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SPIRIT 2013 Checklist: Recommended items to address in a clinical trial protocol and related documents*
	Section/item
	Item No
	Description
	Addressed on page number

	Administrative information
	

	Title
	1
	The AHAWOMEN Project: Study Protocol of a Multi-Design Research for Exploring HAPA Predictors of Exercise in Postmenopausal Women
	1

	Trial registration
	2a
	ISRCTN: 16251361, BMC ISRCTN registry
	2, 18, 23

	
	2b
	All items from the World Health Organisation Trial Registration Data are guaranteed in the BMC ISRCTN registry
	2, 18, 23

	Protocol version
	3
	Issue date: 30 May 2023; Original
Authors: DG-I, RL-M, AO-B, JG, CT, NM
	1

	Funding
	4
	This research is funded by FEDER/Junta de Andalucía – Consejería de Transformación Económica, Industria, Conocimiento y Universidades (I+D+I Programa Operativo FEDER de Andalucía 2014-2020) 
(2021-23)
	24

	Roles and responsibilities
	5a
	DG-I, RL-M, AO-B, JG, CT and NM, University of Granada (Spain). DG-I, JG, NM and CT conceived the study and design. DG-I, RL-M, AO-B wrote the drafts of the protocol. All authors contributed to refinement of the study protocol and approved the final manuscript
	24

	
	5b
	Trial Sponsor: University of Granada (Spain). Sponsor’s Reference: B-CTS-342-UGR20. Contact name: Vicerrectorado de Investigación y Transferencia. Address: Avda. del Hospicio s/n Granada 18071 Spain. Telephone: +34 (0)958243000. Email: investigacion@ugr.es
	24

	
	5c
	This funding source has no role in the design of this study and will not have any role during its execution, analyses, interpretation of the data or decision to submit results
	
24

	
	5d
	There are no individuals or groups overseeing the trial other than the research team
	NA

	Introduction
	
	
	

	Background and rationale
	6a
	The HAPA model has been successfully used for predicting and modifying health-related behaviours yet there is a lack of research conducted with postmenopausal women
	2-8

	
	6b
	Health education and promotion intervention, as usual care to postmenopausal women (EMAS Consensus Statement, Lambrinoudaki et al., 2022)
	18

	Objectives
	7
	To explore the predictors of exercise behaviour among women in early postmenopause, with a focus on the factors and mechanisms outlined by the HAPA model
	8-10

	Trial design
	8
	Single-centre interventional longitudinal prospective multi-design study with a randomised controlled study (for intervention and sedentary participants) and a non-randomised controlled study (for intervention/sedentary and regularly active participants), researchers blinded study, with three parallel groups and a primary endpoint of exercise behaviour
Allocation ratio: 1:1
Framework: Superiority trial
	
10

	Methods: Participants, interventions and outcomes
	

	Study setting
	9
	Community, Granada (Spain)
	10

	Eligibility criteria
	10
	Main inclusion criteria: Being 45 to 65 yr old and in early postmenopause; informed consent; being sedentary (intervention and sedentary groups) or active (active group); being in good health for exercising
Main exclusion criteria: hormone therapy for the last 3 months; severe illness; being an athlete
	10-11

	Interventions
	11a
	Multi-component supervised exercise programme in accordance with international guidelines for healthy exercise in adults; HAPA-based intervention for exercise behaviour management, based on previous reports; Health education and promotion intervention, as usual care for postmenopausal women 
	16-19

	
	11b
	Discontinuing or modifying allocated interventions for a given trial participant would be due to exercise-practice derived injury, severe change in health status, hormone therapy recommendation or participant request/withdrawal of consent
	18

	
	11c
	Adherence (intervention group) will be monitored by assistance control, regular feedback to participants and dialogic, motivational information on motives for non-compliance, barriers and resources. Reminders for participation in assessment phases will be also used with all the study groups 
	17, 18

	
	11d
	Participants can continue to take medications, therapies or healthcare interventions for other conditions as normal. Disengagement of the programme can offer information, and the non-adherent participants will not be excluded. Exclusions are the adoption/withdrawal of exercise behaviour in the controls or the use of hormone therapy in all groups 
	18

	Outcomes
	12
	Primary outcome: exercise behaviour and HAPA variables (changes from baseline throughout all the phases of the study period, variables level and proportions of change)
Secondary and other outcomes: health and well-being related variables (changes from baseline throughout all the phases of the study period, variables level and proportions of change), sociodemographic data (baseline)
	
11.15

	Participant timeline
	13
	01 July 2021-01 July 2023
	23

	Sample size
	14
	300 with a sample size calculation and an estimated rate of dropouts
	10-11

	Recruitment
	15
	A wide range of distribution channels for the information on the study
	16

	Methods: Assignment of interventions (for controlled trials)
	

	Allocation:
	
	
	

	Sequence generation
	16a
	Computer-generated random numbers
	16

	Allocation concealment mechanism
	16b
	Assistance at lab
	16

	Implementation
	16c
	The leader researcher will generate the allocation sequence, make decisions on enrolment of the participants and assign participants to interventions
	16

	Blinding (masking)
	17a
	Outcome evaluators and data analysts will be blinded after assignment to interventions
	18

	
	17b
	The leader researcher will decide on unblinding, but it is not necessary for the assessments and data analyses. Participants will know their allocated intervention before the trial
	16

	Methods: Data collection, management and analysis
	

	Data collection methods
	18a
	The assessments will be conducted by self-reports and lab tests with previous training of assessors. References to where data collection forms can be found is included on the protocol
	11-15

	
	18b
	Participant retention will be encouraged and promoted by assistance monitoring and motivational interview
	18

	Data management
	19
	Data management will ensure data safe storage, treatment and quality
	19

	Statistical methods
	20a
	Statistical methods for analysing primary and secondary outcomes are described in the protocol
	19-20

	
	20b
	Methods for any additional analyses are described in the protocol
	19-20

	
	20c
	Intention to treat method. Missing data will be treated with pairwise deletion; alternatively, last observation carried forward could be used for imputation of missing data when appropriate and possible
	
19

	Methods: Monitoring
	

	Data monitoring
	21a
	DMC is not necessary; the researcher team will conduct it
	NA

	
	21b
	Not expected
	NA

	Harms
	22
	The participant can inform the researcher team and the leader will decide
	18

	Auditing
	23
	The funding agency plans conduct at least an auditing 
	NA

	Ethics and dissemination
	

	Research ethics approval
	24
	Approval has been already obtained by the Institutional Ethics Committee (17/11/2021)
	18-19

	Protocol amendments
	25
	Important changes will be communicated to the Ethics committee, the trial Registry and communicated in the publications with transparency
	22

	Consent or assent
	26a
	Informed consent will be received by the researcher team in the first meeting with each participant, before first assessment
	16, 18, 23

	
	26b
	Additional consent: not applicable
	NA

	Confidentiality
	27
	Personal information will be protected by assigning a number code to each participant, storing information safely and publishing findings for the group, not individualised
	19

	Declaration of interests
	28
	No competing interests 
	24


	Access to data
	29
	The researchers will have access to the final trial dataset
	24

	Ancillary and post-trial care
	30
	A health insurance will be offered to the participants in the intervention group 
	17

	Dissemination policy
	31a
	The researchers plan to communicate the findings in peer-reviewed journals and professional and scientific conferences
	23

	
	31b
	Authorship will be on the researcher team and collaborators
	1, 24

	
	31c
	The full protocol is the present paper. Raw data will be available upon request to authors
	24

	Appendices
	
	
	

	Informed consent materials
	32
	Model consent form is available through the online survey
	16

	Biological specimens
	33
	Not applicable
	NA




This is a provisional file, not the final typeset article
14
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