervention arm will benefit from the feedback and the advocacy
coalition (school taskforce, Collaborative Learning and support Network, guidance) to achieve
the smoke-free school environment goal.

11b. Criteria for discontinuing or modifying allocated interventions for a given trial participant
(eg, drug dose change in response to harms, participant request, or improving/worsening
disease)

Not applicable

11c. Strategies to improve adherence to intervention protocols, and any procedures for
monitoring adherence (eg, drug tablet return, laboratory tests)



The audit: The audit will evaluate the school tobacco policy itself using a questionnaire
completed by the principal. It will be addressed to the project coordinators of each school and
covers the comprehensiveness, enforcement, and communication of the policy but also the
provision of services, in the form of support to smoking cessation and smoking prevention
activities.

11d. Relevant concomitant care and interventions that are permitted or prohibited during the
trial

Not applicable

Outcomes

12. Primary, secondary, and other outcomes, including the specific measurement variable (eg,
systolic blood pressure), analysis metric (eg, change from baseline, final value, time to event),
method of aggregation (eg, median, proportion), and time point for each outcome. Explanation of
the clinical relevance of chosen efficacy and harm outcomes is strongly recommended

- School level:

Implementation and integration of the STP. Questionnaires used in previous school-based
tobacco prevention interventions will be used %°.

- Adolescent level:
Primary outcome: Social norm, assessed through the prism of descriptive and injunctive norm.

Secondary outcome: Smoking prevalence, assessed through the smoking status of the
adolescents.

Participant timeline

13. Time schedule of enrolment, interventions (including any run-ins and washouts),
assessments, and visits for participants. A schematic diagram is highly recommended (see
Figure)

- Schools were invited to participate in the study by letter in May 2024.

- The evaluation will take place three times: at baseline (in September 2024), at one-year follow-
up (in September 2025), and at two-year follow-up (in September 2026).

Sample size

14. Estimated number of participants needed to achieve study objectives and how it was
determined, including clinical and statistical assumptions supporting any sample size
calculations

School level: We will recruit a total of 20 schools: 10 for the experimental group, and 10 for the
control group, similar to previous European studies on similar topics '®



Adolescent level: Due to the clustering by school, the adolescent sample size must be inflated
using a design effect so that school-specific smoking rates or school tobacco policy
implementation can be considered. This design effectis equal to 1+(n-1)/p where n is the
average school size (600 students in that province) and p is the intraclass correlation of smoking
(0.05% in the SILNE study). As we will only evaluate adolescents from the 3™ and 4" academic
years, we aim to survey 200 students per school. We expect a modest relative difference of 15%
in smoking initiation between the experimental group and the control group, resulting in a total
sample size of 2891 individuals.

Recruitment
15. Strategies for achieving adequate participant enrolment to reach target sample size

Schools were invited to participate in the study by letter in May 2024. The School Health
Promotion (Promotion de la Santé a ’Ecole, PSE) and the education authority (Fédération
Wallonie-Bruxelles) provided support in the dissemination of the invitation. After a few weeks, e-
mails were sent as reminders to answer, then phone calls were made.

Methods: Assighment of interventions (for controlled trials)

Allocation:

Sequence generation

16a. Method of generating the allocation sequence (eg, computer-generated random numbers),
and list of any factors for stratification. To reduce predictability of a random sequence, details of
any planned restriction (eg, blocking) should be provided in a separate document that is
unavailable to those who enrol participants or assign interventions

Randomisation follows a cross-stratification based on schools’ location, to avoid contamination
effects, and their social-economic index, as the social-economic status is strongly associated
with smoking. Figure 2 shows the flow chart displaying the research units per intervention arm.

Allocation concealment mechanism

16b. Mechanism of implementing the allocation sequence (eg, central telephone; sequentially
numbered, opaque, sealed envelopes), describing any steps to conceal the sequence until
interventions are assigned

Schools will be randomized using R studio. Randomization will be done after recruitment of the
majority of the schools. Schools will be aware of their intervention after the first data collection.
The content of the intervention (advocacy coalition) was only revealed to schools of the
intervention group.

Implementation

16c. Who will generate the allocation sequence, who will enrol participants, and who will assign
participants to interventions

Allocation sequence, schools enrolment and schools assignation was done by PL.



Blinding (masking)

17a. Who will be blinded after assignment to interventions (eg, trial participants, care providers,
outcome assessors, data analysts), and how

Blinding is not possible in this intervention.

17b. If blinded, circumstances under which unblinding is permissible, and procedure for
revealing a participant’s allocated intervention during the trial

Not applicable.

Methods: Data collection, management, and analysis

Data collection methods

18a. Plans for assessment and collection of outcome, baseline, and other trial data, including
any related processes to promote data quality (eg, duplicate measurements, training of
assessors) and a description of study instruments (eg, questionnaires, laboratory tests) along
with their reliability and validity, if known. Reference to where data collection forms can be
found, if notin the protocol

The evaluation will take place three times: at baseline (in September 2024), at one-year follow-
up (in September 2025), and at two-year follow-up (in September 2026). We will gather
information in three different ways: an audit, a survey for the adolescents, and one for staff
members.

- Theaudit will evaluate the school tobacco policy itself using a questionnaire completed
by the principal. It will be addressed to the project coordinators of each school and
covers the comprehensiveness, enforcement, and communication of the policy but also
the provision of services, in the form of support to smoking cessation and smoking
prevention activities.

- The adolescents’ survey will be carried out following a repeated cross-sectional design.
So, at each data collection, adolescents from the 3™ and 4" academic years will
complete the survey. As adolescents will, during the 2 years of the intervention, move on
through their academic course, survey participants will differ from year to year. This
design is commonly used when an intervention aims to affect a community-level
indicator of health.

- Asteachers have been referred to as the main agents and change makers in school
health programs, it is critical to get an insight into their perception of the school’s duty to
integrate health promotion into its policy. Also, social processes such as change agents,
their relationships, and the context are important when implementing a program and will
be assessed.

18b. Plans to promote participant retention and complete follow-up, including list of any
outcome data to be collected for participants who discontinue or deviate from intervention
protocols



Retention: To give all participating schools the opportunity to improve their smoking situation,
even schools assigned to the control arm will receive minimal intervention: feedback based on
the evaluation conducted. This point was also important to motivate schools to participate in a
study where they had only one chance in two to get an intervention.

About deviation: Sensitivity analysis will also evaluate the association between the degree of
implementation and the effect of the intervention

Data management

19. Plans for data entry, coding, security, and storage, including any related processes to
promote data quality (eg, double data entry; range checks for data values). Reference to where
details of data management procedures can be found, if not in the protocol

Data management plan was done on DMPonline (ID: 197261).

Statistical methods

20a. Statistical methods for analysing primary and secondary outcomes. Reference to where
other details of the statistical analysis plan can be found, if not in the protocol

The effect of the advocacy coalition on primary and secondary outcomes will be analysed by
multilevel regression models. Those account for the nested hierarchical structure of the data
(per school). Subgroup analyses will be carried out to evaluate the differential effect of the
intervention based on socio-demographic factors at the individual and at the school level.
Sensitivity analysis will also evaluate the association between the degree of implementation and
the effect of the intervention.

20b. Methods for any additional analyses (eg, subgroup and adjusted analyses)

Not specified yet.

20c. Definition of analysis population relating to protocol non-adherence (eg, as randomised
analysis), and any statistical methods to handle missing data (eg, multiple imputation)

When implementing an intervention, not only the effectiveness of the intervention has to be
assessed, but also the extent to which it has been implemented. Overlooking this could lead to a
Type lll error, known as a conclusion, that erroneously attributes observed findings to the
intervention while this latter was not implemented as planned. Therefore, we will assess the
fidelity of key elements of the intervention (the Task Force, the CLN, and the guidance)...
Sensitivity analysis will also evaluate the association between the degree of implementation and
the effect of the intervention.

Methods: Monitoring

Data monitoring

21a. Composition of data monitoring committee (DMC); summary of its role and reporting
structure; statement of whether it is independent from the sponsor and competing interests; and



reference to where further details about its charter can be found, if not in the protocol.
Alternatively, an explanation of why a DMC is not needed

There is not DMC because of the minimal risks related to the intervention.

21b. Description of any interim analyses and stopping guidelines, including who will have access
to these interim results and make the final decision to terminate the trial

Such analyses are not planned because of the minimal risks related to the intervention.

Harms

22. Plans for collecting, assessing, reporting, and managing solicited and spontaneously
reported adverse events and other unintended effects of trial interventions or trial conduct

No plan for this because of the minimal risks of the intervention.

Auditing

23. Frequency and procedures for auditing trial conduct, if any, and whether the process will be
independent from investigators and the sponsor

Protocol changes will be discussed with the steering committee, in agreement with the funder.

Ethics and dissemination

Research ethics approval

24. Plans for seeking research ethics committee/institutional review board (REC/IRB) approval

Consent to participate in the study and to be randomised is given by the school principal, asis
often the case in cluster randomised controlled trials. Regarding data collection, each person
participating in a survey will give his/her consent by completing it.

The study got the ethical approval from the Comité d’éthique hospitalo-facultaire UCLouvain
(Protocol n°: ADHAIRE).

Protocol amendments

25.Plans for communicating important protocol modifications (eg, changes to eligibility criteria,
outcomes, analyses) to relevant parties (eg, investigators, REC/IRBs, trial participants, trial
registries, journals, regulators)

No important modification will be possible without agreement from the funder. The study was
accepted by the funder in its current form.



Consent or assent

26a. Who will obtain informed consent or assent from potential trial participants or authorised
surrogates, and how (see Item 32)

The informed consent to participate in the surveys will be the starting point of the survey.
Without it, the survey will not be available.

26b. Additional consent provisions for collection and use of participant data and biological
specimens in ancillary studies, if applicable

Not applicable.

Confidentialit

27. How personal information about potential and enrolled participants will be collected,
shared, and maintained in order to protect confidentiality before, during, and after the trial

No personal information will be required.

Declaration of interests

28. Financial and other competing interests for principal investigators for the overall trial and
each study site

Authors have no competing interests as defined by Tobacco Prevention and Cessation, or other
interests that might be perceived to influence the discussion reported in this article.

Access to data

29. Statement of who will have access to the final trial dataset, and disclosure of contractual
agreements that limit such access for investigators

Only the investigators (VL, PL) will have access to the data.

Ancillary and post-trial care

30. Provisions, if any, for ancillary and post-trial care, and for compensation to those who suffer
harm from trial participation

Not applicable.

Dissemination policy

31a. Plans for investigators and sponsor to communicate trial results to participants, healthcare
professionals, the public, and other relevant groups (eg, via publication, reporting in results
databases, or other data sharing arrangements), including any publication restrictions



Scientific publications based on baseline results and on longitudinal results are planned.
Presentation to the steering committee and to authorities are also planned.

31b. Authorship eligibility guidelines and any intended use of professional writers

We will follow the authorship eligibility criteria as defined by the International Committee of
Medical Journal Editors.

31c. Plans, if any, for granting public access to the full protocol, participant-level dataset, and
statistical code

Not planned.

Appendices

Informed consent materials

32. Model consent form and other related documentation given to participants and authorised
surrogates

Translated from the French:
“Before you start, please read the following carefully.

Your school is taking part in the ADHAIrE project, which is being run by the Health and Society
Research Institute (UCLouvain) in Hainaut. As part of the project, we'd like to ask you a few
questions.

What is the questionnaire about?

This questionnaire is about you, your health and your school. It will be completed by around
4,000 pupils like you in Hainaut. The aim of the survey is to gain a better understanding of health
behaviours, particularly smoking among teenagers. We want to hear about your experiences so
that we can improve the health of young people today and in the future.

Are your answers anonymous?

Yes, we won't ask for your first or last name, and you don't have to write them down anywhere.
This means that your data will remain strictly confidential, as laid down in the Law of 30 July
2018 on the protection of privacy. No one at your school, or in your family, will be able to see your
answers. The research team will analyse your answers, but it will be impossible for them to know
who answered which questionnaire.

Do you have to take part?

Itis important that as many students as possible complete the questionnaire in order to collect
good quality data. However, your participation is voluntary. You are free to answer or not to
answer the questionnaire, as well as to end it at any time. No one will hold this against you.”



Biological specimens

383. Plans for collection, laboratory evaluation, and storage of biological specimens for genetic or
molecular analysis in the current trial and for future use in ancillary studies, if applicable

Not applicable.

© 2025 Laloux P. et al.


user
Typewritten text
© 2025 Laloux P. et al.


