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STANDARD PrROTOCOL ITEMS: RECOMMENDATIONS FOR INTERVENTIONAL TRIALS





SPIRIT 2013 Checklist: Recommended items to address in a clinical trial protocol and related documents*

	Section/item
	ItemNo
	Description

	Administrative information

	Title
	1
	Effects of educational intervention based on integrated social marketing approach on regular physical activity of female students: a study protocol for a cluster randomised trial


	Trial registration
	2a
	Trial registration: IRCT20200621047858N1 
page 2 next Abstract and page 7 section  method paragraph:2

	
	2b
	All items from the World Health Organization Trial Registration Data Set         N

	Protocol version
	3
	Date and version identifier    N

	Funding
	4
	This research was funded by a grant from the Hamadan University of Medical Sciences page :19 paragraph:4

	Roles and responsibilities
	5a
	Dr. Babak Moeini 1, Dr. Forouzan Rezapur-Shahkolai 2, Dr. Rashid Heidarimoghadam 3 Dr. Leili Tapak 4, Azam Geravandi 5
1.Social Determinants of Health Research Center, Department of Public health, School of Public health, Hamadan University of Medical Sciences, Hamadan, Iran

2 Department of Public health, School of Public health and Research Center for Health Sciences, Hamadan University of Medical Sciences, Hamadan, Iran
3. Department of Ergonomics, School of Health, Research Center for Health Sciences, Hamadan University of Medical Sciences, Hamadan, Iran
4 . Department of Biostatistics, School of Public Health and Modeling of Noncommunicable Diseases Research Center, Hamadan University of Medical Sciences, Hamadan, Iran

5. Department of Public Health, School of Public Health, Hamadan University of Medical Sciences, Hamadan, Iran.



	
	5b
	Name and contact information for the trial sponsor      N

	
	5c
	BM: design, analysis and manuscript writing. FR: design and analysis. RH: design, data analysis and critical revision. LT:design, analysis. AG:design, analysis,intervention development, manuscript writing and critical revision. All authors read and approved the final manuscript. Page:19 paragraph:3


	
	5d
	Composition, roles, and responsibilities of the coordinating centre, steering committee, endpoint adjudication committee, data management team, and other individuals or groups overseeing the trial, if applicable (see Item 21a for data monitoring committee)  N

	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 
Page 6 section Conceptual framework and page 11 and 14 paragraph 2

	
	6b
	Figure 1 shows the study design  page :5

	Objectives
	7
	The main purpose of this research

The purpose of this study is to evaluate an intervention program consistent with the first and seventh stages of the SMART social marketing operational model designed to enhance the level of physical activity of secondary education girls. 

The main question of this research is whether educational intervention is based on the integrated approach of social marketing to that of the regular physical activity in girl students.  Page:7 next table 1


	Trial design
	8
	Fig. 2 CONSORT flow diagram   page: 8
In this study, we will have an intervention group and a control group. Female junior high school students will be randomly assigned to one of the following two groups   page : 13 section Implement intervention and evaluation

	Methods: Participants, interventions, and outcomes

	Study setting
	9
	Yes: Phase 3: Intervention study including design, implementation and evaluation of the impact of the intervention page :10 Last paragraph


	Eligibility criteria
	10
	Yes: Table 3- Eligibility criteria    page 16

	Interventions
	11a
	The educational intervention will focus on regular exercise of physical activity (daily walks and aerobic exercise) according to protocols (ACSM's Guidelines for Exercise testing and Prescription).  Page15 paragraph 1 section : Implement intervention and evaluation

	
	11b
	The FITT protocol is also used to determine the level of physical activity, which stands for frequency, intensity, time and type;  F the frequency of repetition of physical activity per week, I  the degree of activity intensity, T during the time spent on physical activity, and T type of exercise. Page15 paragraph 1 section : Implement intervention and evaluation

	
	11c
	Use the pedometer   page:14  line 1

	
	11d
	The trainings will be presented to the intervention group using photo clips and motion graphics, printed and electronic training materials, pedometers, masked hats with the program logo and slogan. Page:12 paragraph 1


	Outcomes
	12
	The primary outcome: Change in Trans-theoretical Model Constructs

The Secondary outcome: change in the rate of regular physical activity in female high school students   page:17 section  Results paragraph 1


	Participant timeline
	13
	Fig. 2 CONSORT flow diagram  page :8

	Sample size
	14
	Yes: The study sample includes adolescent girls aged 12-16 years old in the first secondary schools under the auspices of Kermanshah University of Medical Sciences. Samples was estimated at  least for 108 persons per group.   Page : 13 and 14 section Sample calculation method and its number


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

	Methods: Assignment of interventions (for controlled trials)

	Allocation:
	
	

	Sequence generation
	16a
	Yes: Sample calculation method and its number 


	Allocation concealment mechanism
	16b
	Yes: Fig. 2 CONSORT flow diagram    page:8


	Implementation
	16c
	Azam Geravandi

	Blinding (masking)
	17a
	Not applicable



	
	17b
	Not applicable



	Methods: Data collection, management, and analysis

	Data collection methods
	18a
	Yes: The method of data collection will be in the form of a questionnaire and through self-report. Due to the fact that this study uses a transtheoretical model the data collection tool follows this model. To measure the stages of change from the scale of Marcus et al (37), the measurement of change processes (cognitive - behavioral) and Norman's self - efficacy  the questionnaire and colleagues ' self - efficacy questionnaire were used (38) A questionnaire developed by Blanchard et al. will be used to assess decision balance  page : 13 paragraph :3  section Implement intervention and evaluation

	
	18b
	Yes: This program is based on the peer education approach, which is a coherent program to create an effective peer-to-peer network to encourage students to improve their health and provides students with the opportunity to raise awareness of health issues using interactive and participatory values, i.e. group discussions, workshops, panels, role playing, etc.), and transfer it to other peers.  

	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

	Statistical methods
	20a
	Yes: Data analysis- using SPSS and AMOS software and the significance level of the tests was 5 percent-descriptive statistics, factor analysis, multiple linear regression and two-group independent T-path analysis will be used to analyze the data. In the intervention stage, inferential statistics including analysis of covariance, analysis of variance and paired T-test, McNemar     page :13 next table3 section Data analysis  


	
	
	

	
	
	

	Methods: Monitoring

	Data monitoring
	21a
	Yes: The funding body did not take part in the design of the study, the collection, analysis, and interpretation of data, and preparation of the manuscript.



	
	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: Not applicable

	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: Not applicable

	Auditing
	23
	Frequency and procedures for auditing trial conduct, if any, and whether the process will be independent from investigators and the sponsor: Not applicable

	Ethics and dissemination

	Research ethics approval
	24
	Yes: Project IDs: IR.UMSHA.REC.1398.952

	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)

	Consent or assent
	26a
	Yes: by Azam Geravandi

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

	Confidentiality
	27
	People's information is stored anonymously and based on code

	Declaration of interests
	28
	The authors declare that they have no competing interests

	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- Not applicable

	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
	Yes: In addition to examining these explicit hypotheses, the findings of this project can be used in a more general sense and the importance of promoting regular physical activity in and out of school through the physical activity in the curriculum can be established. The educational concepts and teaching methods of PE can be improved according to the purpose of active healthy living. Applied teaching modules can also be developed based on study findings.  
 Page :17   Section: Discussion  paragraph :2



	
	31b
	yes

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

	Appendices
	
	

	Informed consent materials
	32
	Yes 

	Biological specimens
	33
	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- NO


*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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