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Participant information sheet (in lay language)
“Advanced Practice Nurses for Fall Incidence prevenTion in robust very old adults: protocol for the APN-FIT hybrid randomized controlled trial”

Short title: PREVIPAGE

Sponsor: Nantes University Hospital - ID-RCB: 2023-A02396-39 Coordinating investigator: Prof. Laure de DECKER



Dear Madam/Sir,

As part of your medical follow-up,
You have been referred to an advanced practice nurse by your doctor.

The advanced practice nurse invites you to participate in a research study entitled “PREVIPAGE”.

The aim of this study is to assess the effect of a personalized regular follow-up by an advanced practice nurse in subjects aged 80 and over.

You can choose to participate
Or you can choose not to participate.
You will be given up to 15 days to consider it and decide whether you want to participate.
Your doctor is aware of the PREVIPAGE study and will be informed of your decision.

If you choose to participate in the study, you have the right to change your mind. All you will have to do is inform your advanced practice nurse or doctor. You will not have to explain your decision.
The doctor and advanced practice nurse will continue to take care of you as before your participation in the study.

Nantes University Hospital is responsible for the PREVIPAGE study. This study is conducted by Nantes University Hospital.

To help you make your decision, please find below a summary of what your advanced practice nurse has told you.

PURPOSE OF THE STUDY

The World Health Organization provides advice to countries, including France.
It recommends supporting elderly subjects living at home through prevention.

This prevention consists in helping you to adopt good habits.
The PREVIPAGE study aims to assess a prevention program for the elderly.
You can participate in the study because you are 80 or over and autonomous at home.
You may have health issues, but they must be stabilized.

The prevention program is designed to maintain your autonomy and stability. The PREVIPAGE study is conducted in Loire-Atlantique and Vendée.
About 10 advanced practice nurses participate in the PREVIPAGE study.

Your advanced practice nurse will perform an initial assessment of your situation. Your advanced practice nurse will discuss your situation with your general practitioner.
Together, they will be able to make proposals for your management.

The primary objective of the PREVIPAGE study is to assess the 12-month effect of a personalized regular follow-up by an advanced practice nurse, compared to the standard follow-up, on the number of falls in robust elderly subjects aged 80 and over.

The study must assess the prevention program and determine whether :
· The program is effective;
· The participating elderly remained healthy and autonomous;
· The participating elderly are satisfied with the program and their follow-up.


WHAT WILL YOU HAVE TO DO IF YOU DECIDE TO PARTICIPATE?

The study participation lasts 12 months. There are four phases:

1. Study inclusion phase

This is the first phase.
It will begin once you will have made the decision to participate. Your advanced practice nurse will ask you to sign a document. This is the consent process.
The consent form contains all the information you have been told verbally. Once you will have signed it, the study will begin with the baseline visit.
The advanced practice nurse will then perform a random draw. This will be done once the consent form has been signed.
In the study context, this random draw is called randomization. Randomization will divide participants into two groups.

The first group is called Intervention group (follow-up with the advanced practice nurse).
If you are randomly assigned to this group, you will be followed by the advanced practice nurse for 1 year, in conjunction with your general practitioner.

The second group is called the Control group (standard follow-up with your doctor).
If you are randomly assigned to this group, you will be followed by your healthcare professionals as usual.
In any study, there is always a group used for comparison. This is the control group.

At the end of the study, the researchers will compare the number of falls during the year, and assess the extent to which elderly subjects have maintained their autonomy.
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If the number of falls decreases and the autonomy improves in the Intervention group, this will mean that the intervention is effective.

If the number of falls and the autonomy are similar in both groups, it will not be possible to determine whether the intervention is effective.

If the number of falls decreases and the autonomy improves in the Control group, this will mean that the intervention is ineffective.

Your advanced practice nurse will perform a comprehensive health assessment referred to as a standardized geriatric assessment (approximately 2 hours).
During this assessment, you will complete a series of tests.

The standardized geriatric assessment includes :
· The Mini-Mental State Examination (MMSE) and the Rapid Frontal Efficiency Battery (BREF) scale, to assess cognition. Cognition is the functioning of memory, understanding...
· The mini-Geriatric Depression Scale (GDS), to assess your mood.
· The Activities of Daily Living (ADL) and Instrumental Activities of Daily Living (IADL) scales, to assess autonomy.
· The Integrated Care for Older People (ICOPE) scale, to assess frailties.
· The body mass index and the Mini Nutritional Assessment (MNA), to assess your nutrition status
· The Timed Up and Go (TUG) and Short Physical Performance Battery (SPPB) tests, to assess your physical performance.

Your advanced practice nurse will then suggest a tailored follow-up including, where necessary:
· Vision and hearing consultations
· To improve your diet
· To participate in a physical activity program
· To make changes in your home
· And other ideas to reduce the risk of falls.

2. Follow-up phase

This is the second phase.
The follow-up phase will be different for participants in the Intervention group and those in the Control group.

2.1. Follow-up phase for the Intervention group: Follow-up with your advanced practice nurse in conjunction with your general practitioner
For 12 months, your advanced practice nurse will see you 5 times. You will have to come to your advanced practice nurse's office:
· During the first month
· During the third month
· During the sixth month
· During the ninth month
· During the twelfth month
Appointments will be scheduled with your advanced practice nurse.

A nurse from Nantes University Hospital will call you every 2 months to ask you questions about your situation. For example, she/he will ask you if you fell.

At the end of the 12 months, the nurse from Nantes University Hospital will visit you at home. She/he will perform a final assessment.
During this assessment, you will repeat the tests performed during your baseline visit.

2.2. Follow-up phase for the Control group: Standard follow-up

Your doctor will follow you as usual.
You will make yourself the appointments when needed.

A nurse from Nantes University Hospital will call you every 2 months to ask you questions about your situation. For example, she/he will ask you if you fell.

At the end of the 12 months, the nurse from Nantes University Hospital will visit you at home. She/he will perform a final assessment.
During this assessment, you will repeat the tests performed during your baseline visit.

3. End of your participation

You will no longer participate in the study after the final assessment by the nurse from Nantes University Hospital.
Or
You can decide at any time to withdraw from the study. If you no longer want to participate in the PREVIPAGE study, you can inform:
· your advanced practice nurse (Intervention group)
· your doctor (Intervention or Control group)
· the nurse from Nantes University Hospital (Intervention or Control group) You will not have to explain your decision.

4. If you are assigned to the group followed by an advanced practice nurse, and if you accept it, you will be invited to participate in a final phase.

This phase is called the sociological part.
You can choose to participate or not.
If you choose to participate, a sociologist will schedule an appointment with you for an interview. The interview is a long discussion, like an interview with a journalist.
During the interview, the sociologist will ask you questions.
The aim will be to get your feedback on the study, i.e. the positive and negative aspects.
The sociologist will also ask to interview one of your relatives.

You will find a schedule for your participation in the study on the next page.
You can consult it to check in which phase you are with respect to your study participation.
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Study presentation by your Advanced Practice Nurse
Information sheet provided


Review of eligibility criteria:
- Clinical Frailty Scale (frailty assessment)




Inclusion after signing the consent form
Participation duration: 12 months




Randomization: 
Random draw to determine your study group



Intervention group = follow-up with your Advanced Practice Nurse in conjunction with your doctor
INCLUSION PHASE  

Control group = standard follow-up with your doctor




To be performed:
- Standardized geriatric assessment
- MMSE / BREF (cognitive assessment)
- mini-GDS (mental health assessment)
- ADL, IADL (autonomy assessment)
- ICOPE (frailty assessment)
- IMC, MNA (nutritional status assessment)
- Physical performance tests (TUG, SPPB)
- Quality of life questionnaire (EQ-5D-5L)













Adapted physical activity program proposed to all participants





Consultations with your usual healthcare professionals
Follow-up visits at the Advanced Practice Nurse's office:
M1 / M3 / M6 / M9 / M12
FOLLOW-UP PHASE





Telephone follow-up at M2 / M4 / M6/ M8 / M10:
· Quality of life questionnaire (EQ-5D-5L),
· Recording of the number of falls
· Recording of the number of unscheduled contacts with your Advanced Practice Nurse
Home-based follow-up at M12:
· Quality of life questionnaire (EQ-5D-5L),
· Standardized geriatric assessment
· Cognitive assessment: MMSE, BREF
· Mental health assessment: mini-GDS
· Autonomy assessment: ADL, IADL
· Frailty assessment: ICOPE
· Nutritional status assessment: IMC, MNA
· Physical performance tests (TUG, SPPB)



Clinical research nurse
Nantes University Hospital
FOLLOW-UP PHASE




STUDY RISKS AND BENEFITS

1. What are the risks if you participate in the study?
Researchers are required by law to specify whether there are any risks associated with the participation in a study. There are no risks for you if you participate in the PREVIPAGE study.
There are no risks for participants in the Control group of the PREVIPAGE study.
There are no risks for participants in the Intervention group of the PREVIPAGE study.

There are so-called minimal constraints.
A constraint is considered minimal when it slightly changes the habits of the study participant.

The minimal constraints of the study include:
· Undergoing tests during the assessment performed at your advanced practice nurse's office during your baseline visit.
· Answering phone calls from the nurse of Nantes University Hospital every 2 months
· Performing tests during your last home visit at 12 months with the nurse of Nantes University Hospital.
· If you are assigned to the Intervention group, you may be interviewed by a sociologist.

2. What are the benefits if you participate in the study?

Participating in the PREVIPAGE study should allow participants to:
· Reduce the risk of falls
· Stay healthy
· Maintain autonomy
The expected benefit is thus to prevent the risk of falls and to age healthily while maintaining good autonomy.


WILL IT COST ME ANYTHING TO BE IN THIS STUDY?

Yes, if you are included in the group followed by an advanced practice nurse.
In the group followed by the advanced practice nurse, three visits to the advanced practice nurse's office will be added to the standard follow-up: the 3-month, 6-month and 9-month visits.

When additional visits are required during the study, travel fees must be reimbursed to participants according to the law.

You will be reimbursed for the three additional travels by Nantes University Hospital. The advanced practice nurse will connect you with the Nantes University Hospital representative responsible for coordinating the reimbursement of your additional travel fees to the advanced practice nurse's office.

If you travel to the advanced practice nurse's office using public transport
Public transport costs will be reimbursed upon presentation of the corresponding tickets (bus or train tickets).

If you travel to the advanced practice nurse's office using your own vehicle
You will be reimbursed for the travel costs you incur using your own vehicle, according to a fixed scale.
The scale is an indicator for calculating the costs to be reimbursed.
The law sets out the scale of mileage costs to be reimbursed according to the tax rating of the vehicle as follows:
· 5-horsepower vehicle: 0.32 eurocent per kilometer;
· 6- or 7-horsepower vehicle: 0.41 eurocent per kilometer;
· ≥8-horsepower vehicle: 0.45 eurocent per kilometer.


WILL MY PERSONAL DATA BE PROTECTED?
The CNIL (Commission Nationale Informatique et Libertés/French Data protection authority) will ensure that Nantes University Hospital protects your personal data.
Nantes University Hospital declares using your personal data as part of a public interest mission.

1. Data use and retention period

During the study, the results of your tests and your answers to the questionnaires will be kept in an individual computer file.
This file is referred to as an electronic case report form.
The information recorded in this case report form will be used solely as part of the PREVIPAGE study.
Nantes University Hospital will ensure that data are only used as part of the PREVIPAGE study.
According to the law, the case report form must be kept for 15 years. The electronic case report form and data will be destroyed thereafter.

2. Study data encoding

All subjects involved in the PREVIPAGE study are subject to professional confidentiality.
Professional confidentiality prohibits talking about a subject participating in the study. Participants have the right to personal data confidentiality.
This is governed by the amended French Data Protection Act (“Loi Informatique et Libertés”).

To keep your data confidential,
Your first and last name will be replaced by a code. The code consists of letters and numbers.
Using this code, researchers will not be able to determine who owns the data.
This means that the subject cannot be directly identified.


WHAT ARE MY RIGHTS?

1. Contact details
Your contact details and your name will be recorded in a file.
This will allow us to call you to schedule appointments and perform follow-up calls. Your contact details will be destroyed at the study end.

Data from the electronic case report form and contact details will never be kept together.

2. Access to Health Insurance data

Researchers will need access to your health data.
By consenting to participate in the PREVIPAGE study, you agree to allow researchers to consult your health data.

Health data is kept by the Health Insurance in a computerized file. This file is called the National Health Data System (SNDS).
This file includes the list of your current medications and the list of your past medical consultations.

Researchers will request access to your data in the SNDS. This will allow assessing your medication intake.
The researchers will consult your data. They will not be able to retrieve them or save them on their computer.

Access to this data requires special authorization.
The French Data Protection Authority (Commission Nationale de l'Informatique et des Libertés) examines requests and provides authorizations.


3. Your rights

You are protected by a number of laws and regulations:

· The amended French Data Protection Act of 6 January 1978
· The European Parliament and Council Regulation (EU) 2016/679 of 27 April 2016 on the protection of individuals with regard to the processing of personal data and on the free movement of such data (GDPR).

These measures entitle you to the following rights:

· Access to your personal data
· Rectification of your personal data
· Limit the use of your personal data
· Object to the use of your personal data

If you want to withdraw from the study,
The data collected before your withdrawal will be used.

Article L.1122-1-1 of the French Public Health Code authorizes the retention of such data. No data will be collected once you will have withdrawn from the study.

If you have any questions about your data
If you want to exercise your rights with regard to your data:

you can contact the Data Protection Officer (DPO) of Nantes University Hospital: vosdonneespersonnelles@chu-nantes.fr

You can also lodge a complaint with the competent supervisory authority, the CNIL: https://www.cnil.fr/fr/webform/adresser-une-plainte/

Researchers will present the study results. The results will be published in scientific articles and presented during scientific events.
However, researchers will ensure the confidentiality of your data and your privacy in all presentations.
They will not use any data that could identify you.

You can obtain the study results on request. The request will have to be made to Nantes University Hospital once the study has been completed.


REGULATORY CONTEXT

This study complies with the regulatory provisions:

· Set out in articles L. 1121-1 to L. 1126-12 of the French Public Health Code concerning research involving human subjects.
· This study received a favorable opinion from the Comité de Protection des Personnes Nord Ouest IV (Lille) on 11/04/2024;
· Nantes University Hospital contracted a liability insurance policy;
· The French Data Protection Act of 6 January 1978, as amended, and Act no. 2018-493 of 20 June 2018 on personal data protection;
· The European Parliament and Council Regulation (EU) 2016/679 of 27 April 2016 on the protection of individuals with regard to the processing of personal data and on the free movement of such data (GDPR).

You can find all these texts on the Website http://www.legifrance.gouv.fr.

WHO CAN I CONTACT IF I HAVE QUESTIONS?

For any question about:
· The study
· Consent withdrawal
· or to exercise your rights with regard to your data (access, rectification, etc...)

You must contact Professor Laure De DECKER. She is the study coordinating investigator.
She is the head of the research team.

Her professional address is: CHU de Nantes - PHU9 - Service de gérontologie - Bd Jacques Monod, 44 093 Nantes cedex 01
Her phone number is +33 (0)2.40.16.55.62
Her email address is: bp-uic-gerontologie@chu-nantes.fr

If you have any questions about the use and computerization of your data, please contact Nantes University Hospital
By post: CHU de Nantes, Direction de la Recherche et de l’innovation, 5 allée de l’Ile Gloriette, 44093 NANTES Cedex 1
Or by sending an email to its Data Protection Officer: vosdonneespersonnelles@chu-nantes.fr.
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I, the undersigned, Madam/Sir (delete as appropriate) (first name, LAST NAME),………….….….…………………….

……………………………………………………, date of birth: ..…../……/	,
freely and voluntarily agree to participate in the PREVIPAGE study, coordinated by Prof. Laure de DECKER and conducted by Nantes University Hospital, the study sponsor.

Given that the participant:
· has been informed during an interview by the advanced practice nurse, i.e. the principal investigator;
· has received the study information sheet describing the objective, methodology, expected benefits and anticipated risks, and has received clear answers to all his/her questions;
· declares not to be the subject of any protective measure (guardianship, curatorship, legal protection), and to be affiliated to a health insurance scheme;
· freely accepts to participate in the PREVIPAGE study and has understood that he/she may withdraw his/her consent at any time;
· may be provided by the principal investigator (the advanced practice nurse), during or at the end of the study, any health-related information held by him/her;
· is fully aware that she/he may withdraw her/his consent to participate in this study at any time, without having to justify her/his decision, without any liability or prejudice;
· undertakes to inform the principal investigator (the advanced practice nurse) in case of consent withdrawal;
· is informed that the discontinuation of his/her participation will not affect his/her relationship with the principal investigator and will not adversely affect the quality of his/her care or follow-up;
· may request additional information to the principal investigator (advanced practice nurse) or the coordinating investigator (Prof. Laure de Decker) at any time;
· may be informed of the overall study results after the study end, if desired;
· consents to participate in the PREVIPAGE study, which does not relieve the principal investigator, the coordinating investigator and the sponsor of all their responsibilities. The participant retains all his/her rights guaranteed by law;
· accepts the processing of his/her data collected during the study by the sponsor (Nantes University Hospital) or on its behalf;
· acknowledges having been informed of all his/her rights concerning his/her personal data as described in the current information sheet for this protocol.


	

STUDY PARTICIPANT
	PRINCIPAL INVESTIGATOR (ADVANCED PRACTICE NURSE)

	
	LAST NAME
	First name

	
	
	

	
	I certify that I have fully explained the objective, modalities and risks of the study to the signatory.

	
Date: ..../..../……...
	Signature:
	
Date: ..../..../……...
	Signature:




2 original copies to be kept by the principal investigator (the advanced practice nurse) and the participant.
In case of duplicate: the first sheet should be given to the investigator; the second sheet should be given to the consenting participant.



Description of the home-based exercise program

Based on the individual physical performance measurements performed by the APNs at baseline, the uniqueness of the home-based exercise and physical activity program will be based on its individual, progressive, and more importantly, personalized dimensions (see Rincé et al., 2021; Couturier 2023 for details). This home-based personalized strength and balance exercise program, designed to prevent falls (Liu-Ambrose 2019) will aim to improve balance by reducing instability, increase walking speed, improve the sitting‐to‐standing transition, make patients’ movements safer, help them to get up from the floor, strengthen physical performance, reduce falls and manage the fear of falling. Each session will include active relaxation, muscle strengthening and an overall balance program. Techniques will include reducing support surfaces, working on supports that induce sensory disturbances to develop postural adaptation reactions, rehabilitating parachute reactions and reducing oscillations. Finally, the home-based exercise program will aim to increase walking speed by working on stride length, cadence, anticipation of changes in direction and endurance. Adapted walking routes will be proposed indoors and outdoors, with variable obstacles and the introduction of dual attentional tasks (e.g. see Rincé et al., 2021 for evidence supporting the use of this personalised individual exercise program, albeit in a specific clinical setting).
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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
	Descriptive title identifying the study design, population, interventions, and, if applicable, trial acronym
	Page 1

	Trial registration
	2a
	Trial identifier and registry name. If not yet registered, name of intended registry
	Page 3, 15, 24

	
	2b
	All items from the World Health Organization Trial Registration Data Set
	Page 3

	Protocol version
	3
	Date and version identifier
	Page 1

	Funding
	4
	Sources and types of financial, material, and other support
	Page 25

	Roles and responsibilities
	5a
	Names, affiliations, and roles of protocol contributors
	Pages 1, 25

	
	5b
	Name and contact information for the trial sponsor
	Page 1

	
	5c
	Role of study sponsor and funders, if any, in study design; collection, management, analysis, and interpretation of data; writing of the report; and the decision to submit the report for publication, including whether they will have ultimate authority over any of these activities
	Page 25

	
	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)



	Page 17

	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
	Pages 4–5

	
	6b
	Explanation for choice of comparators
	Pages 5–6

	Objectives
	7
	Specific objectives or hypotheses
	Page 5

	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)
	Page 6

	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
	Page 6

	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)
	Pages 6–7

	Interventions
	11a
	Interventions for each group with sufficient detail to allow replication, including how and when they will be administered
	Pages 8–9

	
	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)
	Page 9

	
	11c
	Strategies to improve adherence to intervention protocols, and any procedures for monitoring adherence (eg, drug tablet return, laboratory tests)
	Page 9

	
	11d
	Relevant concomitant care and interventions that are permitted or prohibited during the trial
	Page 9

	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
	Pages 10–11

	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)
	Pages 11–12 (Table 2)

	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
	Page 13

	Recruitment
	15
	Strategies for achieving adequate participant enrolment to reach target sample size
	Pages 6–7

	Methods: Assignment 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
	Page 8

	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
	Not applicable (open-label)

	Implementation
	16c
	Who will generate the allocation sequence, who will enrol participants, and who will assign participants to interventions
	Page 8

	Blinding (masking)
	17a
	Who will be blinded after assignment to interventions (eg, trial participants, care providers, outcome assessors, data analysts), and how
	Not applicable (open-label)

	
	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 not in the protocol
	Pages 10–12

	
	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
	Pages 12, 17

	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
	Page 16

	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
	Pages 17–18

	
	20b
	Methods for any additional analyses (eg, subgroup and adjusted analyses)
	Pages 17–18

	
	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)
	Page 18

	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
	Page 17

	
	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
	Page 16

	Auditing
	23
	Frequency and procedures for auditing trial conduct, if any, and whether the process will be independent from investigators and the sponsor
	Page 17

	Ethics and dissemination
	

	Research ethics approval
	24
	Plans for seeking research ethics committee/institutional review board (REC/IRB) approval
	Page 15, 24

	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)
	Page 24

	Consent or assent
	26a
	Who will obtain informed consent or assent from potential trial participants or authorised surrogates, and how (see Item 32)
	Pages 6, 15, 24

	
	26b
	Additional consent provisions for collection and use of participant data and biological specimens in ancillary studies, if applicable
	Not applicable

	Confidentiality
	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
	Page 16

	Declaration of interests
	28
	Financial and other competing interests for principal investigators for the overall trial and each study site
	Page 24

	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
	Page 24

	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
	Page 22

	
	31b
	Authorship eligibility guidelines and any intended use of professional writers
	Page 25

	
	31c
	Plans, if any, for granting public access to the full protocol, participant-level dataset, and statistical code
	Page 24

	Appendices
	
	
	

	Informed consent materials
	32
	Model consent form and other related documentation given to participants and authorised surrogates
	Supplementary data

	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
	Not applicable


*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.


AXA Approval letter (original French version)

Objet : annonce de la décision suite à la soumission de votre projet auprès des Mutuelles AXA


Chère Madame,
Nous vous remercions pour l’intérêt que vous avez porté à l’appel à projets 2022 des Mutuelles AXA et du temps que vous avez consacré à la rédaction des différents documents.

Le projet que vous avez soumis, intitulé « PREVIPAGE : PREVention de la perte d’autonomie via l’implication d’un Infirmier de Pratiques Avancées en GEriatrie dans le suivi des aînés vus en soins de premier recours » a été étudié avec soins par le comité scientifique dédié, composé de personnalités expertes en santé infantile et du grand âge qui s’est réuni le 9 novembre. 

Les recommandations des experts ont ensuite été portées à la connaissance du Comité des Nominations, de la Gouvernance et de la Relation avec les Sociétaires (CNGRS) d’AXA France pour la sélection finale des projets lauréats.

A la suite de ce processus de sélection, nous avons le plaisir de vous informer que votre projet a fait l’objet d’un avis favorable et fait donc partie des projets lauréats 2022 du programme Mécénat santé.

Le montant de la subvention accordé par les Mutuelles AXA est de 358 415 € (trois cent cinquante-huit mille quatre cent quinze euros) pour la première année et sera versé en 2022. 

Les montants des années 2 et 3 seront versés suite à l’appréciation des bilans d’activités et de la consommation du budget effectués à la fin de chaque année. AXA France, dans l’exercice de ses activités, s’engage à se conformer aux lois et aux standards éthiques les plus élevés, notamment en ce qui concerne la lutte contre la corruption. Notre ambition est de nouer des relations responsables, intègres et durables avec nos partenaires. Le processus de choix des partenaires d’AXA France est donc fondé sur des critères objectifs de performance opérationnelle et d’éthique.

Lors du dépôt de votre dossier de candidature vous nous avez adressé le questionnaire Due Diligence rempli et signé par vos soins, et nous vous en remercions. Conformément aux règles internes que nous mettons en place, nous vous adressons également notre Code de déontologie professionnelle d’AXA : https://www.axa.com/fr/presse/publications/code-deontologie-professionnelle.

Le déblocage des fonds est conditionné à la signature de la convention de partenariat que vous trouverez jointe à ce courrier. 

Aux vues des délais de fin d’année, nous vous remercions de nous renvoyer les documents joints revus et complétés avant le 2 décembre. Sans retour de votre part avant cette date, nous ne pourrons verser la première traite.

Nous sommes ravi(e)s de soutenir votre projet et d’initier ce partenariat que nous espérons fructueux. Nous vous souhaitons un plein succès dans la mise en œuvre et la réalisation de vos objectifs.

Très Cordialement,

Bérangère Messissi Amélie Moritz
Responsable du Mécénat des Mutuelles AXA Responsable du programme santé



AXA Approval letter (English translation)


Subject: Notification of the decision following the submission of your project to Mutuelles AXA

Dear Madam,
We thank you for your interest in the 2022 call for projects by Mutuelles AXA and for the time you devoted to preparing the required documentation.

The project you submitted, titled "PREVIPAGE: Prevention of loss of autonomy through the involvement of an Advanced Practice Nurse in Geriatrics in the follow-up of older adults seen in primary care", was carefully reviewed by the dedicated scientific committee. This committee, made up of experts in child and elderly health, met on November 9th.

The committee’s recommendations were then submitted to AXA France’s Committee for Appointments, Governance, and Relations with Policyholders (CNGRS) for the final selection of award-winning projects.

Following this selection process, we are pleased to inform you that your project received a favorable opinion and has been selected as one of the 2022 Health Philanthropy Program awardees.

The grant awarded by Mutuelles AXA amounts to €358,415 (three hundred fifty-eight thousand four hundred fifteen euros) for the first year and will be disbursed in 2022.
Funding for years 2 and 3 will depend on the assessment of your annual activity reports and budget execution at the end of each year.

AXA France is committed to complying with the highest legal and ethical standards in all its activities, particularly regarding anti-corruption efforts. Our goal is to establish responsible, honest, and long-term partnerships. Therefore, AXA France selects its partners based on objective criteria regarding operational performance and ethical conduct.

When you submitted your application, you also sent us the completed and signed Due Diligence questionnaire, for which we thank you. In line with our internal procedures, we are also sharing with you AXA’s Professional Code of Ethics, available here:
https://www.axa.com/fr/presse/publications/code-deontologie-professionnelle

Please note that the disbursement of funds is conditional upon the signing of the partnership agreement, which is attached to this letter.
Given the year-end timeline, we kindly ask that you review, complete, and return the attached documents before December 2. Without your response by this date, we will be unable to proceed with the first payment.

We are delighted to support your project and to initiate this partnership, which we hope will be fruitful. We wish you every success in the implementation and achievement of your objectives.

Best regards,
Bérangère Messissi
Head of Philanthropy, Mutuelles AXA
Amélie Moritz
Head of the Health Program


Members of the AXA scientific committee


The scientific committee is independent and composed of the following members:

· Prof. Christèle Gras-Le Guen – Professor of Pediatrics at Nantes University, Head of the Women, Children and Adolescents Division at Nantes University Hospital (CHU de Nantes).

· Prof. Sandrine Andrieu – Professor of Public Health, Director of Inserm Unit 1027 - Toulouse III University: "Epidemiology and public health analysis: risks, chronic diseases, and disabilities".

· Prof. Jean-Yves Blay – Professor of Medical Oncology, Director General of the Léon Bérard Cancer Center in Lyon, Coordinator of the clinical sarcoma network NetSarc (a rare cancer expert center certified by the French National Cancer Institute).

· Prof. Michel Samson – Inserm Research Director and Director of the Research Institute for Environmental and Occupational Health (IRSET), Head of the team “Infection, Immunity, Environmental Factors and Liver”, and Director of the network “Environmental and Societal Exposome”.

· Prof. Antoine Magnan – Head of the Pulmonology Department at Foch Hospital in Suresnes, Chair of the Medical Committee at Nantes University Hospital and of the National Research Coordination Committee, and member of the Inserm Scientific Council.

· Prof. Nicholas Ayache – Research Director at Inria, member of the French Academy of Sciences and the Collège de France.

· Diane Deperrois – Member of the Executive Committee of AXA France, Chief Executive Officer of AXA Health and Group Insurance France.
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