
Additional file 1. Brief summary of main steps of ProSafe study protocol

	Study Steps
	Description

	Working group
	Academic researchers: a team of 6 members with expertise in drug safety, new developmental models of proximity medicine, community engagement research activities, and the adoption and promotion of non-technical skills such as communication, teamwork, and leadership. Additionally, one statistician is part of the team.
Pharma Company team: 5 members
Community members: Presidents and members of the Boards of Directors of four National Patient Associations (PAs) named Patient Safety Council (PSC)

	Aims definition (primary aims)
	Main aim is threefold: i) conducting a comprehensive survey across the entire community, including healthy citizens, patients dealing with various diseases and caregivers, to explore opportunities and potential new therapeutic safety challenges arising from the territorial reorganization of the proximity network, including the promotion of digitalization; ii) comparing perspectives between the community and HCPs; iii) identifying and implementing actions addressing both the community and HCPs, necessary to ensure medication safety in this emerging proximity context.

	Study design
	The ProSafe project is a Community-Based Participatory Research initiative based on a cross-sectional observational study conducted through a national survey. The research project involves the development and dissemination of two parallel surveys, one targeting citizens (both patients and non-patients, i.e. community survey) and the other targeting healthcare professionals (HCPs survey).

	Study population and recruitment criteria
	Citizens over 18 years of age interested in participating in the study. The sociodemographic-clinical section of the survey allows for stratification of the sample into 4 subgroups: healthy citizens, patients, healthy caregivers, and patient-caregivers. Healthcare professionals nationwide expressing interest in participating

	Recruitment method
	The survey utilized a multi-point snowball sampling strategy, where participation was voluntary, and no incentives were provided to participants. The initial points of contact for the recruitment process included:
1. Patients Associations of the Patient Safety Council
2. An email to inform about the study and to disseminate the survey was sent to others Patients Associations from the pharmaceutical company network, National Scientific Societies, Professional associations of the Veneto region.

	Instrument development (co-creation)
	Main steps were:
· identification of survey key areas of interest
· Review of literature and national and regional regulatory documents related to the topic to identify the preliminary items and drafting the initial version of the survey.
· Academic researchers and co-reserchers discussions for the co-creation of the patient/citizen survey.
· Expert discussions for adapting the survey aimed at healthcare professionals.
· Pretest (for both surveys).
· Development of the final version of the survey.

	Data collection strategy
	The data were collected through a custom-built online platform developed by the University of Verona. An access link to the platform was created for sharing through social channels (e.g., Facebook) for all interested parties. The platform provided access to the two surveys for online completion

	Data analysis
	Descriptive statistics will be used for the analysis of results pertaining to each area and item in the surveys. Regression analysis will be conducted to analyze determinants, applying the most suitable model based on the type of collected data.
To determine the minimum sample size considered sufficient for generalizing the results, the following formula was applied:
n = [DEFF*Np(1-p)] / [(d2/Z21-α/2*(N-1)+p*(1-p)] [1]
Where:
· n = sample size
· DEFF = Design Effect (equal to 1 for randomly selected populations)
· N = population size
· p = proportion of the population estimated to report the outcome of interest (if unknown, 50% is used for calculating the maximum sample size)
· d = precision of the sample estimate (calculated at +5%, corresponding to a 95% Confidence Interval)
· Z = Z-score

Given that the community survey is distributed nationally to the entire population without exclusion criteria (except for age), the population can be considered of unlimited size. Based on the above criteria, the calculation identifies a minimum sample of 385 subjects. 
For the comparison with HCPs, the same sample size needs to be reached overall (i.e., including subjects both from the community and HCP populations).
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