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[bookmark: _Hlk192146155]General information about the myCare Start-I study for PHARMACISTS: Evaluating the myCare Start service in Switzerland–a Hybrid Type II effectiveness-implementation study
Project Overview
The myCare Start service has been newly implemented in pharmacy practice in Switzerland to support people starting a new long-term treatment. To ensure the sustainability of myCare Start in routine practice, the University of Geneva has set up a study called the myCare Start – Implementation project (myCare Start-I).
The aim of the myCare Start implementation study is to compare the myCare Start service with everyday practice, and evaluate it in terms of effectiveness, cost-effectiveness and implementation. 
The study is due to commence in June 2025.
Who can take part in this study?
Approximately 40 pharmacies across the French and German speaking regions of Switzerland will be invited to participate in this research study.
For inclusion, pharmacies must adhere to the following criteria:
· Pharmacies must be currently providing myCare Start or be willing to provide the service. 
· Pharmacies must have access to a private consultation room or area.
· Pharmacies are willing to participate in the evaluation study.
Pharmacies will be excluded if they are unable to fulfil the above criteria.
Why take part in this study?
The myCare Start service can assist your patients in optimising their treatment, help you build better relationships with your patients and enable pharmacists and physicians to work closely to support patients commencing long-term treatments.
What does participation in the study involve?
· Identification of eligible patients in both the usual care phase and intervention phase of the study and endorsement of the study.
· Delivery of the myCare Start Service during intervention phase of the study.
· Readiness to network and collaborate with local physicians.
· Completion of study-based education and training package (Approximately 2 hours of e-modules and a 1 hr onsite training)
· Nomination pharmacy champions to become key links between the pharmacy and the research team.
· Provision of feedback on progress and implementation of the service to the research group via facilitation check ins (scheduled every 6-8 weeks) or via short online surveys sent to the pharmacy every second month during the recruitment period.
· Participation in a post-study interview at the end of the study.

Detailed information
We are asking you to take part in this evaluation study because you are a pharmacy offering care to patients on long-term medications.  
1. Aim of the study and selection of participants
This study will assess the cost and the effectiveness of the myCare Start service, and in addition, will help to implement it in the Swiss healthcare system.
2. General information about the study
This study is a study led by the University of Geneva. The study involves 40 pharmacies that have been recruited throughout Switzerland. It will take place in 2025 and 2026. 
The aim of the myCare Start study is to compare the myCare Start service with everyday practice, which means that some participants will receive usual care while others will benefit from the myCare Start service. You will be asked to provide to assist the research team in recruiting eligible usual care and intervention patients into the study as well as provide the myCare Start service to intervention arm patients.  
3. How does it work?
3.1 Study Design
The myCare Start intervention will be evaluated using a stepped wedged cluster randomised design.
What this means, is that at commencement of the study (Timepoint 0) the pharmacy recruits control patients only and invites them to be involved in the study. Control patients receive usual care. Following an education phase, the pharmacy begins to offer the myCare Start service at timepoint X, in accordance with a randomisation sequence. Newly recruited patients within this pharmacy will then receive the myCare Start service and be invited to join the study after myCare Start Consultation One. All pharmacies will have at least one month of a run-in phase to recruit control patients.
Randomisation will be assigned in two blocks, pharmacies in the French-speaking region of Switzerland will form the first block and pharmacies in the German-speaking region of Switzerland the second block. 
Data will be collected from each patient (control and intervention) over a 12-month period directly by the research team via online surveys and via health insurers. Pharmacies will not be involved in the collection of patients study data. 
3.2 Target Patient Population
You will be required to identify eligible patients in both the usual care phase and intervention phase of the study.
Eligible patients must:
· be at least 18 years old.
· have a mandatory basic health insurance in Switzerland.
· self-manage their treatment  (i.e. without professional support, home nurse). (self-management means the patient lives at home, and he/she manages their medication on their own with no or limited support from their family (the patient can use a pill dispenser filled in by themselves, or an application or any other tool or device to support medication adherence).
· have a new prescription for a new medication for cardiovascular disease, hyperholesterinemia, diabetes, respiratory disease (asthma or COPD) or depression intended to be taken over a long duration.
· not have taken part in any similar educational program related to their new treatment since the last 3 months.
3.3 Implementation Support
To facilitate the implementation of myCare Start in practice and the associated study, context specific implementation strategies will be offered to participating pharmacists. This includes:
· A training and education package will be developed to ensure pharmacists have the necessary skill and knowledge to deliver the service and participate in the study. This will cover recruitment, pharmacist-patient communication, interprofessional collaboration and implementation of myCare Start trainings.
· Pharmacists and physicians will be supported regularly by research team facilitators which will include onsite visits, phone calls or video calls.
· Further, to foster the building of relationships between pharmacists and physicians, we will hold (bi-) monthly online roundtables for participating pharmacists, pharmacy staff and physicians involved in the myCare Start service.
· A centralised support line (email and phone) will be created to allow direct access to the research team at University of Geneva.
· A webpage will be created to provide information to both patients and providers containing all approved study documents and a registry to display all pharmacies providing the myCare Start Service.
· Promotional materials will be created including posters and patient leaflets to help promote the service.
· In each pharmacy, a champion pharmacist and a champion pharmacy assistant (Assistante en pharmacie) will be nominated as myCare start reference persons for the entire pharmacy staff and as a point of contact with the research team.
4. Data collection 
4.1. Purpose of data collection 
To best evaluate the effectiveness and implementation of the myCare Start service we need to collect data from participating pharmacies, patients and physicians.
4.2. Type of data collected 
Sociodemographic information, context related information regarding the pharmacy as well as evaluation data relating to the implementation outcomes of the service will be collected from participating champion pharmacists and pharmacy assistants.
· Sociodemographic information will be collected from all pharmacists involved in the delivery of myCare Start in each pharmacy via an online REDCap™ Survey upon entry into the study
· Context related information regarding the pharmacy will be collected via an online REDCap™ Survey from champion pharmacists only upon entry into the study
· [bookmark: _Hlk192750694]Implementation outcomes of the service will be collected from the participating champion pharmacist via quick online REDCap™ surveys every second month during the recruitment period. 
· [bookmark: _Hlk192750739]The recruitment period is expected to go for 6-12 months depending on patient uptake. Pharmacies will be kept informed throughout the study period.
· Further implementation outcomes of the service will be collected from the participating champion pharmacist and pharmacy assistant at the end of the study via a semi-structured interview (1 hour maximum) to discuss the services implementation.
Data will be collected for the duration of the recruitment period. All the data collected is then transmitted to the researchers in a coded and secured form. It is stored on secure servers at the University of Geneva.
Further, data will be collected from each patient (control and intervention) over a 12-month period directly by the research team via online surveys and via health insurers. Pharmacies will not be involved in the collection of patients study data. The patient will be sent an online survey link directly from the research team 5 times over 12 months to collect the following information:
· Basic socio-demographic data (age, gender, education)
· Patient self-reported medication adherence
· Patient quality of life
· Service evaluation (for those in the intervention arm)
We will also extract patient health insurance data including information about their medication dispensed, healthcare services received, hospital admissions and associated costs to help us understand if the service can provide cost savings to the Swiss healthcare system.
5. Rights and duties of pharmacist participants
Provision of the myCare Start service should align with training and education received and should always uphold the patients’ best interests.
If you take part in this study, you must respect the agreed deadlines, collaborate with the investigators and answer all questions honestly.
6. Benefits for pharmacist participants
The myCare Start service can assist your patients in optimising their treatment and enable physicians and pharmacists to coordinate and collaborate closely to support patients commencing long-term treatments.
7. Data protection 
7.1 Data processing
All data is coded at the time of collection. Coding means that personal information that can directly identify you is kept separate from collected data, in the form of a list (identification list) that identifies each pharmacy with a unique site code. This means that neither your name (nor that of your pharmacy) appear directly with the data collected. Your data will be transmitted to the University of Geneva using this unique site code. Only two members of the University of Geneva research team have access to the identification list. These staff members are bound by professional secrecy. As a participant, you have the right to consult your data at any time until it has been anonymised at the end of the study.
Anonymisation: At the end of the data analysis, we will permanently delete the code linking your pharmacy to the data assessed for the study. This means that no one will ever again know that the data belonged to the pharmacy. 
7.2. Data protection
This study is conducted in accordance with Swiss legislation, in particular the Human Research Act (HRA), as well as the Good Clinical Practice (GCP) guidelines of the International Council for Harmonisation of Technical Requirements for Pharmaceuticals for Human Use (ICH-GCP), and the ethical principles outlined in the current version of the Declaration of Helsinki. The study has been reviewed and approved by the Cantonal Research Ethics Committee (CCER) of the Canton of Geneva (study number: 2024-02559)
A description of the study can also be found on the website of the Swiss Federal Office of Public Health at www.kofam.ch, under registration number SNCTP [To be provided upon ethics approval]. 
The principal investigator is responsible for the security of all data collected in this study. All data collected during myCare Start-I study will be stored on a secured server at the University of Geneva. If you have any questions on this subject, please contact the investigators (see paragraph 13 – persons of contact).
7.3 Data protection in the event of re-use
The data collected during this study is very important for future research. It is possible that the data collected in the myCare Start-I study may be made available to other researchers in a grouped and totally anonymised form to assist and support similar studies.
7.4 Consultation rights during inspections
The study may be subject to inspections. These inspections may be carried out by the relevant ethics committee. The universities are obliged to provide your data for the purposes of these inspections.
As pharmacies are taking part in the study, they may also be subject to checks by the competent authorities. All those involved are bound by the strictest professional secrecy.
8. Withdrawal of the project
You may withdraw from the study at any time. However, the data collected up to that point will be analysed in coded form.
To withdraw from the project, please contact the investigative team (see paragraph 13 – Persons of contact). 
9. Compensation
Pharmacists will be reimbursed for recruitment of usual care patients and the delivery of the myCare start service from pharmaSuisse. The packages that can be billed for the myCare Start service are as follows:
Usual care patients: 
CHF 20 per successful recruitment of a usual care patient (success refers to a patient consenting to be part of the study)
Intervention patients:
· CHF 20 for each completed myCare Start Consultation One
· CHF 30 for each completed myCare Start Consultation Two (including final report to the doctor).
Total for each completed myCare Start service: CHF 50.00..
There is no further remuneration provided to pharmacies or physicians for their role in the evaluation study.
10. Liability
Although there are no foreseeable risks associated with this research, the University of Geneva is legally responsible for any damage resulting from the study. If you suffer any damage because of participating in this study, please contact the investigative team (see paragraph 13 – Contact person).
11. National collaboration
This project is the result of a research collaboration between the Universities of Geneva, Basel, Lausanne and Bern. The Swiss pharmacists' association (pharmaSuisse) and the University of Barcelona (sharing expertise in the data analysis of medication adherence) are partners in this research.
12. Financing
[bookmark: _Hlk193831954]The study is funded by the Swiss National Science Foundation, the Federal Commission for Quality, the University of Geneva, and the research foundation of pharmaSuisse and the health insurers (VKF). 
13. Contact person 
[bookmark: _Hlk194310550]You can ask questions about the study at any time. If you have any doubts or concerns, you can visit the research group's website [Link : https://farma-unites.unige.ch/en/adhesion-et-interprofessionnalite/pages/mycare-start-project] or contact the researchers at the University of Geneva at the following address: mycareStart@unige.ch
The main responsible persons of the myCare Start-I study are:
Prof. Dr. Marie Paule Schneider Voirol
University of Geneva, Switzerland
Rue Michel-Servet 1, CH-1211 Geneva
Tel: +41 22 379 53 16
marie.schneider@unige.ch
Dr Sarah Serhal, Post-doctoral fellow
Institute of Pharmaceutical Sciences of Western Switzerland, University of Geneva, Switzerland
Rue Michel-Servet 1, CH-1211 Geneva
Tel: +41 22 379 11 97
sarah.serhal@unige.ch 
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