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DEFINITIONS, ABBREVIATIONS AND TERMINOLOGY 

Anonymised data (made anonymous): Information on a participant whose direct 

identifiers are irrevocably removed and for which no codes allowing future re-

identification are kept. The risk of re-identifying the participant using the remaining 

indirect identifiers is low or very low. 

Applicant: a researcher who, due to the needs of his research activity, makes a request to 

the Bank in order to be able to use data it contains. 

CARSM: Center for Advanced Research in Sleep Medicine.  

CIUSSS-NIM : Centre intégré universitaire de santé et de services sociaux du Nord-de-

l’Île-de-Montréal. 

Coded data: information linked to a participant from which direct identifiers have been 

removed and replaced with a code. Depending on the level of access to this code, it will 

be possible to re-identify the participant. 

Data: any form of representation of factual information (e.g., figures, texts, images, 

sounds, results from an assessment, clinical examination, or diagnosis) or of concepts 

relating to the characteristics of either a population or an individual, which are used as 

primary sources for research and are generally recognized as necessary to validate 

research results. The term encompasses data derived from biological material but 

excludes the biological material itself. It does not refer to information over which the 

researcher can claim intellectual property rights. 

Databank: research bank containing only data. 

Hôpital du Sacré-Coeur de Montréal (HSCM) : institution of the installation du Centre 

intégré universitaire de santé et de services sociaux du Nord-de-l’Île-de-Montréal, 

located at 5400 Gouin Boulevard West in Montreal. 

Identifying data: information that we can reasonably believe would identify a 

participant, whether used alone or in combination with other accessible data. The term is 

synonymous with identifying information, or personal information / identifiers. 

Incidental finding: an unexpected or not unexpected finding made during a research 

project that goes beyond its scope and whose consequences are interpreted as being 

tangible for the well-being of the participant, whether in terms of health, psychological or 

social well-being.  

Participant: Person whose data is included in the bank. The term also refers to the legal 

representative of the person when used alone in the text. 

Practical impossibility: a situation where something cannot be accomplished because the 

level of difficulty is so great or excessive that the conduct of the research work is 

threatened.  
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Research bank: an initiative consisting of the organized and standardized collection and 

storage of data or biological material associated with a human being, whose sole purpose 

is their use in future research projects conducted on a single theme or multiple themes by 

one or more researchers. A research bank is established in a perspective of long-term 

sustainability, with its time frame being defined within the bank’s management 

framework. Consequently, a database held by a principal investigator does not constitute a 

research bank. There are several types of research banks. In this document, the term 

‘bank’ used alone refers to a research bank. 

Research Ethics Board: Research Ethics Board (REB) of the CIUSSS-NIM. A group of 

people from diverse backgrounds and disciplines, established by the CIUSSS-NIM for the 

purpose of reviewing the acceptability and monitoring, from an ethical point of view, of 

the research banks under its jurisdiction and of all research projects using these banks. 

Researcher: qualified person according to the criteria of the institution that conducts 

research activities. 

Sleep Clinic : CIUSSS-NIM Sleep Disorders Clinic at Hôpital du Sacré-Cœur de 

Montréal 

User: a researcher to whom data has been transmitted by the Bank for the purpose of the 

projected and approved use. 
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1 GENERAL PRESENTATION OF THE CARSM NIGHT BANK 

*The elements presented in this document follow the order suggested in the Policy related 

to the creation or use of health research banks (version of May 7, 2019).  

1.1 Name of the research bank 

The research bank referred to in this document is the “CARSM Night Bank” and is named 

“Bank” hereinafter. 

1.2 Name of the director of the Bank  

The director of the Bank is Nadia Gosselin, Ph.D., scientific director of the Center for 

Advanced Research in Sleep Medicine (CARSM) and regular researcher at the Research 

Center of the Centre intégré universitaire de santé et services sociaux du Nord-de-l’Ile-

de-Montréal (CIUSSS-NIM). She has expertise in sleep and polysomnography, and has 

experience in personnel management. 

1.3 Data ownership  

The Bank is administratively attached to the CIUSSS-NIM Research Center which owns 

it. This Bank is an initiative of the CARSM researchers from the CIUSSS-NIM Research 

Center, located at the Hôpital du Sacré-Cœur de Montréal. 

The CARSM Nights Bank is hosted in two secure rooms (H2 and K4 server rooms) at the 

CIUSSS-NIM Research Center of the Hôpital du Sacré-Cœur de Montréal, 5400 Gouin 

W Blvd, Montreal, Qc, H4J 1C5. 

1.4 Objectives of the Bank  

Twenty-five percent of the population suffers from sleep disorders that are severe enough 

to affect the quality of the night and the person's functioning during the day. People living 

with a sleep disorder are more likely to report daytime sleepiness, fatigue, loss of energy, 

anxiety-depressive symptoms, irritability, concentration and memory problems, decreased 

productivity at work, absenteeism and poorer academic performance. In the most severe 

cases, family and social life are also affected. When untreated, sleep disorders increase 

the risk of work or car accidents, depression and anxiety, cardiovascular diseases, diabetes 

and dementia. 

Founded in 1977, the mission of the CARSM is to better understand sleep and its 

disorders in order to better diagnose, treat and prevent sleep disorders. Each year, 2,000 

patients are evaluated or followed at the CARSM Sleep Disorders Clinic (named Sleep 

Clinic hereinafter) and 800 sleep recordings are made in the laboratory. The collaboration 

between the clinical and research teams has not only made it possible to considerably 

advance knowledge on sleep disorders, but also to maintain a clinical service offering. 

Indeed, the operating costs of the Sleep Clinic (i.e., salaries of technologists) were 

covered, in whole or in part (> $100,000/year), by grants or research contracts obtained 
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by researchers from 1977 to 2018. Since 2018, the Sleep Clinic has been funded by the 

CIUSSS-NIM. The development of the sleep analysis tools which are used daily in the 

Sleep Clinic was also carried out by the research teams. These same teams ensure the 

analysis tools are up-to-date and will continue to do so. This partnership between the 

clinical and research teams allows making important discoveries in sleep medicine and, 

above all, provides patients with better diagnoses and treatments. It is with this in mind 

that the CARSM clinical and research teams are building the Bank. 

The CARSM Nights Bank brings together measurements of sleep and circadian rhythm 

obtained since January 1, 2000, in people with and without a sleep disorder. It contains 

exclusively double-coded and anonymized data, including non-identifying 

sociodemographic data, data from questionnaires on sleep, psychological health and 

physical health, neuropsychological tests and neuroimaging measurements. The Bank 

brings together data from two sources from the CIUSSS-NIM: 1) people who have 

participated in research projects carried out by CARSM researchers, and 2) people who 

have been evaluated during medical consultations at the Sleep Clinic. 

The Bank's objective is to enable carrying out research projects related to sleep and its 

disorders, as well as developing and validating polysomnography analysis tools. The 

Bank allows CARSM researchers to store their research data in order to answer 

subsequent research questions. The Bank allows CARSM researchers and their 

collaborators to access more easily data from the Sleep Clinic or research projects in order 

to carry out large-scale projects, while respecting ethical standards. The Bank also 

guarantees the sustainability of the data acquired at the CARSM. By helping researchers 

obtain research grants that will allow them to carry out large-scale research projects and 

publish their results in the form of scientific articles, the Bank makes an important 

contribution to the advancement of knowledge in sleep and medicine. The CARSM 

Nights Bank is not a bank of participants. 

1.5 Purposes for which the Bank may be used 

The Bank makes it possible to explore research questions on sleep, circadian rhythms and 

their disorders. The objectives of research projects using Bank data are to: 

• better understand sleep, circadian rhythms and dreams, and their evolution 

throughout life and in their sociocultural context; 

• better understand the characteristics of sleep, circadian rhythms and wakefulness in 

different clinical populations; 

• develop tools promoting better diagnoses of sleep, wakefulness and circadian rhythm 

disorders; 

• develop more effective treatments for sleep, wakefulness and circadian rhythm 

disorders; 
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• better understand why some people respond better than others to certain treatments 

for sleep, wakefulness and circadian rhythm disorders; 

• better understand the interaction between sleep, circadian rhythms and psychological, 

physical and cognitive well-being. 

1.6 Researchers that can have access to the Bank 

Researchers from the CARSM are the main users of the Bank. They can store their 

research data in the Bank and use the Bank's data if they meet the conditions detailed in 

sections 6 (storage) and 8 (use). Researchers outside the CARSM can request access to 

Bank data if they collaborate with a CARSM researcher for their project, send a request 

for use of the data to the management committee of the Bank (section 2.1) and they meet 

the specific conditions detailed in section 8.1 (use). 

1.7 Fees for access to the Bank 

There are no fees to access the Bank's data, whether the request comes from a CARSM 

researcher or a researcher outside the CARSM. 

1.8 Funding of the Bank 

The Bank is not for profit and was made possible by the Canada Brain Research Fund 

(CBRF), an innovative arrangement between the Government of Canada (through Health 

Canada), and Brain Canada Foundation, Santé Québec, acting through the Centre intégré 

universitaire de santé et de services sociaux du Nord‐de‐l’Île‐de‐Montréal, and the 

Montreal Sacré‐Coeur Hospital Foundation. Costs associated with its creation, 

implementation and operation are also partially assumed by the CARSM researchers, who 

participate through their research grants. The CIUSSS-NIM Research Center is also 

committed to supporting the Bank as long as it has the financial resources to do so. 

2 BANK MANAGEMENT AND STAFF 

The organizational structure of the Bank is illustrated below, and detailed in points 2.1 to 

2.3. 

2.1 Management Committee of the Bank  

The management committee is made up of the director of the Bank, an administrator-

manager, a researcher from the CARSM (and his substitute), a clinician-researcher from 

the Sleep Clinic and a citizen-partner. The citizen-partner is a member of the public 

preferably representing the clientele with sleep disorders, or a person who has an interest 

or knowledge in the field of sleep and its disorders. The appointments of the members of 

the Bank's management committee are for a duration of four years, renewable twice. The 

appointment of the director is renewable three times. 
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The management committee has a role in monitoring the Bank for aspects pertaining to 

data confidentiality, ethics and the required consistency between the research carried out 

using its data, and the Bank's objectives. It authorizes projects and requests for use of the 

Bank, which must subsequently be approved by the CIUSSS-NIM Research ethics board 

(REB) (if the researcher is part of the CIUSSS-NIM) or the REB of the researcher’s main 

institution (if the researcher is not part of the CIUSSS-NIM), and authorized to be 

conducted. The management committee also recommends the renewal of the appointment 

of the director of the Bank, or the nomination of a new director in the event of the actual 

director’s departure or inability to carry out all the tasks pertaining to the position. These 

recommendations are made in the absence of the director, and transmitted to the Direction 

de la recherche et de l’innovation of the CIUSSS-NIM and to Direction générale of the 

CIUSSS-NIM.  

Any member of the management committee with a personal interest in a research project 

for which a request for storage or use of data has been made must declare this to the 

management committee and withdraw when the request is evaluated. Members of the 

management committee must also declare any relationship with people, academic 

institutions, organizations or companies that contribute to the research project for which 

the request for storage or use of data was submitted. 

2.2 Bank Director 

The director of the Bank oversees and is responsible for all operations of the Bank. It 

must ensure that its management framework, as well as the protocols and procedures 

MANAGEMENT COMMITTEE

Director 
An administrator-manager
A researcher from CARSM 

A clinician-researcher from the Sleep Clinic 
A patient-partner

- Continuous monitoring
- Authorization of projects and requests 
for use

DIRECTOR

Member of CARSM and regular researcher 
at the CIUSSS-NIM Research Center

- Responsibility for operations and legal 
and ethical compliance 
- Personnel management

IT ADMINISTRATORS

Programmers/Developers 
Analysts

- Software development and 
maintenance
- Management of security levels
- Data import

DATA ADMINISTRATORS

- Data entry and extraction
- Quality control
- Research

ADMINISTRATOR-MANAGERS

- Communication with the REB
- Regulatory documents
- Management of use and access 
requests
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attached to it, are respected and carried out in accordance with legal and ethical 

requirements, and those of the Bank itself. He ensures that the staff of the Bank have the 

required skills and qualifications as well as access to the resources necessary to carry out 

their tasks, and ensures that the roles and responsibilities of each person are clearly 

defined and understood. He is responsible for the control and conservation of the data, 

participant withdrawal requests, management of data access requests and that the Bank’s 

data are used ethically by researchers. He is also responsible for providing the CIUSSS-

NIM REB with the documents and information necessary for the ongoing monitoring of 

the Bank.  

The director must have a university doctorate in a discipline relevant to the Bank's 

activities. He must be a member of CARSM and a regular researcher at the CIUSSS-NIM 

Research Center. He must also have experience in the field of sleep research, as well as in 

personnel management. 

The director is accountable to the management committee, to the director of the CIUSSS-

NIM Research Center and to the REB for compliance with his obligations regarding the 

data stored in the bank, in the name of transparency. 

The director of the Bank, or an administrator appointed by him, also acts as a resource 

person, on a permanent basis, to answer questions from participants, researchers, the 

CIUSSS-NIM Direction Générale and Direction de la recherche et l’innovation, the REB 

or the public in general. 

The departure of the director of the Bank does not result in the transfer of the data outside 

the jurisdiction of the institution. In the event of departure or inability to assume his/her 

functions, the appointment of his/her replacement must be approved by the CIUSSS-NIM 

Direction Générale and Direction de la recherche et l’innovation, on the advisory opinion 

of the management committee and the REB. 

2.3 Administrators of the Bank  

The director of the Bank appoints three types of managers. The mandate of the Bank's 

administrators is to ensure the smooth running of procedures in terms of data security and 

compliance with ethics prescribed by the CIUSSS-NIM, and compliance with the rules 

and procedures set out in this management framework. Given the size of the Bank and the 

significant need for updates anticipated over the coming years (with nearly a hundred new 

participants per month), it is likely that several administrators for each of the mandates 

will be appointed and in function at all times. 

IT administrators: IT administrators are the programmers/developers and analysts 

responsible for the Bank's IT infrastructure. They develop and maintain software 

tools and manage data access security levels. They are also responsible for setting 

up procedures for importing data to the Bank. 
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Data administrators: Data administrators ensure data entry and update, data 

extraction for the research projects authorized by the Bank, data quality control 

checks (duplicates, missing data), and searches in the Bank. 

Administrator-managers: These administrators ensure the application of the ethical 

rules and those detailed in the present document, and are responsible for keeping 

regulatory documents up to date. Under the supervision of the Bank Director, they 

ensure that the wishes expressed by the participants are respected (consent, 

withdrawal, etc.). They manage requests for use of the Bank and access to data. 

The director of the Bank and the administrators must have completed the ethics training 

required by current Quebec and Canadian regulations and with which the CIUSSS-NIM 

Research Center ensures compliance. They must provide a certificate of reading of the 

Standard Operating Procedures (SOPs) of the CIUSSS-NIM. They are also encouraged to 

participate in ethics and data management trainings offered in Quebec and Canada. 

In the event of the departure of an administrator of the Bank, the appointment of a 

replacement must be approved by the director of the Bank. In the event of the absence or 

departure of an administrator, the director of the Bank will assume the responsibilities of 

the administrator until his return or until the appointment of a new administrator 

2.4 Persons responsible for recruiting new participants and obtaining consent  

Recruitment and obtaining consent for the Sleep Bank are handled by a member of a 

CARSM research team (e.g., research assistant, student) or a member of the Sleep Clinic 

and are generally conducted in person. If potential participants do not need to come to 

CARSM for sleep data collection (e.g., ambulatory devices sent by mail such as 

actigraphy, telephone follow-up after a sleep recording), recruitment can be done by 

telephone or videoconference.  

The names, job titles and contact details of people authorized to recruit participants for the 

Bank are transmitted to the administrator-managers by CARSM researchers and 

clinicians. This list is updated as necessary, and at least every June 1 in the Bank Register. 

Authorized people must have followed the ethics trainings required by current Quebec 

and Canadian regulations and for which the CIUSSS-NIM Research Center ensures 

compliance, and must also provide a certificate of reading of the CIUSSS-NIM Standard 

Operating Procedures (SOPs). The person responsible for consent must not force or 

unduly influence the potential participant or their legal representative to agree to 

participate in the Bank. As such, a member of the clinical team following the patient 

cannot obtain consent. 

In all cases (patients from the Sleep Clinic or participants in ongoing or completed 

research projects), the person responsible for recruitment provides the REB-approved 

documentation to the potential participant or their legal representative (see the 
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"Information Leaflet" and the "Information and Consent Forms," ICF). These documents 

can be provided in paper or electronic format (e.g., a .pdf file for the Information Leaflet, 

and via an electronic platform such as REDCap for the ICF). The person who is recruiting 

must allow time for reflection, ensure that the potential participant or their legal 

representative understands the nature of the Bank and the implications of providing 

consent, answer all questions and requests for clarification, and then provide a duly signed 

copy of the ICF to the participant or their legal representative (if necessary, see Table 1), 

in paper or electronic format according to their preference.  

Persons responsible for recruitment administer a questionnaire to collect the general data 

to be entered into the Bank (see the “Bank Entry Questionnaire”; Appendix 1). They 

transmit the signed ICF (if required, see Table 1) and the questionnaire to the data 

administrators, who then enter them in the Bank. In addition to recruiting potential 

participants, persons responsible for recruitment must notify the administrator-managers 

of any relevant changes concerning participants, such as changes to contact information or 

a request to be removed from the Bank (see the “withdrawal request form”; Appendix 2). 

3 INFORMATION ON OWNERSHIP OF PHYSICAL FACILITIES AND 

EQUIPMENT 

The Bank is hosted in the secured research server room (room H-2035) at the Hôpital du 

Sacré-Cœur Hospital de Montréal. This server is replicated every night on a twin server 

in a room of the Direction de la recherche et de l’innovation with restricted access (room 

K-4100). In addition, a weekly incremental backup, rotating every 10 weeks and 

encrypted by password is kept in the technical team's office, the access to which is 

secured by a magnetic card and a key. Finally, a complete bi-annual backup (encrypted by 

password) is carried out on tapes and kept under lock and key. The CIUSSS-NIM 

Research Center and CARSM researchers ensure that administrators use computers with 

secure access for the work done on the Bank. 

4 DATA INCLUDED IN THE NIGHT BANK 

The Bank includes data from participants who had their sleep, dreams or circadian 

rhythms measured at CARSM via polysomnography (recording of the electrical activity 

of the brain, heart and muscles, as well as breathing during sleep or wakefulness), medical 

imaging of the brain (MRI, fMRI, SPECT, PET), actimetry, sleep diaries or 

questionnaires since January 1, 2000. All measurements carried out since January 1, 2000 

were done using a very similar protocol, making these data easily usable for research. 

Many types of data are collected and included in the Bank: 

• Non-identifying socio-demographic and morphometric data (depending on what 

was collected), for example:  
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o age 

o sex and gender 

o weight and height 

o ethnicity, etc.  

• Sleep data, for example:  

o polysomnographic recordings (e.g., nights, naps) 

o actimetry 

o sleep questionnaires  

o data from medical imaging of the brain, etc. 

• Data on physical health, for example: 

o medical diagnoses 

o medical history 

o blood pressure 

o list of medication 

o results to neurological evaluations (e.g., olfaction, motricity), etc. 

• Data on psychological health, for example: 

o questionnaires on depression  

o questionnaires on anxiety, etc.  

• Data on cognitive health, for example: 

o questionnaires and results on neuropsychological tests, etc. 

• Data from blood, saliva or urine analyses 

*** no biological samples are included in the Bank; only the data extracted from 

the samples can be included 

These data are necessary to understand sleep and its disorders, as well as to measure 

associations between sleep and physical, mental and cognitive well-being. The Bank's 

metadata contains information pertaining to the data collected and will be accessible to 

the public, as indicated in section 9.4. 

5 TYPES OF PARTICIPANTS, MODALITIES FOR RECRUITMENT AND 

CONSENT 

Participants whose sleep was recorded before and/or after the creation of the Bank, in 

research projects or for clinical consultations, are included in the Bank. 

The following subsections detail the types of participants and the inclusion criteria for the 

Bank, which depend on the timing and context of sleep recording. The Bank was 

authorized on January 26, 2024, following a positive scientific, ethical, and institutional 

evaluation. The procedures and inclusion criteria for participants who had recordings 

before this date differ from those for participants who had recordings since January 26, 

2024. Furthermore, recruitment and consent procedures may change over time, as 



Management framework – CARSM Night Bank 

Version dated December 23, 2025 Page 15 of 69 

described in the management framework and when authorized by the REB. The table 

below provides an overview of the regulatory approvals that have been or must be 

obtained to include data in the Bank, as well as the recruitment and consent procedures 

according to participant type. 

 

 
Before the creation of the Night Bank : January 1, 2000 – January 26, 2024 

  

Regulatory authorizations 

 

Recruitment 

 

Required informed consent forms 

Participants and context 

of recording 
EFVP CAi REB 

REB 

(project 

/ bank) 

In person 

No 

recruitment / 

presumed 

consent 

None 
Night 

Bank 

Other 

sleep 

bank 

Proje

ct 

Clinic - follow-up 

completed  

(section 5.1.2.1) 

X X X   X X    

Research - finished (section 

5.1.2.2) 
  X X  X    X 

Other sleep bank (section 
5.1.2.3) 

  X X  X   X X 

After the creation of the Night Bank : since January 26, 2024 

  

Regulatory authorizations 

 

Recruitment 

 

Required informed consent forms 

Participants and context 

of recording 
EFVP CAi REB 

REB 

(project 

/ bank) 

In person 

No 

recruitment / 

presumed 

consent 

None 
Night 

Bank 

Other 

sleep 

bank 

Proje

ct 

Clinic - 

new / 

ongoing 

(section 

5.2.2.1) 

Prior the 

amendement 
  X  X   X   

* After the 

amendement 
X  X   X X    

Research - new / ongoing 

(section 5.2.2.2) 
  X X X   X  X 
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5.1 Before the creation of the Bank: January 1, 2000 to January 26, 2024 

5.1.1 Types of participants 

Among the participants whose sleep was recorded between January 1, 2000, and January 

26, 2024, we find those who: 

a) had their sleep recorded during a consultation at the Sleep Clinic and did not 

sign a and informed consent form (ICF) for a project or a bank; 

b) signed an ICF for a sleep research project before the creation of the Bank, but 

did not sign an ICF for the inclusion of their data in the Bank; 

c) signed an ICF for a sleep research project before the creation of the Bank and 

signed an ICF for the inclusion of their data in another database or sleep bank that 

is currently inactive. 

5.1.2 Modalities and conditions for inclusion of data collected before the creation 

of the Bank and without prior consent 

5.1.2.1 Patients from the Sleep Clinic whose follow-up is completed 

Data from patients who had sleep recordings as part of evaluations carried out at the Sleep 

Clinic between January 1, 2000 and January 26, 2024 (date of creation of the Bank) are 

included in the Bank. These patients did not sign an ICF as part of a research project, but 

consented to the evaluations prescribed by their treating physician, as well as to provide 

their data for medical purposes. Data from these patients are stored in the Bank in an 

anonymized form, following the procedure detailed in section 7.2.  

In addition to the usual sociodemographic data, the sleep clinical file, kept in the archives 

or at the Sleep clinic, includes: 

i. Current or previous medical diagnoses collected during visits to the Sleep Clinic; 

Table 1 : summary of procedures and regulatory authorizations depending on the type of participant and the context of 

recording  

EFVP : évaluation des facteurs à la vie privée (Committee for the evaluation of privacy factors) 

CAi: commission de l’accès à l’information  (Access to Information Commission) 

REB : involves the positive scientific, ethical and institutional evaluation by the REB and CIUSSS-NIM 

REB (project/bank) : indicates that the REB was informed and approved the individual inclusion of each project or bank  

* : This is the subject of this amendment, which involves the implementation of presumed consent under Act 5 of the RSSS 

(specifically, sections 44 to 48). From the date of approval of this amendment, the consent of patients at the Sleep Clinic will 

be presumed, and an opt-out procedure will be implemented. 
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ii. Responses to questionnaires on symptoms of sleep, physical or mood administered 

during their visits to the Sleep Clinic; 

iii. Medication used at the time of recording their sleep; 

iv. The technologists' observations during the sleep recording period and the 

recording parameters; 

v. The diagnosis of sleep disorders and associated disorders in the doctor's report and 

follow-up notes. 

It is estimated that over 15,000 patients have had their sleep recorded since January 1, 

2000 as part of a consultation at the Sleep Clinic, including 492 since January 1, 2022. It 

is practically impossible to recontact all patients to obtain their consent to enter their data 

in the Bank, as several may not have the same contact details anymore (e.g., moving, 

change of living environment following incapacity) or may have died.  

It should be noted that a large majority of patients who have been recorded in the clinic 

for a sleep disorder are seen for a follow-up during the year following their recording. 

Thus, a member of the Bank team will be able to present the ICF and explain the Bank's 

project to patients who have had their recording since January 1, 2022 and who are seen 

for follow-up in the clinic. This procedure is in place until approval of the present version 

of the management framework, after which the presumed consent procedure in 

accordance with Act 5 will be implemented. An information leaflet and the ICF will be 

sent by post and/or email (depending on the contact details to which we have access) to 

those who do not return for follow-up. 

From the moment its creation is authorized by the regulatory committees named above, 

the Bank team will gradually proceed to the anonymization of the data of all patients who 

have had a sleep recording in the past in order to include them in the Bank. The data will 

be separated into two distinct sets, containing: 1) identifying data (direct identifiers), such 

as name, address, date of birth and the key linking the identification code used at the 

Clinic to the new code assigned by the Bank (double coding), and 2) polysomnographic 

data, actimetry data, questionnaire data, medication consumed and diagnoses. The dataset 

containing the identifying data and the correspondence key will be destroyed, thus 

allowing the use of anonymized clinical and polysomnographic data. The process of 

building the Bank with retrospective patient data will take approximately eight years. 

During this period, data from clinical records will be collected and there will be a check 

for duplicates, as well as data quality control. Identifying data will be destroyed as these 

procedures are carried out over the course of eight years. 

5.1.2.2 Participants in completed research projects 

Before including in the Bank the data of participants to a research project that is 

completed, authorization from the REB will be obtained, unless the participants have 

specifically consented in the project's ICF to have their data placed in a bank. It should be 
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noted that a large majority of participants who were recorded as part of a research project 

are reviewed and/recontacted for follow-up during the year following their recording (i.e., 

approximately 50 research participants who have been recorded since January 1, 2022. In 

these cases, the Bank will be introduced to them during the follow-up visit or telephone 

contact, and they will have the opportunity to sign the ICF for banking of their data.  

A participant will be considered to refuse being part of the Bank if he/she refused, in the 

project's ICF, that their data be part of another sleep database or used for another purpose 

than the primary objective of the project.  

If no possibility of banking was planned in the research project nor proposed  in the 

project's ICF, the researcher who wishes to store the data from a project completed before 

January 26, 2024 must notify the REB and transfer the REB response to the Bank team 

(see the document “Agreement for data storage in the CARSM Nights Bank”). Data will 

then be gradually anonymised for entry in the Bank (section 7.2). 

5.1.2.3 Banking of data from existing sleep databanks at CARSM  

The current structure of the Bank allows the director of a pre-existing sleep databank to be 

added to it. For the merging of a pre-existing sleep databank with the Bank to take place, 

the following conditions must be satisfied: 

• the management committee concluded that the merging represents a significant 

interest with regard to the Bank's objectives and that the methods of  collecting, 

processing and storing data are compatible with those of the Bank; 

• nothing, in the consent obtained from the persons involved, opposes to the 

merging; 

• the transferor and the management of the Bank have obtained prior authorization 

from the competent authorities; 

• the CIUSSS-NIM REB approved the bank merging project.  

5.2 From January 26, 2024 (date of creation of the Bank) 

5.2.1 Types of participants 

Among participants whose sleep was recorded since January 26, 2024, we find 

participants who had a sleep recording in the context of:  

• a clinical consultation and signed an ICF (section 5.2.2.1-A) or not (section 

5.2.2.1-B) for banking of their data; 

• in the context of a sleep research project and signed an ICF for the project, and an 

ICF for the banking of their data.   
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5.2.2 Modalities of recruitment and consent  

5.2.2.1 Patients from the CARSM Sleep Clinic whose medical follow-up is new or ongoing 

All patients consulting at the Sleep Clinic can be asked to be part of the Bank (see section 

2.4 “Persons responsible for recruiting new participants and obtaining their consent” for 

the procedure). Annually, approximately 800 patients visit the Sleep Clinic for an initial 

consultation related to their sleep, and approximately 1,200 patients come for medical 

follow-up. 

A) Between January 26, 2024 and November 17, 2025 

Between January 26, 2024 (creation of the Bank) and November 17, 2025, patients 

attending the CARSM for a sleep recording as part of a consultation at the Clinic were 

approached (see Section 2.4). They were informed of the Bank's creation and given an 

ICF to consent to the inclusion of their data in the Bank. 

Patients who had visited the Sleep Clinic in the past were informed that their previous 

data may have already been anonymized and entered into the Bank. They were presented 

with the Bank's ICF to obtain their consent for the purpose of temporarily re-identifying 

them (see Section 5.1.2.1) in order to link their previous data already in the Bank with 

their current data. These patients were also informed that they could request the removal 

of their data. 

B) Since November 17, 2025 

As mentioned above, approximately 800 patients from the Sleep Clinic come to the lab 

for a sleep recording each year, in addition to the ~1200 who return for follow-up. 

Therefore, about 2000 patients visit the Clinic each year. 

 

The recent Health Information and Social Services Act (or Act 5) stipulates that: 
 
Section 44: A researcher affiliated… with a public institution… may be informed of the 

existence of information held by an organization that is necessary for the 

completion of a research project and may have access to it, unless the person 

concerned has refused access to that information (free translation). 

 
In accordance with Act 5, and from the date on which the conditions in sections 44 to 48 

are met (i.e., approval by the REB, a positive EFVP [evaluation of privacy factors], 

authorization from the person with the highest authority within the CIUSSS-NIM, and the 

signing of an agreement between the researcher and the CIUSSS-NIM), patients visiting 

the Sleep Clinic will no longer be asked to be included in the Night Bank and will no 

longer have to sign an ICF. They will be automatically included in the Bank under a 

presumed consent framework with the option to opt out. 
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The main conditions for granting access to information are listed in Section 47, paragraph 

1, subparagraphs 1 to 4 of Act 5. 

 

Article 47:  The person with the highest authority within the organization to which the 

researcher is affiliated may authorize the researcher to be informed of the 

existence of the information and to have access to it when…:  

 

1° it is unreasonable to require the consent of the person concerned  (free 

translation) 

 
Between June 26, 2024, and June 11, 2025, 305 patients at the Clinic came in for an 

overnight recording. Of these, only 129 (or 42%) were recruited for the Night Bank. This 

low consent rate is largely due to the complexity of establishing an effective recruitment 

and consent process for patients whose data is collected overnight. It is practically 

impossible to find staff with sufficient research skills and knowledge of the Night Bank to 

perform this time-consuming task and adequately answer patients' questions, especially 

since patients come to the Clinic in the evening and typically leave before 8:00 a.m. the 

following morning. Therefore, given the number of patients visiting the Clinic, the low 

recruitment rate, and the difficulty in recruiting staff with the appropriate expertise, 

requiring consent from each patient will have a significant impact on this Bank. 

 
2° the objective of the research project outweighs, in view of the 

public interest, the impact of the use or disclosure of information on 

the privacy of the person concerned; (free translation) 

 

Given the high prevalence of various sleep disorders and their increasingly 

recognized bidirectional association with various chronic diseases and mental 

health conditions (e.g., cardiovascular disease, obesity, diabetes, cognitive decline 

and dementias [Alzheimer's disease, Lewy body dementia], depression, anxiety), 

the general population will greatly benefit from the use of this data. Research 

projects using the Bank's data will generate knowledge that will improve physical 

and psychological health and contribute to the development of more personalized 

and effective diagnoses and treatments for sleep disorders. This will have a 

significant impact on population health that extends beyond the individual impact 

of using this information. A communication plan to inform the public about the 

Bank is in place (see details in section 5.5), and it will be possible to request the 

withdrawal from the Bank at any time. 

 
3° The security measures that will be in place… are designed to 

ensure the protection of the data and information and comply with 

the governance rules for personal information referred to in Section 
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90, and the specific rules defined by the person in charge of the 

information network section 97; (free translation) 

 

All data will be stored on the CIUSSS-NIM secured networks. Storage and 

protection conditions are detailed in sections 1.4, 3, 8.1 et 8.2. 

 
4° when the research project involves the communication of 

information outside Quebec, the assessment of factors relating to 

privacy… demonstrates that the information would be adequately 

protected, in particular with regard to generally recognized principles 

of protection of personal information. (free translation) 

 

The data included in the Bank is anonymized once all data related to a participant has 

been entered. Identifying data will be separated from other data and stored in a distinct 

space accessible only to a limited number of authorized persons. The anonymization 

procedures are detailed above. 

Furthermore, when data is transferred to teams outside Quebec following a positive EFVP 

(evaluation of privacy factors), it will be anonymized and double-coded (a procedure 

applied to all sharing of data from the Bank). This represents minimal risk to patients. In 

addition, an agreement will be established with the team receiving data from the Bank, 

outlining the security standards for data protection and confidentiality, which must be at 

least as strict as those in Quebec. 

It should also be noted that an opt-out procedure will be implemented, and patients will be 

able to request withdrawal from the Bank at any time. A secure re-identification 

procedure has been developed, which will allow the removal of data from the Night Bank 

without requiring identifying data, which will have been destroyed (see section 5.4 for the 

detailed re-identification procedure). 

5.2.2.2 Participants in new research projects led by a CARSM researcher  

Participants in research projects carried out by a CARSM researcher and related to sleep 

may be asked to consent to the inclusion of their data in the Bank (see section 2.4 

“Persons responsible for recruiting new participants and obtaining their consent” for the 

procedure). They are invited to participate in person, during a visit for the research 

project. If the research project is multicentric, the data collected in an institution external 

to the CIUSSS-NIM may be included in the Bank if the principal investigator of the 

project is a CARSM researcher. 

If it turns out that they have already participated in a research project at CARSM in the 

past, they will be informed that their old data may have already been anonymized and 

included in the Bank. The Bank's ICF will be presented to them to obtain their consent, 

and they will also be informed that they have the option to request withdrawal of their 
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data. In the event that they do not consent to the banking of their data and request the 

withdrawal of previous data already included in the Bank, it will be possible to carry out a 

re-identification with algorithms using their sleep data (described above in section 5.4). 

5.3 Minor or inapt participants 

The holder of parental authority or the guardian is responsible for consenting to the 

inclusion of a minor participant’s data in the Bank. For inapt adult participants, the 

representative, guardian or curator is responsible for consent. ICFs are provided for minor 

and inapt adult participants (see “Information and consent form for adults incapable of 

consenting and for minors”). In the event that the REB accepted a research project where 

a relative can consent for the inapt adult participant, this same relative will be responsible 

for consenting to the Bank. If the participant is of minor age or unable to consent (e.g., 

beginning of dementia), but is able of understanding, he or she must also express their 

assent. 

5.4 Re-identification procedure  

In the event that some participants do not consent to the banking of their data and/or 

request the withdrawal of previous data already provided, it could be possible to carry out 

a secure re-identification using algorithms developed and known to the IT administrators 

only. Data administrators will request the re-identification of a participant, specifying the 

reason for the request. The re-identification of a participant must be authorized by the 

Bank director and the applicable committees (REB, Committee for the evaluation of 

privacy factors [EFVP], Director of Professional Services of the CIUSSS-NIM [DSP] 

and/or Access to Information Commission (CAi). Information relating to the re-

identification of a participant (e.g., date of re-identification, reason) will be kept in the 

Bank’s Register. 

These algorithms will use, with the participant's agreement, the polysomnographic data 

from the clinical record (more precisely, a combination of values obtained in the 

polysomnography, if available), the age and the sex of the participant to pair them to Bank 

data. Direct identifiers (identifying data) which have been destroyed during the 

anonymization procedure will not be necessary to re-identify a patient and remove the 

data from the Bank. It is also important to note that the re-identification of a participant 

will not be possible using the Bank's data alone. Indeed, this procedure will only be 

possible when the Bank team has authorization to use the data stored in the clinical or 

research database. Please note that this procedure is only possible if the original sleep data 

has been stored at the CARSM in a clinical and/or research database. It is possible that 

this data will not be retained after several years (e.g., after 25 years) and in these cases, re-

identification cannot be carried out.  

This procedure of re-identifying anonymized data using algorithms is now used by other 

multi-center databases in Canada using health data for research (e.g., Diabetes Action 
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Canada). This procedure has the advantage of allowing the storage of anonymized double-

coded data (without retaining the identifying data, and with the link between the Bank 

data and the data in the original databases being broken), while leaving the possibility of 

removing a participant in the future (see section 9.2) or re-identifying him in the case of 

significant incidental findings (see section 11.1).  

5.5 Communication plan to optimize the possibilities of informing the population 

of the existence of the Bank 

A communication plan will be put in place to maximize the possibilities of informing the 

population of the creation of the Bank, so that those who have already had their sleep 

recorded: 

• between January 1, 2000 and January 26, 2024 and whose data have been 

anonymized can manifest themselves if they wish; 

• in the context of a consultation at the Sleep Clinic since November 17, 2025 

and whose data are included in the Bank (presumed consent related to Bill 5; 

see section 5.2) can ask to withdraw.   

To do so, explanatory posters presenting the Bank, previously authorized by the REB, 

will be installed in the Clinic’s waiting room, and information leaflets will be available. 

Advertisements will be published in various local and regional media (e.g., newspapers) 

in order to explain the Bank and find former patients of the Sleep Clinic and/or 

participants in research projects. The Bank's contact details (telephone number, email, 

website) will be published on posters at the Sleep Clinic and announcements will be 

published in the media. A QR code will also be available, which will redirect the patient 

or research participant to the CARSM website where the Bank's information and 

documents pertaining to the Bank will be accessible. A withdrawal request form will also 

be available for anyone who would like to have their data removed from the Bank, as well 

as the contact details of Bank staff to make a withdrawal request orally. 

This plan will be implemented despite the fact that the data of former patients of the Sleep 

Clinic and participants in completed research projects will have been anonymized or will 

be in the process of being so. 

In the case of incidental findings (section 11.1) or requests for data withdrawal (section 

9.2), complex algorithms developed by IT administrators will be used (see section 5.4). 

Direct identifiers (identifying data) that have been destroyed during anonymization will 

not be necessary to re-identify a former patient or research participant and withdraw their 

data from the Bank. If the original clinical or research data has not been kept after several 

years (e.g., after 25 years), re-identification cannot be performed. 
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6 DATA STORAGE SERVICE FOR CARSM RESEARCHERS  

CARSM researchers are the main contributors to the Bank and can store their research 

data there (acquired before and after the creation of the Bank). Any storage request is 

evaluated by the Bank's management committee. For the management committee to 

authorize a data storage request, the following conditions must be met: 

• The contributing researcher's project protocol is sent to the management 

committee which assesses whether its objectives are compatible with those of the 

Bank;  

 

• The research project of the contributing researcher has been examined and 

accepted by the REB of the CIUSSS-NIM, and the letter of authorization to carry 

out the project is sent to the management committee; 

o In the case of research projects completed before the creation of the Bank, 

the REB must be notified and approve the banking of the project data; 

 

• Participants are recruited as part of a research project and not solely for the Bank; 

 

• The participant signed the ICF of the research project, designed by the 

contributing researcher. A copy of the signed signature page must be sent to the 

administrator-managers; 

 

• For participants recruited after January 26, 2024 (creation of the Bank), the 

participant signed the Bank's ICF. The signed original must be sent to the 

administrator-managers. 

Data acquired before the creation of the Bank for which no consent has been obtained 

may be deposited in the Bank under specific conditions (see section 5). Except for the 

confirmation of the participant's consent, the data will be transmitted to the Bank in their 

denominalized form. The correspondence between these codes and the identification of 

participants will only be accessible by a few people: the director of the Bank, the IT 

administrators and the data administrators, until the quality control and verification of the 

duplicates is completed. This correspondence will then be destroyed to ensure the 

anonymization of the data. 

The evaluation of the storage request is done during an in-person or a non-recorded 

videoconference meeting at which at least three members of the management committee, 

including the Bank director, must be present. If the requesting researcher is a member of 

the management committee, he or she cannot be part of the meeting and must be replaced 

by a substitute researcher. The management committee must support its decision, transmit 

it in writing to the researcher and justify the refusal, if applicable. 
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Once the Bank director and the management committee have approved the storage of the 

project’s data, an agreement (see Appendix 4 “Agreement for depositing data in the 

Bank”) is signed and the data can be transmitted to the IT administrators, who will assign 

a new code to the Bank's participants and enter the data. Contributing researchers will 

determine the desired embargo period for their data, that is, the period during which they 

will be responsible for decisions related to their sharing. The contributing researcher who 

stored the data must provide the management committee with a letter specifying the date 

the embargo will be lifted. 

7 MODALITIES REGARDING THE PROCESSING AND STORAGE OF DATA 

7.1 Justification for the use of identifying data 

The construction of the Bank will take place over several months and this Bank will be 

made up of data contained in clinical and research files. The identifying data will be used 

temporarily to constitute the Bank and identify duplicates. Identifiers will be used by a 

limited number of IT administrators to ensure that the same participant only receives one 

code for the Bank. The identifying data will then be destroyed, as will the correspondence 

key between the old identification code (of the Clinic or the research project) and the code 

assigned by the Bank. 

7.2 Anonymisation and data double-coding  

When entering data into the Bank, participants are assigned a unique code, distinct from 

the code assigned to the Sleep Clinic or in the research project in which they participated. 

This new code is automatically generated by the Bank's database and is used on all 

documents accessible in the Bank, except the ICF. 

The data will be separated into two distinct sets, containing:  

i. identifying data (direct identifiers), such as: 

o  name 

o Address 

o date of birth  

o key linking the identification code used at the Clinic to the new code 

assigned by the Bank (double coding);  

ii. research data, such as: 

o polysomnographic data 

o actimetry data 

o questionnaire data and neuropsychological tests 

o clinical data (e.g., medication consumed and diagnoses).  

The dataset containing the identifying data and the correspondence key will be destroyed, 

thus allowing the use of anonymized clinical and polysomnographic data. All data 
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included in the Bank will be anonymised, i.e., all identifying data as well the codes 

initially used in the research project or the Sleep Clinic, will be destroyed.  

 

 

The process of building the Bank with retrospective patient data will take approximately 

eight years. During this period, research and/or clinical file data will be collected and 

there will be a check for duplicates, as well as data quality control. Identifying data will 

be destroyed as these procedures are carried out over the course of eight years. 

7.3 Duration of conservation of the Bank  

The Bank will end when the CIUSSS-NIM Research Center or the CARSM researchers 

no longer have the resources to support it. At that time, the data will be destroyed 

according to the rules and standards then applicable. 

If the Bank must cease its activities before the initially authorized term, the Bank's 

management team will make every effort to ensure that the data is transferred to another 

public research bank. The host research bank must at least satisfy the following criteria: it 

is public and administratively attached to a public institution; it offers the same guarantees 

of protection to participants; it is able to respect the commitments that have been made to 

the participants or their legal representative. 

Any transfer must be approved in advance by the CIUSSS-NIM Direction de la recherche 

et de l’innovation, upon a favorable decision of the REB. The Direction générale of the 

CIUSSS-NIM will be informed in writing. In any case, the data will not be considered  

assets, nor will it be a source of profit; the third party will be required to respect the 

commitments made to the participants. 
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7.4 Situations that will require further contact with the participant 

New contact with the participant will be necessary only in the event of a significant 

incidental finding (see detailed re-identification procedure in section 5.4). 

7.5 Withdrawal of consent and modalities for data destruction 

The only reasons likely to lead to the withdrawal of a participant or the destruction of 

their data are: 

1. the request made by the participant or his representative, in writing or orally; 

2. the request of an authority having jurisdiction; 

3. the closure of the Bank. 

The request for data withdrawal (see Appendix 2 for the form to use in the case of a 

written request) is sent to the director of the Bank and managed by an IT administrator 

who will re-identify the patient's data using the previously developed algorithm. The 

withdrawal of the participant is documented in the Bank Register, where the date of 

request for withdrawal of data, the means by which the request was made (written using 

the withdrawal form, or orally), the reason for withdrawal (if reported), and the date the 

notice of data withdrawal was sent to the participant or the legal representative are 

indicated. Once their data have been destroyed, participants will only be identified in the 

Bank Register by the code assigned to them during the banking procedure (section 7.2) 

and it will then be impossible to re-identify them given that all the data will have been 

destroyed. Confirmation of the destruction of the data will be sent to the participant (see 

Appendix 3), unless the data is destroyed because it is no longer considered useful or in 

Case 1: Mr. X has narcolepsy and had an overnight sleep recording to diagnose his sleep disorder in 2012. 

He comes for a follow-up visit at the Sleep Clinic in 2024 and is informed of the existence of the Bank , 

thanks to posters installed in the waiting room.  He makes a request for withdrawal and destruction of his 

data to the Bank team. In order to re-identify which Bank participant corresponds to Mr. X, the procedure 

is as follows:  

1. Mr. X will provide his identifying information (full name, date of birth, date of v isit) to the Bank 

team  

2. With the written authorization of Mr. X., the Bank team will ask the Sleep Clinic team to extract 4 

to 5 variables from Mr. X’s original PSG recording (e.g., periodic legs movement of sleep index, 

apnea-hypopnea index, onset sleep latency and percentage of REM sleep), and will provide them 

to the Bank IT administrators. This procedure is possible thanks to the database software used at 

the Sleep Clinic. 

3. The IT administrator will extract from the Bank the participant whose PSG values correspond to 

Mr. X, as provided by the clinical team.   

4. The IT administrator will destroy permanently Mr. X’s information.   

 

*** Given the precision of the variables used for re-identification (to the nearest hundredth), it 

is almost impossible for two patients to have the same values *** 
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the case of closure of the Bank. Data currently in use or that has already been used by 

researchers will not be destroyed, but it will not be reused. 

In the event of the death of a participant, the data may be withdrawn from the Bank 

according to the wishes expressed by the participant in his will, or by that of his executor. 

Without requesting withdrawal of the data, it will be kept in the Bank and used in the 

context of research projects arising from the Bank. 

8 TERMS REGARDING THE USE OF DATA 

8.1 Evaluation of requests for data from the Bank 

CARSM researchers are the main users of the Bank’s data. Researchers outside of 

CARSM can request access to Bank data only if they collaborate with a CARSM 

researcher for their project and send a request to use data of the Bank to the management 

committee. 

The management committee's mandate is to authorize requests for access to data, to 

establish the order of priority of research projects carried out with the data from the Bank 

when the requests are for data from the CARSM Sleep Clinic, and to give the status of 

researcher-user to a researcher requesting the data. 

The evaluation of the request to use data from the Bank is done during a face-to-face or 

non-recorded videoconference meeting at which at least three members of the 

management committee, including the director of the Bank, must be present. If the 

requesting researcher is a member of the management committee, he or she cannot be part 

of the meeting and must be replaced by a substitute researcher. The management 

committee must support its decision, transmit it in writing to the researcher and justify the 

refusal, if applicable. 

For the management committee to evaluate authorize a data use request, the researcher 

must: 

• Be a member of CARSM or an external researcher who collaborates with a CARSM 

researcher for the proposed project;  

• send to the management committee the following documents and information: 

o the research project protocol to confirm that its objectives, quality and 

scientific interest meet the Bank's objectives. This information must be 

clearly presented: 

▪ populations of interest (e.g., sleep disorder, age, other diagnosis) 

▪ number of participants for each condition 

▪ variables / data requested (must be in line with the REB-approved 

protocol) 

o the ethics certificate from the REB of the CIUSSS-NIM and the letter of 

authorization to carry out the project (CARSM researcher), or transmit the 
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ethics certificate from the local institution (researcher outside of the 

CARSM); 

o a certificate that ethics training is up to date (e.g., good clinical practice 

[GCP], standard operating procedures [SOP], Tri-Council Policy 

Statement [TCPS-2], research ethics training from the Ministry of Health 

and Social Services) [for a researcher outside Quebec: provide the 

certificates of the CARSM collaborator]; 

• Sign a data transfer agreement (Appendices 5 and 6 for DTA templates) in which 

the researcher commits, among other conditions, to use the data only for the 

purposes described in his research project, not to redistribute it , and to 

acknowledge that the data comes from the CARSM Night Bank in any 

publication. 

• Sign, as well as members of his team who will have access to the data, a 

confidentiality protection agreement (Appendix 7). 

The following conditions must also be respected: 

• Each participant whose data was requested has signed the Bank's ICF, or has been 

included in the Bank according to the conditions specified in section 5 and Table 1; 

• If requested data is under embargo: authorization to use this data must have been 

requested from the contributing researcher and transferred to the Bank's 

management committee (the management committee may assist in this process). If 

the contributing researcher is no longer employed or does not respond to requests, 

the Bank's management committee will decide whether or not to share the data. 

• If requested data is no longer under embargo: the management committee is 

authorized to make the decision whether or not to provide access to the data after 

the embargo lifting date is confirmed. 

These documents will also be sent for information to the REB of the CIUSSS-NIM, 

which supervises the activities of the Bank. 

It should be noted that no data will be transferred until the above conditions have been 

fully met.  

8.2 Modalities for data transfer 

The transfer of data to the researcher-user is done by using a new code for each participant 

(double coding). The Bank's IT administrator generates the new code and maintains the link 

between what was transferred to the user-researcher and the participant identification code 

assigned to him during banking of the data. The date, destination and content of the transfer 

are listed and kept in the Bank Register. 

A compressed file in .zip format will be shared with the researcher-user via the 

institutional cloud computing platform OneDrive. The .zip file is made up of a set of 

directories and subdirectories which will contain only the relevant data and that is related 
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to the protocol approved by the REB. Data other than sleep or neuroimaging recordings 

(e.g., demographic and clinical data, questionnaires) will be included in .tsv format files 

(Excel compatible). Sleep recordings will be sent in .edf format in an EEG-BIDS 

(Electroencephalography – Brain Imaging Data Structure) data structure, and 

neuroimaging data will be sent in anonymised dicom format (.dcm) in a BIDS structure. 

The EEG-BIDS framework for sleep data standardizes how data is recorded and 

organized, making it easier to analyze and share among researchers. The EEG-BIDS and 

BIDS structures include conventions for the annotation and organization of data and files, 

their description and metadata, as well as tools for checking the conformity of the data 

with the pre-established conventions. 

9 DOCUMENTATION MANAGEMENT 

9.1 Information and consent form 

Consent from new participants is collected by an ICF that can be presented in paper 

version or electronically (e.g., REDCap platform). Once signed, the ICF is stored on 

secure servers and will only be accessible with restricted access by administrators. These 

documents will be kept for the entire duration of the Bank's operation. 

9.2 Withdrawal request form 

Participants are informed of the possibility of making a request to withdraw from the 

Bank when presenting the project and signing the ICF. They can request this by 

contacting a member of the Bank staff who can send them the withdrawal request form 

(see “Bank Data Withdrawal Request Form”; Appendix 2) by regular mail or email, or 

hand it in person. The signed PDF version of the withdrawal request form, the signature 

of which will have previously been redacted to maintain the confidentiality of the 

withdrawing participant, will be kept by an administrator-manager. These documents will 

be kept for the duration of the Bank's operation, but the data will be removed from the 

Bank. A withdrawal request presented orally will also be accepted and documented in the 

Bank Register. 

9.3 Tracking of data use 

The director of the Bank and an administrator-manager are responsible for documenting 

the number of new participants, the number of withdrawals and re-identifications, the data 

access requests (refused and accepted) and the number of participants whose data are 

used, as well as the scientific productivity resulting from the use of these data. The 

director of the Bank or an administrator-manager indicates this information in the Bank 

Register. People who can have access to the Bank are also indicated. The Bank Register is 

updated on June 1st of each year. 
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9.4 Availability of the documentation related to the Bank 

All documents (Frequently Asked Questions, ICF, withdrawal request form, management 

framework) accepted by the REB are available on the website http://www.ceams-

carsm.ca. 

In parallel with the creation of the Bank, a public dashboard will be developed and made 

available on the CARSM website (http://www.ceams-carsm.ca ), and will contain: 

a) metadata of the Bank 

o the designs of the studies during which the data included in the Bank 

was collected (e.g., prospective longitudinal, cross-sectional, 

observational, randomized) 

o the characteristics of the participants (e.g., age, sex, inclusion criteria) 

o experimental conditions (e.g., interventions, recording protocols) 

o the type of data available (e.g., neuropsychological tests, 

electroencephalographic signals, neuroimaging) 

o data distribution (including missing data) 

o derived variables (e.g., Z scores, sleep macroarchitecture) 

o the data dictionary (e.g., definitions and coding) 

o contact details of the researchers owning the data 

b) the list of completed and ongoing projects using data from the Bank  

o project summary 

o number of participants and type of data used 

o references to scientific publications resulting from the project 

o contact details of the responsible researcher 

10 SECURITY MEASURES 

10.1 Availability control and data security 

The data is stored in server rooms at the CIUSSS-NIM Research Center (see section 3). 

These rooms have restricted access, which is reserved for the staff of the IT resources 

department of the CIUSSS-NIM and the technical team of the CIUSSS-NIM Research 

Center via magnetic cards and keys. The CIUSSS-NIM Research Center server is 

replicated daily on a backup copy (see section 3). The computers on which administrators 

work have up-to-date antivirus software and login passwords. The servers of the CIUSSS-

NIM Research Center provide access to previous versions of the Bank, which adds an 

additional level of security in the event of inappropriate use of the Bank (e.g., withdrawal 

of data by mistake, addition of inaccurate data). 

A double authentication process is put in place to be able to connect to the Bank's 

computers. At the opening of each session, a password unique to each user is requested, 

and the identity of the user is then validated by the Microsoft Authenticator application 

http://www.ceams-carsm.ca/
http://www.ceams-carsm.ca/
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(as used in particular at the University of Montreal and at CIUSSS-NIM for secure 

logins). In addition to enhancing the security of the Bank's IT infrastructures, this double 

authentication method also makes it possible to verify, a posteriori, who had access to the 

data. 

Please note that this data has been kept in this same location since January 1, 2000, as per 

the request of the CIUSSS-NIM, and that the creation of the Bank does not result in any 

change in the level of data availability and security control. The data and analysis results 

from the Bank will be hosted in the CIUSSS-NIM IT infrastructure. The data will be 

structured according to the EEG-BIDS (polysomnographic data) and BIDS (neuroimaging 

data) standard to ensure interoperability with the various tools of the scientific ecosystem. 

Access to data will be controlled according to the different access levels (see section 

10.2), and security will be ensured by the CIUSSS-NIM authentication and authorization 

system under the responsibility of the CIUSSS-NIM Direction des ressources 

technologiques et informationnelles [DRTI]. Before being hosted there, the data will be 

transitorily de-identified to be able to check for duplicates and quality control, before 

being anonymized. 

The relationship between data, research projects and researchers will be created in a 

relational database hosted in the IT infrastructure of the CIUSSS-NIM. Access to this 

database will be limited to administrators (see section 10.2). Just like data hosting, the 

security of the SQL database is ensured by the DRTI of the CIUSSS-NIM. 

A web portal will be made available to researchers to search the Bank's metadata (Green 

security level, section 10.2). This portal does not allow access to the data directly, nor to 

carry out analyzes on the data. It is rather a search engine allowing the visualisation of the 

quantity of data available in the Bank that corresponds to certain criteria (for example, 

age, gender, specific analysis result, etc.). The objective of this portal is exclusively to 

allow researchers to question the Bank to find out whether the data necessary to answer 

their research question is available. The portal will be hosted in the IT infrastructure of 

the CIUSSS-NIM, and security will be ensured by the DRTI. 

10.2 Different levels of security to access data from the Bank 

The IT architecture which makes the management of the Bank possible includes different 

levels of access permission which are controlled by passwords. 

The Green Level allows to see the type of data included in the Bank. All Bank and 

CARSM staff members who request this access are given a username and password to 

access it. This level allows, for example, to visualize the number of participants meeting 

specific criteria (diagnosis, age, gender, type of data acquired). This level does not allow 

obtaining data for analysis. External users will not have a user name and password, and 

will have to obtain information on the Bank's data via their collaborator who is a CARSM 

member. 
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The Yellow Level allows to obtain anonymized participant data. This level allows data 

files to be created when a new project using data from the Bank is accepted by the REB 

and authorized by the institution and the Bank's management committee. Visit dates are 

present, but only months and years are visible so that participants cannot be identified. 

This level is accessible to administrators of the Bank. 

The Red Level has access to identifying data, including the participant's name, contact 

details, date of birth, ICF, as well as the key linking the Bank code and the Clinic or 

research project code. This data will be kept in the Bank on a transitory basis until quality 

control and duplicate checking are completed, after which they will be destroyed. This 

level is granted on a limited basis to ensure greater data security. As a result, it is reserved 

for a minimum of two IT administrators and two qualified data administrators, in order to 

compensate for the possible absence of one of them while maintaining the operation of 

the Bank at an optimal level. This level is essential, for example, to enter a new 

participant into the Bank. In the event of the departure of the IT administrator(s) and/or 

data administrator(s) of the CIUSSS-NIM, their privileges will be revoked and their 

access codes to the Bank will be destroyed. 

10.3 Commitment to confidentiality and ethics training 

The director, the management committee, the researchers-users and all Bank staff must 

sign a confidentiality agreement (see “Confidentiality Protection Agreement”; Appendix 

7) and must have received ethics training recognized by the regulations in effect; this 

training must be up to date at all times. 

11 QUALITY MANAGEMENT SYSTEM 

11.1 Communication of a significant incidental finding requiring re-identification 

If information that could potentially have an impact on the health or well-being of a 

participant is discovered (incidental finding) as part of a research project using Bank data 

or during data quality control, the doctor who is part of the management committee will 

be contacted to assess the significance of this finding. On the one hand, these incidental 

discoveries may arise as part of a new research project using Bank data and for which 

better data analysis tools are used compared to the initial research project. On the other 

hand, data quality control is carried out during banking, which can also lead to incidental 

findings. These findings can be, for example an abnormality of the cardiac signal which 

had not been detected, or the loss of muscle atonia in REM sleep which can be a precursor 

to Parkinson's disease and was little known a few years ago. If the incidental finding is 

classified as significant by the physician, the individual will be re-identified using the 

algorithms presented previously, unless they have indicated otherwise in their ICF. The 

Bank team will then contact this person to direct him/her to appropriate resources. Of 
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note, in certain cases it could be practically impossible (death, moving, etc.) to 

communicate this information. 

In the case of a participant in a research project, the nature of the results transmitted as 

well as the means of disclosure are as provided for in the ICF of the research projects in 

which the participant participated. In the event of a significant incidental finding, the 

researcher leading the research project will contact the participant to inform them of the 

finding and suggest appropriate resources. If the researcher responsible for the project is 

unable to do so, the Bank director will contact the participant. 

In the case of a participant from the CARSM Sleep Disorders Clinic, a doctor from the 

CARSM Sleep Clinic will contact the participant to inform them of the discovery and 

suggest appropriate resources. 

Case 2: Bank’s participant #43 had a sleep recording and a magnetic resonance imaging exam as a control 

participant in a research project conducted by Researcher A in 2020. In 2026, Researcher B wants to study the 

parts of the brain that are involved in REM sleep behaviour disorders. Participant 43 is included in the Bank 

data transferred to Researcher B. Researcher B notices a lesion in a brain region that has not been previously 

studied by Researcher A. The doctor of the Sleep Clinic is informed of this inciden tal finding and considers it 

to be at risk of evolving. Participant 43 has to be re-identified to be contacted. The re-identification procedure 

is as follows:   

1. Researcher B gives the code of Participant 43 to the IT administrator of the Bank.  

2. The IT administrator asks Researcher A to extract the participant whose original research record 

contains 4 to 5 PSG variables (e.g., periodic legs movement of sleep index, apnea-hypopnea index, 

onselt sleep latency and percentage of REM sleep) that were provided to him, and that correspond to 

participant 43.  

3. The research record contains the identifying information belonging to participant 43, that will be 

transferred to the Clinic’s doctor in order to contact the participant to discuss the finding. Researcher 

B will not be informed of the identity of Participant 43. 

 

*** Given the precision of the variables used for re-identification (to the nearest hundredth), it 

is almost impossible for two patients to have the same values *** 

 



Management framework – CARSM Night Bank 

Version dated December 23, 2025 Page 35 of 69 

 

11.2 Continuing education program 

The director of the Bank, members of the management committee, researchers-users and 

all Bank staff are encouraged to follow training on the ethical and IT issues related to 

large databases. They are, for example, encouraged to become a member of the “Access 

and use of data in health and social services” community of practice. They are also 

encouraged to work together with the Digital Health Consortium of the University of 

Montreal, as was done for the start-up of this Bank. Finally, a $50,000 grant from the 

Digital Research Alliance of Canada was obtained in 2022 to train ten data champions 

(i.e., experts in research data management), the majority being part of the Bank's 

management committee or team of administrators. These data champions will support 

researchers storing or using the Bank's data to ensure that the data management meets best 

practice standards. 

11.3 Assessment of the quality of operations, detection of flaws and breaches, 

and corrective measures 

Data administrators are responsible for entering data into the Bank. The process is done 

through the submission of data from databases as well as manual data entry. When there 

is doubt about the handwritten or computerized entry of certain data about a participant, 

this data is validated with the person who collected them, when possible. 

A data duplication and deletion protection mechanism is part of the Bank's software to 

avoid errors when entering new data, both handwritten and computerized. To ensure 

increased quality control, automated procedures are developed to detect the presence of 

Case 3 : Bank participant 92 had a sleep recording at the Sleep Clinic for his insomnia in 2010. In 2025, a 

researcher uses data from the Bank for a project on REM sleep, including those of participant 92. The 

researcher notices an absence of muscle atonia in REM sleep, possibly precursor of Parkinson’s disea se. The 

Clinic’s doctor is informed of this incidental finding, and considers it significant enough to require that 

participant 92 be re-identified and contacted. The re-identification procedure is as follows :  

1. The Bank provides 4 to 5 variables extracted from the PSG signals recorded at the Sleep Disorders 

Clinic for participant 92 (e.g., periodic legs movement of sleep index, apnea-hypopnea index, onselt 

sleep latency and percentage of REM sleep).  

2. The Clinic’s team will search the clinical files (inlcuding the PSG) and retrieve the single clinical file 

whose PSG has these exact values, which will correspond to participant 92.  

3. The clinical record is presented to the doctor and since it contains the identifying information for 

participant 92, the doctor will be able to contact the participant to discuss the incidental finding. The 

researcher will not be informed of the identity of Participant 92. 

 

*** Given the precision of the variables used for re-identification (to the nearest hundredth), it 

is almost impossible for two patients to have the same values *** 
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duplicate data or identification codes, as well as the presence of missing critical data. An 

audit system records all changes to values in all fields, and allows you to know what 

information was modified, by which user and at what time. Finally, a double-entry plan 

for critical data (for example, type of data available, diagnosis) will be put in place and 

accompanied by a module specifically developed and integrated into the Bank's software. 

When problems are encountered, they are discussed during a management committee 

meeting and corrective measures are proposed and tested. 

12 INTELLECTUAL PROPERTY RULES 

The Bank's intellectual property is treated in accordance with the various regulations and 

policies in force at the Research and Innovation Department (DREI) and the University of 

Montreal. Users must, among other things, mention the Bank at the CIUSSS-NIM in 

publications and other knowledge mobilization productions 

(https://secretariatgeneral.umontreal.ca/public/secretariatgeneral/documents/doc_officiels/

reglements/recherche /rech60_13-politique-universite-de-montreal-propriete-

intellectuelle.pdf , and https://rechercheciusssnim.ca/wp-

content/uploads/protection/1_F_Gestion-et-valorisation-de-la-proprie%CC%81te% 

CC%81-intellectuelle_2022-05-31.pdf ). 

13 HANDLING COMPLAINTS  

In the event of non-compliance with this framework or its associated documents, or 

violation of the agreement entered into with the participant, the latter, their legal 

representative in the case of a minor or inapt person, or any other person has the right to 

file a complaint with the CIUSSS-NIM Service Quality and Complaints Commission at 

(514) 384-2000, ext. 3316 or at commissaire.plaintes.cnmtl@ssss.gouv.qc.ca , to the 

director of the Bank or to one of its administrators.  

The Bank's management committee may take any action it deems justified in the event of 

non-compliance with the management framework or its documents. It may, among other 

things, investigate, recover data or material provided to researchers, inform the competent 

authorities of a violation or non-compliance with its obligations (e.g., professional order, 

granting agency, person responsible for Institutional policy on responsible conduct in 

research, REB) and impose sanctions such as removing the right to access data of the 

Bank data. 

Any complaint received and processed, as well as violations observed, will be kept in a 

register kept up to date by the administrator-manager of the Bank. 

  

https://secretariatgeneral.umontreal.ca/public/secretariatgeneral/documents/doc_officiels/reglements/recherche/rech60_13-politique-universite-de-montreal-propriete-intellectuelle.pdf
https://secretariatgeneral.umontreal.ca/public/secretariatgeneral/documents/doc_officiels/reglements/recherche/rech60_13-politique-universite-de-montreal-propriete-intellectuelle.pdf
https://secretariatgeneral.umontreal.ca/public/secretariatgeneral/documents/doc_officiels/reglements/recherche/rech60_13-politique-universite-de-montreal-propriete-intellectuelle.pdf
https://rechercheciusssnim.ca/wp-content/uploads/protection/1_F_Gestion-et-valorisation-de-la-proprie%CC%81te%CC%81-intellectuelle_2022-05-31.pdf
https://rechercheciusssnim.ca/wp-content/uploads/protection/1_F_Gestion-et-valorisation-de-la-proprie%CC%81te%CC%81-intellectuelle_2022-05-31.pdf
https://rechercheciusssnim.ca/wp-content/uploads/protection/1_F_Gestion-et-valorisation-de-la-proprie%CC%81te%CC%81-intellectuelle_2022-05-31.pdf
mailto:commissaire.plaintes.cnmtl@ssss.gouv.qc.ca
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14 MECHANISMS ENSURING GOOD GOVERNANCE FOR OPERATIONS 

14.1 Legal bases and ethical foundations 

The Bank is constituted in accordance with the standards and laws of Quebec and has 

been evaluated and approved by the REB of the CIUSSS-NIM. The REB is responsible 

for the ongoing ethical review of the Bank. Its mandate is to evaluate and monitor the 

Bank's activities, to ensure that participants are adequately protected and that their 

consent is respected. 

The institution will receive and process cases identified by the director of the Bank if a 

researcher commits a violation of this management framework. The institution may take 

any measure it deems justified. 

14.2 Access to information related to the Bank 

The results of research resulting from projects carried out using data from the Bank are 

disseminated in the form of popularized summaries on the website www.ceams-carsm.ca . 

The information published does not contain information that could lead to the 

identification of participants (no name, code, etc. will be disclosed). The research that has 

been carried out with the Bank's data is updated annually on the website. 

  

http://www.ceams-carsm.ca/
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APPENDIX 1: BANK ENTRY QUESTIONNAIRE 

 

 

 

 

CARSM Nights Databank – Participant questionnaire 

This questionnaire is to be completed after the signature of the CARSM Nights Databank 

Consent and Information Form 

1. Date of completion of the questionnaire: ______________________________ 

2. First Name: _______________________ 

3. Last Name: ______________________________ 

4. Date of birth: Day: ______ Month: ____________________ Year: _________ 

5. Address: 

_____________________________________________________________________

_____________________________________________________________________

____________________________________ 

6. Phone number: ___________________________________ 

7. E-mail: 

_____________________________________________________________________

_______ 

8. Sex at birth:  Female ☐ Male ☐  

9. Which best describes your gender identity:  Women☐ 

Men ☐ 

Indigenous or other cultural identity (for 

example, bispiritual or two-spirits) ☐ 

I prefer to use another term (for example, 

gender fluid, non-binary) ☐    Specify: 

10. Height: _______________ 

11. Weight: _______________ lbs or _________________ Kg 
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12. Did you ever suffer from head trauma or have you ever suffered a severe blow to the 

head?  No ☐   Yes ☐   

If yes, did you loose consciousness?    No ☐    Yes ☐ 

13. Did you ever suffer from a cerebrovascular accident, or stroke?      No ☐    Yes ☐ 

14. Please list any medical conditions you have (including sleep problems): *  

Alzheimer’s disease ☐ Attention deficit disorder ☐ 

Parkinson’s disease ☐ Hypertension ☐ 

Other dementia ☐ Epilepsy ☐ 

Depression ☐ Sleep disorder ☐  Specify : 

 

Other : 

_______________________________________         

_______________________________________ 

_______________________________________         

_______________________________________ 

_______________________________________         

_______________________________________ 

_______________________________________         

_______________________________________ 

_______________________________________         

_______________________________________ 

 

15. Did you ever have Covid-19?  No ☐    Yes ☐  

If so, please specify the dates of the positive tests: 

_________________________________ 

Did you need to be hospitalized?   No ☐    Yes ☐ 

 If so, specify how long you were hospitalized and if you went to intensive care 

unit: _______________ 
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Are you vaccinated against Covid-19?   No ☐    Yes ☐ 

 If so, specify how many shots and the type of vaccine you received: 

____________________________ 

16. Do you have symptoms that have persisted at least 3 months after you developed 

Covid-19? No ☐   Yes ☐ 

If so, specify *:  

17. Please list in the 1st column all medication or natural products that you are currently 

taking (even medication or natural products taken on an occasional basis) and indicate 

in the 2nd column if you took them today or not (and if yes, at what time).  

If you have already provided the list of your medication on another document today or 

for a research project (for example, by filling in the List of Medication form of the 

Sleep Clinic), please check here ☐  

If this is the case, you are not required to complete this section again. 

 
Taken today? No   Yes   Time: 

__________ 

 
Taken today? No   Yes   Time: 

__________ 

 
Taken today? No   Yes   Time: 

__________ 

 
Taken today? No   Yes   Time: 

__________ 

 
Taken today? No   Yes   Time: 

__________ 

 
Taken today? No   Yes   Time: 

__________ 

 
Taken today? No   Yes   Time: 

__________ 

 
Taken today? No   Yes   Time: 

__________ 

 
Taken today? No   Yes   Time: 

__________ 

* Please use an additional page if needed 
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Thank you for your precious collaboration! 

 

 

  

For use by the administrative-administrator of the CARSM Nights Databank 

Notes 

_______________________________________________________________________________________ 

_______________________________________________________________________________________ 

_______________________________________________________________________________________ 

_______________________________________________________________________________________ 

_______________________________________________________________________________________ 

Code attribué : _____________________________ 

Provenance :  Clinique      Recherche     

 si recherche, projet : ____________________________ 
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APPENDIX 2: WITHDRAWAL REQUEST FORM (FOR THE PARTICIPANT) 

 

 
 

 
 
 

 
 

 
 
Object: Request for data withdrawal and destruction from the CARSM Nights 

Databank 

 

I, undersigned _____________________, ask that all data about me be withdrawn and 

destroyed from the CARSM Nights Databank, in accordance with the rules applicable to 

the destruction of computer data and in complete confidentiality. 

 

I understand that to be destroyed, my data will need to be re-identified. Re-identification 

will use information that is in my research or clinical record, and information pertaining 

to my sleep. I understand that the Sleep Clinic’s doctor or the principal investigator of the 

research project I initially participated in might review my clinical or research record to 

confirm my identity. If the original information in my research or clinical record that are 

necessary for my re-identification exceeded the conservation deadline and were 

destroyed, it will not be possible to re-identify me. 

 

I understand that the data about me that is currently under use or has already been used by 

investigators cannot be destroyed but will not be reused in the future.  

 

_____________________  ____________________ _________________ 

Name     Signature   Date of request 

 
  



Management framework – CARSM Night Bank 

Version dated December 23, 2025 Page 43 of 69 

APPENDIX 3: CONFIRMATION LETTER OF DATA WITHDRAWAL AND 

DESTRUCTION  

 

 

 

 

Montreal, Cliquez ou appuyez ici pour entrer une date. 

Address of participant / legal representative, if applicable 

Object: Confirmation notice of data withdrawal and destruction from the CARSM 

Nights Databank 

 

Madam, Sir, 

We have received your request for withdrawal and destruction of your data (or the data on 

________________, for whom you are the legal representative), that are included in the 

CARSM Nights Databank. We hereby confirm that your data (or the data on 

_________________________): 

☐ have been destroyed in complete confidentiality, in accordance with the governance 

and management framework of the CARSM Nights Databank, or 

☐ have not been destroyed because the information contained in the original clinical or 

research record that are necessary for re-identification exceeded the conservation period 

and are no longer available.  

We remind you that if your data (or the data on _____________ ) are currently being used 

by investigators or if some of your data (or the data on _____________ ) has already been 

used in research projects, it cannot be destroyed. However, these data will not be used 

again in the future. 

We thank you for your participation (or the participation of ________________) to the 

CARSM Nights Databank. 

 

Please accept, Madam, Sir, my best regards. 

 

           

Name and signature of the principal manager of the CARSM Nights Databank  
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APPENDIX 4: AGREEMENT FOR DATA BANKING  

 

(French version only) 

 

 

 

 

 

Je, soussigné(e) ___________________, chercheur du CÉAMS, demande à ce que les 

données que j’ai acquises dans le cadre de mes projets de recherche soient entreposées 

dans la Banque de nuits du CÉAMS. 

SVP fournir le titre des projets, tels que soumis / approuvés au CÉR du CIUSSS-NIM 

(utiliser une page additionnelle si nécessaire) 

Projet 1 :  

 

Projet 2 : 

 

Projet 3 :  

 

Je m’engage à respecter les conditions suivantes : 

 

1. Prendre connaissance du « Cadre de gestion de la Banque de nuits du CÉAMS », 

incluant les règles éthiques concernant l’utilité de la recherche menée pour le bien-

être de la population concernée 

2. Transmettre le protocole des projets de recherche au comité d’intendance, qui évalue si 

les objectifs sont compatibles avec ceux de la Banque  

3. Recruter les participants dans le cadre d’un projet de recherche, et pas uniquement 

pour la Banque 

4. Transmettre les certificats d’approbation éthique et lettre d’autorisation à réaliser un 

projet au comité d’intendance 

*** Pour les projets de recherche terminés AVANT la mise en place de la Banque, le 

CÉR doit aussi être avisé et en approuver la mise en banque *** 
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5. Transmettre aux administrateurs-gestionnaires les informations relatives au 

consentement des participants  

• Pour tous les participants (projets de recherche menés AVANT ou APRÈS la 

mise en place de la Banque): une copie de la page de signature signée du FIC 

des projets  

• Pour les participants recrutés APRÈS la mise en place de la Banque : l’original 

signé du FIC de la Banque  

 

6. Transmettre les données dans leur forme dénominalisée selon la procédure pré-

déterminée 

7. Fournir au comité d’intendance une lettre précisant la date de levée de l’embargo, s’il 

y lieu 

Je comprends qu’une fois que les données provenant de mes projets de recherche seront 

entreposées dans la Banque de nuits du CÉAMS, elles pourront être utilisées par d’autres 

chercheurs dans le respect des règles d’utilisation énoncées dans le « Cadre de gestion de 

la Banque de nuits du CÉAMS ». La permission de les utiliser pourra être accordée à la 

levée de l’embargo, qui aura lieu à la date que j’ai déterminée.  

 

_____________________   _____________________     _________________ 

Nom       Signature       Date 
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APPENDIX 5: DATA TRANSFER AGREEMENT – FOR REQUESTS BY CARSM 

RESEARCHERS 

 

(French version only) 

 

ENTENTE DE TRANSFERT DE DONNÉES 

 

Demande d’accès à des données du Centre d’études avancées en médecine  

du sommeil (CÉAMS) constituée à des fins de recherche sur le sommeil 

 et ses troubles du CIUSSS du Nord-de-l'Île-de-Montréal 

 

 

La présente entente de transfert de données (l’« Entente ») est conclue : 

 

ENTRE :  SANTÉ QUÉBEC, personne morale de droit public constituée en vertu de 

la Loi sur la gouvernance du système de santé et de services sociaux 

(RLRQ, c. G1.021), agissant par l'entremise du CENTRE INTÉGRÉ 

UNIVERSITAIRE DE SANTÉ ET DE SERVICES SOCIAUX DU NORD-DE-

L’ÎLE-DE-MONTRÉAL (CIUSSS-NÎM), situé au 555, boulevard Gouin 

Ouest, Montréal, province de Québec, H3L 1K5, Canada, représentée aux 

fins des présentes par Louis De Beaumont, directeur de la recherche et de 

l'innovation intérimaire, dûment autorisé en application du règlement 

intérieur de Santé Québec, 

 

(ci-après dénommé l’ « Établissement fournisseur » ou l’ « 

Établissement récipiendaire ») 

 

ET :  NADIA GOSSELIN, Ph.D. ayant un statut de chercheuse et une adresse 

professionnelle à l’Établissement fournisseur, Hôpital du Sacré-Cœur de 

Montréal, 5400, boulevard Gouin Ouest, Montréal (Québec) H4J 1C5, 

 

(ci-après dénommée la « Responsable de la Banque CÉAMS » et, avec 

l’Établissement fournisseur, le « Fournisseur ») 

 

ET :       , ayant le statut de chercheur(se) à l’Établissement récipiendaire et 

ayant un bureau au       

 (ci-après dénommé le/la « Chercheur(se) récipiendaire » et, avec 

l’Établissement  récipiendaire, le « Récipiendaire ») 

 

L’Établissement fournisseur, l’Établissement récipiendaire, la Responsable de la banque 

CÉAMS, et le/la Chercheur(se) récipiendaire sont ci-après ensemble dénommés les « 

Parties » et individuellement une « Partie ». 
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CONSIDÉRANT QUE : 

 

-  le/la Chercheur(se) récipiendaire a créé un projet intitulé « … » (ci-après désigné 

le « Projet »), tel que décrit à l’Annexe A; 

 

-  l’Établissement fournisseur est fiduciaire de la Banque de nuits du CÉAMS (la 

« Banque CÉAMS ») sous la responsabilité de la Responsable de la Banque 

CÉAMS; 

 

- la Banque CÉAMS est régie par un document intitulé « Cadre de gestion de la 

Banque de données, Banque de nuits du CÉAMS, constituée à des fins de recherche sur 

le sommeil et ses troubles » (le « Cadre de la Banque CÉAMS ») dont la dernière 

version est en Annexe B à l’Entente, cette version pouvant être remplacée, de temps à 

autre, par une nouvelle version en autant que celle-ci soit approuvée par le comité 

d’éthique à la recherche (« CER »); 

 

-  le/la Chercheur(se) récipiendaire a demandé à la Responsable de la Banque 

CÉAMS de contribuer au Projet en lui faisant parvenir des données de la Banque 

CÉAMS pour son Projet;   

 

EN CONSÉQUENCE, les Parties ont convenu de ce qui suit : 

 

1.  ACCÈS AUX DONNÉES DE LA BANQUE CÉAMS 

 

1.1 Pour avoir accès aux données de la Banque CÉAMS, le/la Chercheur(se) 

récipiendaire devra faire une demande conformément au Cadre de gestion de la Banque 

CÉAMS en Annexe B.  Entre autres, le/la Chercheur(se) récipiendaire devra: 

 

a. soumettre au comité de gestion de la Banque CÉAMS l’Entente relative à 

l’utilisation de données et l’Entente de protection de la confidentialité signées 

ainsi que le protocole de recherche;  

 

b. obtenir l’approbation du CER de l’Établissement récipiendaire;  

 

c. embaucher du personnel de recherche avec l’expertise nécessaire pour 

assurer la réalisation des activités décrites à l’Annexe A et ce suivant les 

exigences relatives aux modes opératoires normalisés adoptés par le site; et 

 

1.2  En ce qui concerne les données de la Banque CÉAMS pour le Projet, le 

Récipiendaire sera responsable des obligations et responsabilités suivantes: 
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a. utiliser les données de la Banque CÉAMS uniquement dans le cadre de la 

réalisation du Projet, conformément au protocole du Projet, aux lois applicables, 

à toute condition écrite imposée par le(s) CER(s) évaluant le Projet et à toute 

autre condition ou restriction imposée par le comité de gestion de la Banque 

CÉAMS sur l'utilisation, la sécurité, la divulgation, le transfert, le retour ou la 

cession des données de la Banque CÉAMS; 

 

b. limiter l'accès aux données de la Banque CÉAMS aux employés sous leur 

supervision directe qui ont besoin d'avoir accès aux données dans le cadre du 

Projet et qui sont liés par des obligations de confidentialité au moins aussi 

restrictives que celles décrites dans la présente Entente; 

 

c. garder toutes les données de la Banque CÉAMS confidentielles conformément 

aux lois régissant la confidentialité et la protection des renseignements 

personnels ou de santé; 

 

d. ne pas transférer ou divulguer les données de la Banque CÉAMS à des tiers à 

l’Entente sans le consentement écrit préalable des autres Parties à la présente 

Entente; 

 

e. utiliser des mesures de protection appropriées pour empêcher toute utilisation 

ou divulgation non autorisée des données de la Banque CÉAMS; 

 

f. ne pas utiliser les données de la Banque CÉAMS et les résultats du Projet pour 

identifier ou contacter un Participant de recherche auprès duquel ces données 

de la Banque CÉAMS ont été collectées, à moins que les chercheurs concernés 

n'obtiennent le consentement du Participant de recherche pour être contacté; 

 

g. signaler immédiatement aux autres Parties toute utilisation ou divulgation non 

autorisée dont une Partie ou son personnel prend connaissance, toute situation 

susceptible de compromettre la confidentialité, la sécurité ou l'exhaustivité des 

données de la Banque CÉAMS ou toute violation de la présente Entente. 

 

1.3  Les données de la Banque CÉAMS transférées seront anonymisées et les clés 

entre les codes seront détruites. 

 

2. CONTREPARTIE ET MODALITÉS DE PAIEMENT 

 

Cet article est laissé en blanc.  

 

3. AUDITS 

 

3.1  Le Fournisseur peut, moyennant un préavis écrit raisonnable au Récipiendaire et 

à des moments mutuellement acceptables pendant les heures normales de bureau, 

effectuer des audits du Récipiendaire concernant le maintien des mesures de sécurité 

appropriées pour assurer le respect de la présente Entente. 
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4. PROPRIÉTÉ INTELLECTUELLE 

 

4.1 Le Récipiendaire reconnait et accepte que le Fournisseur conserve ses titres et 

tous les droits sur les données du CÉAMS, sous réserve des lois applicables et de tout 

droit accordé dans la présente Entente.  

 

4.2 Sauf disposition expresse des présentes, aucun droit, titre ou intérêt dans et sur 

les données n'est accordé au Récipiendaire ou implicite en vertu des présentes. Rien dans 

la présente Entente ne restreindra le droit du Fournisseur de traiter de quelque manière 

que ce soit en tant que propriétaire ou de distribuer les données à d'autres entités 

commerciales ou non commerciales. Il est entendu que tous les droits de propriété, y 

compris, mais sans s'y limiter, les droits de brevet et les droits de propriété, dans et sur 

les données du CÉAMS seront et resteront au Fournisseur, sous réserve des droits 

accordés en vertu de cette Entente.  

 

4.3 Les données analysées et autres informations découlant de l'analyse des données 

dans le cadre de l’Étude (« Résultats ») appartiendront au Récipiendaire.  

 

4.4 Le Récipiendaire s'engage à fournir une copie de ses Résultats au Fournisseur, 

lesquels pourront être utilisés par le Fournisseur à des fins académiques, de recherche et 

non commerciales.  

 

5. PUBLICITÉ ET PUBLICATION 

 

5.1 Publicité.  Chaque Partie s’engage à ne pas faire de représentations au nom des 

autres Parties à des fins publicitaires ou de communication sans l’autorisation écrite 

préalable de ces dernières.   

 

5.2 Publication.  Il est de l'intention des Parties que les résultats obtenus pendant la 

réalisation du Projet soient ponctuellement publiés dans une littérature scientifique avec 

la reconnaissance des auteurs, des Co-chercheurs et du soutien financier.  

 

Pour tout projet de divulgation ou de publication du Récipiendaire concernant le Projet, 

le/la Chercheur(se) récipiendaire s’engage à reconnaître la contribution de la Banque 

CÉAMS à la réalisation du Projet en ajoutant la mention suivante (ou sa traduction) dans 

tout projet de divulgation ou de publication : 

 

« La publication a été possible totalement ou en partie grâce à la Banque de nuits du 

CÉAMS du CIUSSS NIM ». 

 

Les Parties suivront les normes du International Committee of Medical Journal Editors 

(ICMJE). La divulgation comprend les articles, les séminaires et les autres présentations 

orales ou écrites. 
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Cependant, malgré les dispositions de la présente Entente, dont le présent article, les 

mémoires et les thèses des étudiants pourront en tout temps être communiqués en 

confidentialité aux personnes responsables de la correction ou de la soutenance du 

mémoire ou de la thèse. 

 

6. RESPONSABILITÉ ET GARANTIE 

 

6.1 Responsabilité. Le Récipiendaire assume l'entière responsabilité des dommages 

pouvant résulter de l'utilisation ou de la divulgation non autorisée des données du CÉAMS 

et/ou des Résultats par le Récipiendaire.  

 

6.2 Exclusion de garantie. À l'exception des déclarations et garanties expresses du 

Fournisseur énoncées dans la présente Entente, les Données/Échantillons sont fournies 

« telles quelles » et le Fournisseur ne fait aucune déclaration et n’offre aucune garantie 

d'aucune sorte, explicite ou implicite, incluant quant à l’utilité, l’efficacité, au caractère 

approprié pour une fin quelconque ou quant au fait que l'utilisation des 

Données/Échantillons ne violera aucun brevet, droit d'auteur, marque commerciale, secret 

commercial ou autre droit de propriété. 

 

7. DURÉE ET RÉSILIATION 

 

7.1 Durée. La présente Entente entre en vigueur à la date de la dernière signature 

apposée aux présentes et restera en vigueur jusqu'à ce que l’utilisation des données du 

CÉAMS pour le Projet ne soit plus requise. 

 

7.2 Résiliation sans cause. La présente Entente peut être résiliée à tout moment 

avant sa date de fin par l'une ou l'autre des Parties moyennant un préavis écrit de trente 

(30) jours aux autres Parties. 

 

7.3 Résiliation avec cause. La présente Entente prendra fin immédiatement si les 

autorisations permettant la collecte et le transfert des données expirent, sont retirées ou 

sont refusées. De plus, cette Entente peut être résiliée par toute Partie : (i) immédiatement 

en cas de violation substantielle à la présente Entente ou (ii) si toute autre Partie 

contrevient à une disposition de la présente Entente et omet de remédier à ce défaut dans 

les quinze (15) jours suivant la réception d’un avis de défaut écrit envoyé à cet effet. 

 

7.4 À la fin ou à la résiliation anticipée de la présente Entente, le Récipiendaire doit : 

a) cesser l’utilisation des données du CÉAMS; et 

b) suivre les instructions de disposition du Fournisseur en lien avec les données du 

CÉAMS et aviser la Responsable de la Banque CÉAMS de la destruction des 

données suivant l’expiration du délai de conservation.  
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7.5 Force majeure. Aucune Partie ne sera responsable envers une autre pour tout 

retard ou non-exécution de ses obligations en vertu de la présente Entente résultant d'un 

événement de Force Majeure. « Événement de Force Majeure » a le sens donné en vertu 

du Code Civil du Québec. 

 

[Les signatures sont apposées à la page suivante.] 

 

EN FOI DE QUOI, les Parties ont fait signée la présente Entente par leurs 

représentant(e)s respectif(ve)s dûment autorisé(e)s.  

 

 

ÉTABLISSEMENT FOURNISSEUR/RÉCIPIENDAIRE :  

 

Par: ________________________ 

Nom: Louis De Beaumont, Ph.D. 

Titre : Directeur de la recherche et de l’innovation intérimaire 

Date : ______________________ 

 

 

RESPONSABLE DE LA BANQUE CÉAMS 

 

Par : _________________________ 

Nadia Gosselin, PhD 

 

Date : _______________________ 

 

 

CHERCHEUR(SE) RÉCIPIENDAIRE  

 

Par : _________________________ 

Dr(e)        

     

Date : _______________________ 
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ANNEXE A 

Description du projet 

 

Protocole de recherche, lequel est intégré par référence, remis sous pli séparé. 
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ANNEXE B 

 

« Cadre de gestion de la Banque de données, Banque de nuits du CÉAMS, Constituée à 

des fins de recherche sur le sommeil et ses troubles », lequel est intégré par référence, 

remis sous pli séparé. 
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APPENDIX 6: DATA TRANSFER AGREEMENT – FOR REQUESTS BY 

RESEARCHERS OUTSIDE THE CARSM 

 

(French version only)  

 

ENTENTE DE TRANSFERT DE DONNÉES 

 

Demande d’accès à des données du Centre d’études avancées en médecine  

du sommeil (CÉAMS) constituée à des fins de recherche sur le sommeil 

 et ses troubles du CIUSSS du Nord-de-l'Île-de-Montréal 

 

 

La présente entente de transfert de données (l’« Entente ») est conclue : 

 

ENTRE :  …., une personne morale dûment constituée et régie par , ayant son siège 

social au …, 

 

(ci-après dénommé l’ « Établissement récipiendaire ») 

 

ET :   Dr …., ayant un statut de chercheur et un bureau à l’Établissement 

récipiendaire,  

 

(ci-après dénommé le « Chercheur récipiendaire » et, avec 

l’Établissement  récipiendaire, le « Récipiendaire ») 

 

ET :  SANTÉ QUÉBEC, personne morale de droit public constituée en vertu de 

la Loi sur la gouvernance du système de santé et de services sociaux 

(RLRQ, c. G1.021), agissant par l'entremise du CENTRE INTÉGRÉ 

UNIVERSITAIRE DE SANTÉ ET DE SERVICES SOCIAUX DU NORD-DE-

L’ÎLE-DE-MONTRÉAL (CIUSSS-NÎM), situé au 555, boulevard Gouin 

Ouest, Montréal, province de Québec, H3L 1K5, Canada, représentée aux 

fins des présentes par Louis De Beaumont, directeur de la recherche et de 

l'innovation intérimaire, dûment autorisé en application du règlement 

intérieur de Santé Québec, 

 

  (ci-après dénommé le « Établissement fournisseur ») 

 

ET :  NADIA GOSSELIN, Ph.D. ayant un statut de chercheuse et une adresse 

professionnelle à l’Établissement fournisseur, Hôpital du Sacré-Cœur de 

Montréal, 5400, boulevard Gouin Ouest, Montréal (Québec) H4J 1C5, 
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(ci-après dénommée la « Responsable de la Banque CÉAMS » et, avec 

l’Établissement fournisseur, le « Fournisseur ») 

 

L’Établissement fournisseur, l’Établissement récipiendaire, la Responsable de la banque 

CÉAMS, et le Chercheur récipiendaire sont ci-après ensemble dénommés les « Parties » 

et individuellement une « Partie ». 

 

CONSIDÉRANT QUE : 

 

-  le Chercheur récipiendaire a créé un projet intitulé « … » (ci-après désigné le « 

Projet »), tel que décrit à l’Annexe A; 

 

-  pour l’Établissement récipiendaire, le Projet est financé par les fonds …  ; 

 

-  l’Établissement fournisseur est fiduciaire de la Banque de nuits du CÉAMS (la 

« Banque CÉAMS ») sous la responsabilité de la Responsable de la Banque CÉAMS; 

 

- la Banque CÉAMS est régie par un document intitulé « Cadre de gestion de la 

Banque de données, Banque de nuits du CÉAMS, Constituée à des fins de 

recherche sur le sommeil et ses troubles » (le « Cadre de la Banque CÉAMS ») 

dont la dernière version est en Annexe B à l’Entente, cette version pouvant être 

remplacée, de temps à autre, par une nouvelle version en autant que celle-ci soit 

approuvée par le comité d’éthique à la recherche (« CER ») de l’Établissement 

fournisseur; 

 

-  le Chercheur récipiendaire a demandé à la Responsable de la Banque CÉAMS 

de contribuer au Projet en lui faisant parvenir des données de la Banque CÉAMS pour 

son Projet;  

 

EN CONSÉQUENCE, les Parties ont convenu de ce qui suit : 

 

2. CONDITIONS GÉNÉRALES  

 

2.1 Les activités des Parties doivent être réalisées conformément au Projet tel que 

décrit à l’Annexe A.  Pour des fins de clarifications, les Parties comprennent que la 

Responsable de la Banque CÉAMS ne recrutera pas de nouveaux Participants de 

recherche (tel que défini ci-dessous) au CIUSSS NIM pour ce Projet étant donné que les 

données proviendront de la Banque CÉAMS.  

 

2.2 Les Parties agiront de bonne foi avec compétence, honnêteté et diligence en 

remplissant leurs obligations conformément à la présente Entente. Les Parties 
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représentent qu’elles ont l’expertise nécessaire pour participer au Projet et agiront avec 

précaution, sans mettre en danger la santé de leurs employés, de leurs agents, des 

participants ou du public. 

 

2.3 Le personnel de recherche et les étudiants participant aux activités du Projet seront 

sous la responsabilité du Chercheur récipiendaire. 

 

2.6 Si applicable, les Parties conviennent et s’engagent à respecter les lois, règlements 

et lignes directrices applicables relativement à la recherche avec l’être humain, dont 

l’Énoncé de politiques des trois conseils : Éthique de la recherche avec les êtres humains .  

 

2.7 Si applicable, les Parties conviennent et s’engagent à respecter les lois, règlements 

et lignes directrices applicables relativement à la protection des renseignements 

personnels des sujets participant au Projet et dont les dits renseignements personnels 

seront utilisées pour le Projet (les "Participants de recherche"), incluant les dispositions 

de la Loi sur les renseignements de santé et de services sociaux , la Loi sur l’accès aux 

documents des organismes publics et sur la protection des renseignements personnels , 

RLRQ, c A-2.1, et les dispositions de la Loi sur les Services de Santé et les Services 

sociaux, RLRQ, c S-4.2.  

 

3.  ACCÈS AUX DONNÉES DE LA BANQUE CÉAMS 

 

3.1 Pour avoir accès aux données de la Banque CÉAMS, le Chercheur récipiendaire 

devra faire une demande conformément au Cadre de gestion de la Banque CÉAMS en 

Annexe B.  Entre autres, le Chercheur récipiendaire devra: 

 

a. soumettre au comité de gestion de la Banque CÉAMS l’Entente relative à 

l’utilisation de données et l’Entente de protection de la confidentialité signées 

ainsi que le protocole de recherche;  

 

b. obtenir l’approbation du CER de l’Établissement fournisseur et récipiendaire;  

 

c. embaucher du personnel de recherche avec l’expertise nécessaire pour 

assurer la réalisation des activités décrites à l’Annexe A et ce suivant les 

exigences relatives aux modes opératoires normalisés adoptés par le site; et 

 

d. s’assurer que chaque membre du personnel de l’Établissement récipiendaire 

participant à au Projet soit bien informé des spécificités du Projet et respecte 

la confidentialité des renseignements personnels des Participants de 

recherche. 

 

3.2  En ce qui concerne les données de la Banque CÉAMS pour le Projet, le 

Récipiendaire sera responsable des obligations et responsabilités suivantes: 
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a. utiliser les données de la Banque CÉAMS uniquement dans le cadre de la 

réalisation du Projet, conformément au protocole du Projet, à toute condition 

écrite imposée par le(s) CER(s) évaluant le Projet et à toute autre condition ou 

restriction imposée par le comité de gestion de la Banque CÉAMS sur 

l'utilisation, la sécurité, la divulgation, le transfert, le retour ou la cession des 

données de la Banque CÉAMS; 

 

b. limiter l'accès aux données de la Banque CÉAMS aux employés sous leur 

supervision directe qui ont besoin d'avoir accès aux données dans le cadre du 

Projet et qui sont liés par des obligations de confidentialité au moins aussi 

restrictives que celles décrites dans la présente Entente; 

 

c. garder toutes les données de la Banque CÉAMS confidentielles conformément 

à la section 7 (confidentialité) de la présente Entente; 

 

d. ne pas transférer ou divulguer les données de la Banque CÉAMS à des tiers à 

l’Entente sans le consentement écrit préalable des autres Parties à la présente 

Entente; 

 

e. utiliser des mesures de protection appropriées pour empêcher toute utilisation 

ou divulgation non autorisée des données de la Banque CÉAMS; 

 

f. ne pas utiliser les données de la Banque CÉAMS et les résultats du Projet pour 

identifier ou contacter un Participant de recherche auprès duquel ces données 

de la Banque CÉAMS ont été collectées, à moins que les chercheurs concernés 

n'obtiennent le consentement du Participant de recherche pour être contacté; 

 

g. signaler immédiatement aux autres Parties toute utilisation ou divulgation non 

autorisée dont une Partie ou son personnel prend connaissance, toute situation 

susceptible de compromettre la confidentialité, la sécurité ou l'exhaustivité des 

données de la Banque CÉAMS ou toute violation de la présente Entente. 

 

3.3  Les données de la Banque CÉAMS transférées seront anonymisées et les clés 

entre les codes seront détruites. 

 

4. CONTREPARTIE ET MODALITÉS DE PAIEMENT 

 

Cet article est laissé en blanc.  

 

5. TENUE DE REGISTRES, PRODUCTION DE RAPPORTS ET DROIT D’ACCÈS 

 

5.1 Les Parties conviennent que le Fournisseur et leurs représentants autorisés, de 

même que, si applicable, tout organisme de réglementation, pourront, en conformité avec 

les formulaires de consentements signés par les Participants de recherche, pendant les 

heures d’ouverture normales et moyennant un préavis écrit, prendre avec le 
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Chercheurrécipiendaire, les arrangements requis dans le but seul d’effectuer une 

vérification et un contrôle en vue : 

 

a. d’inspecter les installations nécessaires à la réalisation (en tout ou en partie) du 

Projet; et 

 

b. d’examiner et de copier les données (autres que les données pouvant identifier les 

Participants de recherche) et autres éléments ayant trait aux activités réalisées 

dans le cadre du Projet ou de cette Entente. 

 

5.2 Les Parties reconnaissent de plus que, si applicable, les autorités 

gouvernementales et les CERs peuvent contacter le Chercheur récipiendaire. Durant 

leur(s) visite(s), ces autorités et/ou comités pourraient inspecter les registres, documents 

et autres informations produits en lien avec le Projet afin de s’assurer que les activités de 

recherche sont menées conformément au protocole ou à tout autre standard applicable 

au Projet et aux activités de recherche. 

 

5.3 Enfin, le Chercheur récipiendaire convient de s’acquitter des obligations 

énumérées ci-après, le tout dans les délais impartis, à savoir: 

 

a. de produire et tenir des données, des registres, des comptes rendus, des notes 

et des rapports complets et exacts sur les activités de recherche que le Chercheur 

récipiendaire peut être requis de maintenir et de produire de temps à autre, 

lesquels devront : (i) être suffisamment détaillés et se conformer aux standards 

scientifiques; et (ii) être représentatifs et pleinement refléter toutes les activités 

de recherche effectuées et les résultats obtenus lors de la réalisation du Projet; 

et 

 

b. si applicable, d’agir conformément aux exigences règlementaires relatives à la 

préservation des registres et les maintenir et les rendre disponibles pour fins de 

vérification et permettre la vérification de ces registres, incluant ceux relatifs aux 

Participants de recherche.  

 

6. PROPRIÉTÉ INTELLECTUELLE ET DROITS D’AUTEUR 

 

6.1 Le Récipiendaire reconnait et accepte que le Fournisseur conserve ses titres et 

tous les droits sur les données du CÉAMS, sous réserve des lois applicables et de tout 

droit accordé dans la présente Entente.  

 

6.2 Sauf disposition expresse des présentes, aucun droit, titre ou intérêt dans et sur 

les données n'est accordé au Récipiendaire ou implicite en vertu des présentes. Rien dans 

la présente Entente ne restreindra le droit du Fournisseur de traiter de quelque manière 

que ce soit en tant que propriétaire ou de distribuer les données à d'autres entités 

commerciales ou non commerciales. Il est entendu que tous les droits de propriété, y 

compris, mais sans s'y limiter, les droits de brevet et les droits de propriété, dans et sur 
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les données du CÉAMS seront et resteront au Fournisseur, sous réserve des droits 

accordés en vertu de cette Entente.  

 

6.3 Les données analysées et autres informations découlant de l'analyse des données 

dans le cadre de l’Étude (« Résultats ») appartiendront au Récipiendaire.  

 

6.4 Le Récipiendaire s'engage à fournir une copie de ses Résultats au Fournisseur, 

lesquels pourront être utilisés par le Fournisseur à des fins académiques, de recherche et 

non commerciales.  

 

7. CONFIDENTIALITÉ 

 

7.1  Les Parties feront preuve de diligence et prendront toutes les précautions 

raisonnables en vue de protéger la confidentialité et la valeur des renseignements et des 

données dérivées ou découlant de la réalisation du Projet pendant et après l’exécution de 

cette Entente, sauf accord contraire exprès par écrit conclu entre les Parties. 

 

7.2  Les Parties pourront se divulguer l’une à l’autre de l’information qu’elles 

considèrent comme étant confidentielle ou exclusive (les « Renseignements 

confidentiels »).  Sauf autorisation préalable et écrite de l’autre Partie (le « Divulguant 

»), chaque Partie (le « Récipiendaire ») s’engage à protéger le caractère confidentiel de 

tous les Renseignements confidentiels divulgués dans le cadre de cette Entente et à ne 

pas utiliser ces Renseignements confidentiels pour tout autre but que celui de la réalisation 

de la collaboration prévu aux termes des présentes.  Chaque Partie s’engage à prendre 

des précautions raisonnables et prudentes pour s’assurer que ses employés, agents et 

autres chercheurs protègent les Renseignements confidentiels divulgués par l’autre Partie 

en vertu de cette Entente.  Ces obligations s’appliquent à toutes les copies et à tous les 

extraits des divulgations de Renseignements confidentiels effectués par l’autre Partie. 

Toutefois, cette obligation de confidentialité ne s’applique pas aux renseignements 

suivants: 

 

a. les renseignements déjà détenus par le Récipiendaire au moment de la 

divulgation, pourvu qu'il existe à cet égard une preuve suffisante écrite;  

 

b. les renseignements déjà dans le domaine public au moment de la divulgation;  

 

c. les renseignements qui tombent dans le domaine public après le moment de la 

divulgation par tout autre moyen qu’un acte ou omission de la part du 

Récipiendaire, en violation de la présente Entente;  

 

d. les renseignements qui deviennent accessibles au Récipiendaire, sans aucune 

restriction, par le biais d’un tiers non soumis à une obligation de confidentialité 

envers le Divulguant, pourvu qu'il existe à cet égard une preuve suffisante 

écrite;  
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e. les renseignements recueillis ou développés de manière indépendante par le 

Récipiendaire, sans tenir compte des renseignements divulgués par le 

Divulguant, pourvu qu'il existe à cet égard une preuve suffisante écrite.  

 

7.3 La divulgation de certains Renseignements confidentiels peut être autorisée afin 

de se conformer aux exigences des lois et règlements applicables, d’une ordonnance 

judiciaire, d’un règlement d’arbitrage, d’un règlement ou d’une directive gouvernementale. 

Une telle divulgation n’est pas considérée comme une violation du présent article, sous 

réserve que le Récipiendaire fournisse promptement au Divulguant un avis écrit indiquant 

qu’une telle divulgation est exigée et que le Récipiendaire s’engage à assister le 

Divulguant dans ses démarches afin d’obtenir une ordonnance appropriée ou toute autre 

mesure (à la discrétion du Divulguant) efficace pour assurer le traitement confidentiel des 

Renseignements confidentiels sujets à la divulgation. Aucune disposition du présent article 

ne peut être interprétée, de façon implicite ou autre, comme créant ou accordant au 

Récipiendaire toute licence ou tout droit en vertu d'un brevet, d'une marque de commerce, 

d'un droit d'auteur ou de tout autre droit de propriété appartenant au Divulguant. 

 

7.4 Tous les Renseignements confidentiels sur quelque support que ce soit, doivent, 

au gré du Divulguant, dès que leur usage n’est plus requis par l’Entente ou lorsque 

l’Entente prend fin, lui être remis, ou être détruit sans aucune copie n’en soit conservée 

par le Récipiendaire, à moins d'avoir préalablement obtenu l'autorisation écrite de cette 

dernière. Toutefois, il est permis au Récipiendaire de conserver: i) une copie pour lui 

permettre de démontrer qu’il a respecté ses obligations aux présentes et; ii) les copies des 

fichiers informatiques qui sont faites lors de sauvegarde automatique et qui sont 

conservées de manière sécuritaire. 

 

7.5 Cette obligation de confidentialité perdurera pendant cinq (5) ans après la fin ou la 

résiliation de la présente Entente.  

 

8. PUBLICITÉ ET PUBLICATION 

 

8.1 Publicité.  Chaque Partie s’engage à ne pas faire de représentations au nom des 

autres Parties à des fins publicitaires ou de communication sans l’autorisation écrite 

préalable de ces dernières.   

 

8.2 Publication.  Il est de l'intention des Parties que les résultats obtenus pendant la 

réalisation du Projet soient ponctuellement publiés dans une littérature scientifique avec 

la reconnaissance des auteurs, des Co-chercheurs et du soutien financier.  

 

Pour tout projet de divulgation ou de publication du Récipiendaire concernant le Projet, le 

Chercheur récipiendaire s’engage à reconnaître la contribution de la Banque CÉAMS à la 

réalisation du Projet en ajoutant la mention suivante (ou sa traduction) dans tout projet de 

divulgation ou de publication : 
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« La publication a été possible totalement ou en partie grâce à la Banque de nuits du 

CÉAMS du CIUSSS NIM ». 

 

Les Parties suivront les normes du International Committee of Medical Journal Editors 

(ICMJE). La divulgation comprend les articles, les séminaires et les autres présentations 

orales ou écrites. 

 

Cependant, malgré les dispositions de la présente Entente, dont le présent article, les 

mémoires et les thèses des étudiants pourront en tout temps être communiqués en 

confidentialité aux personnes responsables de la correction ou de la soutenance du 

mémoire ou de la thèse. 

 

9. RESPONSABILITÉ ET GARANTIE 

 
9.1 Chaque Partie convient d’être responsable de tous les coûts, réclamations, 

demandes et poursuites dans la mesure où ceux-ci sont causés par (i) sa violation de 

quelconque loi, réglementation ou ligne directrice applicable ; (ii) sa violation de cette 

Entente; ou (iii) son omission ou sa négligence ou son acte fautif relativement à sa 

conduite de l’Étude. 

 

9.2  Le Récipiendaire assume l'entière responsabilité des dommages pouvant résulter 

de l'utilisation ou de la divulgation non autorisée des données du CÉAMS et/ou des 

Résultats par le Récipiendaire. 

 

9.3 Le Chercheur récipiendaire déclare qu’il est responsable pour ces actes et pour les 

actes de ceux pour lesquel(le)s il est responsable. 

 

9.3 À l'exception des déclarations et garanties expresses du Fournisseur énoncées 

dans la présente Entente, les données du CÉAMS sont fournies « telles quelles » et le 

Fournisseur ne fait aucune déclaration et n’offre aucune garantie d'aucune sorte, explicite 

ou implicite, incluant quant à l’utilité, l’efficacité, au caractère approprié pour une fin 

quelconque ou quant au fait que l'utilisation des données ne violera aucun brevet, droit 

d'auteur, marque commerciale, secret commercial ou autre droit de propriété. 

 

10. REPRÉSENTATIONS 

 

Chaque Partie représente: 

 

a. qu’elle n’est sujette à aucun accord, politique, financement, arrangement ou autre 

contrainte qui l’empêcherait de respecter ses engagements aux termes de cette 

Entente; 

 

b. qu’elle s'engage à ne pas entamer quelconque entente qui l’empêcherait de 

respecter ses engagements aux termes de cette Entente; 
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c. que l’exécution de cette Entente a été autorisée par ses instances administratives 

nécessaires et qu’elle constitue un engagement valide et obligatoire. 

 

11. LOIS APPLICABLES, RESOLUTION DE CONFLITS ET JURIDICTION 

 

11.1 La présente Entente sera régie par les lois de la Province du Québec et les lois 

applicables au Canada. 

 

11.2 Advenant qu’un litige, conflit, dispute, contestation, controverse, réclamation ou 

autre forme de différend (un « Différend ») ne survienne, les Parties conviennent de se 

rencontrer sans délai, de négocier de bonne foi et d’utiliser leurs meilleurs efforts pour 

tenter de résoudre tel Différend, et ce, pendant trente (30) jours. Les Parties conviennent 

que leurs dirigeants respectifs devront participer activement à ce processus de 

négociations. 

 

11.3 Advenant l’échec de ces négociations, les Parties pourront choisir de se présenter 

au moins une fois devant un médiateur professionnel dûment habilité à agir dans un tel 

dossier pour aider à la solution de Différends. 

 

11.4 En cas d’échec, le litige découlant des présentes sera soumis à la compétence 

exclusive des tribunaux provinciaux du Québec, dans le district judiciaire de la partie 

défenderesse. 

 

12. DURÉE ET RÉSILIATION 

 

12.1 La présente Entente entre en vigueur à la dernière date de signature de l’Entente 

« Date d’entrée en vigueur ») et reste en vigueur jusqu’à ce que l’utilisation des données 

du CÉAMS pour le Projet ne soit plus requise (la « Durée »). 

 

12.2 Les Parties peuvent résilier la présente Entente en tout temps avant son échéance: 

 

a. sans motif, moyennant un préavis écrit de trente (30) jours aux autres Parties; 

b. conformément aux dispositions de l’article 14 (Force majeure); ou 

c. avec motif, avec un préavis écrit de trente (30) jours aux autres Parties advenant 

un manquement à toute disposition de la présente Entente par une ou l’autre des 

Parties, qui n’est pas corrigé dans les trente (30) jours de la réception de l’avis 

écrit précisant tous les détails de ce manquement et demandant à la Partie fautive 

d’apporter les corrections nécessaires. 

 

12.3 À la fin ou à la résiliation anticipée de la présente Entente, le Récipiendaire doit : 

a) cesser l’utilisation des données du CÉAMS; et 

b) suivre les instructions de disposition du Fournisseur en lien avec les données du 

CÉAMS et aviser la Responsable de la Banque CÉAMS de la destruction des 

données suivant l’expiration du délai de conservation.  
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12.4 Toute résiliation de la présente Entente par l’une ou l’autre des Parties pour 

quelque motif que ce soit n’affectera pas les droits et obligations acquis des Parties jusqu’à 

la date de résiliation de la présente Entente.  Aucune résiliation de la présente Entente, 

par quelque moyen que ce soit, n’affectera ou libérera les Parties de leurs droits et 

obligations de toute disposition des présentes, qui, par leur nature, doivent survivre à la 

résiliation de la présente Entente. 

 

13. AUTONOMIE DES DISPOSITIONS CONTRACTUELLES 

 

Si l’une quelconque des dispositions de cette Entente conclue dans le cadre des 

présentes, est considérée par les autorités compétentes comme n’étant pas valable ou 

comme étant de nul effet, en totalité ou en partie, la validité des autres dispositions de 

cette Entente ou de la clause litigieuse n’en sera pas affectée. 

 

14. FORCE MAJEURE 

 

Nonobstant toute autre disposition de la présente Entente, si l’une des Parties est 

empêchée ou retardée dans l'exécution de ses obligations en vertu de cette Entente 

résultant de circonstances indépendantes de sa volonté, telles qu’un sinistre, une 

inondation, une explosion, une maladie, une intempérie, une guerre, une insurrection, une 

guerre civile, une grève, une émeute ou une action gouvernementale ainsi que tout autre 

cas de force majeure, les délais requis pour l’exécution des obligations contractuelles 

seront prolongés d’une période de temps équivalente à la durée pendant laquelle 

l’exécution des obligations contractuelles est empêchée ou retardée. La Partie 

revendiquant la force majeure doit informer sans délai les autres Parties de l’événement 

en lui donnant des précisions sur l’événement ou la cause de la force majeure et doit 

consacrer tous les efforts raisonnables afin de mettre fin à l'incidence de la force majeure 

ou d'y remédier dans le plus brefs délais.  En cas d'inexécution de toute obligation affectée 

par l’incidence de la force majeure pendant trente (30) jours ou plus, les autres Parties 

pourront résilier cette Entente par avis écrit aux autres Parties. 

 

15. RELATION ENTRE LES PARTIES 

 

Aucun rapport de coentreprise ou de partenariat n'est établi ni présumé être établi entre 

les Parties en vertu des dispositions de cette Entente.  Aucune des Parties n'a le droit de 

contracter des obligations pour les autres Parties ou d'engager celles-ci de quelque 

manière que ce soit. 

 

16. CESSION 

 

Aucune des Parties n'a le droit de céder, d'aliéner ou de donner en sous-traitance, en tout 

ou en partie, ses droits en vertu des présentes sans le consentement écrit exprès des 

autres Parties.  Ce consentement ne sera pas refusé ou retenu sans raison valable. 
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17. EXEMPLAIRES 

 

Cette Entente peut être signée en plusieurs exemplaires, chacun desquels lorsque qu'il 

est signé par l'une ou l'autre des Parties signataires sera considéré comme un original et 

la totalité de ces exemplaires constituera un seul et même document. Les Parties 

conviennent qu'une copie de la signature originale (y compris une copie électronique) peut 

être utilisée pour toutes les fins pour lesquelles la signature originale aurait pu être utilisée. 

Les Parties conviennent qu'elles n'auront aucun droit de contester l'utilisation ou 

l'authenticité de la présente Entente en se fondant uniquement sur l'absence de signature 

originale. 

 

18.  CONFLIT 

 

En cas de conflit entre les termes de cette Entente et les termes d’une annexe, les termes 

de la présente Entente prévaudront. 

 

19. AVIS 

 

Les avis requis en vertu de cette Entente seront transmis par courrier recommandé, par 

courriel ou livraison en main propre avec accusé réception à la personne et aux personnes 

suivantes, à moins d'un changement d'adresse écrit.  Tout avis par la poste est réputé 

reçu le troisième (3e) jour après sa mise à la poste, sauf s'il y a interruption des services 

postaux.  Dans le cas d’une transmission par courriel, l’avis sera considéré avoir été reçu 

la journée de l’envoi. 

 

Si à l’Établissement fournisseur: 

 

Louis De Beaumont, Ph.D. 

Directeur de la recherche et de l'innovation intérimaire 

Santé Québec - CIUSSS du Nord-de-l’Île-de-Montréal 

Hôpital du Sacré-Cœur-de-Montréal 

5400 boulevard Gouin Ouest 

Montréal, Québec H4J 1C5, Canada 

Courriel : louis.debeaumont.cnmtl@ssss.gouv.qc.ca  

 

Si à la Responsable de la Banque CÉAMS: 

 

Nadia Gosselin, Ph.D.  

CIUSSS NIM 

Hôpital du Sacré-Cœur de Montréal 

5400, boulevard Gouin Ouest 

Montréal (Québec) Canada, H4J 1C5 

Téléphone: 514-343-6111, poste  

nadia.gosselin@umontreal.ca 

mailto:louis.debeaumont.cnmtl@ssss.gouv.qc.ca
mailto:nadia.gosselin@umontreal.ca
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Si à l’Établissement récipiendaire: 

 

Nom 

Titre 

adresse 

Téléphone:   

 Courriel: 

 

Si au Chercheur récipiendaire: 

 

Dr  

adresse 

Téléphone :  

Courriel :  

 

[Les signatures sont apposées à la page suivante.] 
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EN FOI DE QUOI, les Parties ont fait signée la présente Entente par leurs 

représentant(e)s respectif(ve)s dûment autorisé(e)s.  

 

ÉTABLISSEMENT FOURNISSEUR:   

 

Par: ________________________ 

Nom: Louis De Beaumont, Ph.D. 

Titre : Directeur de la recherche et de l’innovation intérimaire 

Date : ______________________ 

 

 

RESPONSABLE DE LA BANQUE CÉAMS 

 

Par : _________________________ 

Nadia Gosselin, PhD 

 

Date : _______________________ 

 

 

ÉTABLISSEMENT RÉCIPIENDAIRE  

 

Par : _________________________ 

Nom:       

Titre: 

     

Date : _______________________ 

 

 

CHERCHEUR(SE) RÉCIPIENDAIRE  

 

Par : _________________________ 

Dr(e)        

     

Date : _______________________ 
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ANNEXE A 

 

Description du projet 

 

Protocole de recherche, lequel est intégré par référence, remis sous pli séparé. 
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ANNEXE B 

 

« Cadre de gestion de la Banque de données, Banque de nuits du CÉAMS, Constituée à 

des fins de recherche sur le sommeil et ses troubles », lequel est intégré par référence, 

remis sous pli séparé. 
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APPENDIX 7: PROTECTION OF CONFIDENTIALITY AGREEMENT 

 

 

 

 

 

 

As a member of the CARSM Night Bank staff or as a researcher-user, I am bound by 

confidentiality and professional secrecy. I therefore undertake not to disclose to anyone, 

nor to use in any way (other than those described in the CARSM Night Bank 

Management Framework), any personally identifiable information relating to individuals 

registered in this database. 

 

I also undertake, in the subsequent submission of work, reports, or scientific articles, not 

to disclose any information that could identify a participant included in the CARSM 

Night Bank. 

 

I understand that any breach of this commitment will terminate all collaboration with the 

CÉAMS Night Bank and may be subject to disciplinary action. 

 

 

________________________________  _____________________________ 

  

Name of the user             Signature of the user 

 

 

________________ 

Date 

 


