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1. Statement

These policies of the MGH MRI Platform outlines our commitment to providing a collaborative space
for staff, researchers, research participants, participants, visitors, and third parties visiting or
working in the MGH MRI suite.

All Operational Policies of the MGH MRI Research Platform have been combined into one document
to facilitate consultation. All users of the Platform must consult and remain informed of these
guidelines. We encourage open communication and suggestions to improve our Policies.

Our statement on Operational Policies emphasizes that all staff are responsible for their use of the
Platform:

As a team, we commit to treating all staff, researchers, research participants, and visitors with
courtesy, dignity, and respect. We work together to ensure the safety of staff, researchers, research
participants, and visitors while performing exemplary scientific work, research, and education. We
are collectively responsible for activities conducted in the MGH MRI suite. We acknowledge and
respect the authority of the Scientific Director, the Associate Director, the Platform Manager, the MR
Medical Director, and the MR Safety Officer.

2. Oversight

The policies included in the manual are approved by an ad hoc committee composed of the following
individuals:

e Scientific Director

¢ Associate Director

¢ MR Medical Director (if different from others listed)
e MR Safety Officer (if different from others listed)

¢ MR Platform Manager

e Platform Users
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3. Terms of Use of the MGH MRI Platform / Conditions utilisation

3.1.  Terms of Use of the MGH MRI Platform (English)

Users shall follow all policies defined by the MGH MRI Platform (available on MS Teams — Users MGH
MRI Research Platform_Group and on the Platform’s website).

Use of all platform equipment, including the MRI system (3 T Prisma), is subject to MGH MRI Platform
Standard Operating Procedures (SOPs). All SOPs are available on MS Teams in the Users MGH MRI
Research Platform_Group.

Use of the MRI system for examinations and experiments can only be performed for research purposes
under Research Ethics Board (REB) approval when human participants or animal subjects are involved
(AUP).

Use of the MRI system for examinations for purposes of providing a diagnosis, or to provide images to
third parties to serve in diagnosis, is prohibited at the MGH MRI Platform.

Two entirely trained users including at least one Full Operator, authorized by the MGH MRI Platform
Manager, are required at all times to operate the MRI system for scans involving human participants (i.e.
two Full Operators or one Full Operator and one Assistant Operator). NOTE: Two Assistant Operators are
not allowed to operate the MRI system together.

See Access to Training Policy for the definition of Full/Assistant Operators.

Scans involving animals require two entirely trained users including at least one Full Operator plus an
additional animal care technician authorized by the MGH MRI Platform Manager to operate the MRI
system at all times.

One Full Operator, authorized by the MGH MRI Platform Manager, can perform a phantom or ex-vivo
scan on their own. There must be a Full Operator if an Assistant Operator wants to scan.

Login information (username and password) for the MRI access system is for individual use and must not
be provided to anyone else.

Access codes to the MGH MRI Platform must not be given to anyone else.

10. Users must respect the MRI platform schedule and their reservation time.

Version 2.1 —2025-12-01
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3.2. Conditions utilisation (Francais)

1. Les utilisateurs doivent suivre toutes les politiques définies par la plateforme IRM de ’'HGM (disponibles
sur MS Teams - Users MGH MRI Research Platform Group et sur le site web de la plateforme).

2. L'utilisation de tous les équipements de la plateforme, y compris le systéme IRM (3 T Prisma), est soumise
aux procédures opérationnelles standard (SOP) de la plateforme IRM de ’HGM. Toutes les SOP sont
disponibles sur MS Teams dans le groupe Users MGH MRI Research Platform_Group.

3. L'utilisation du systéme IRM pour des examens et des expériences peut uniquement étre effectuée a des
fins de recherche avec 'approbation du comité d'éthique de la recherche (CER) lorsque des participants

humains ou des sujets animaux (AUP) sont impliqués.

4. L'utilisation du systéme IRM pour des examens a des fins de diagnostic ou pour fournir des images a des
tiers pour servir de diagnostic est interdite sur la plateforme IRM de I'HGM.

5. Deux utilisateurs enti¢rement formés, incluant au moins un opérateur complet (Full Operator), autorisé par

le gestionnaire de la plateforme IRM de 'HGM, sont nécessaires a tout moment lors de ’utilisation du
systéme IRM pour les scans impliquant des participants humains (c'est-a-dire deux opérateurs complets ou
un opérateur complet et un opérateur assistant). REMARQUE: Deux opérateurs assistants ne sont pas
autorisés a utiliser le systéme IRM ensemble.

Voir la politique d'accés a la formation (Access to Training) pour la définition détaillée des opérateurs
complets/assistants.

6. Les scans impliquant des animaux nécessitent deux utilisateurs entiérement formés, dont au moins un
opérateur complet (Full Operator) plus un technicien en soins des animaux supplémentaire autorisé par le
gestionnaire de la plateforme IRM de 'HGM pour 1‘utilisation du systéme IRM a tout moment.

7. Un opérateur complet, autorisé par le gestionnaire de la plate-forme MGH MRI, peut effectuer lui-méme
un scan sur fantome ou ex-vivo. Un opérateur complet (Full Operator) doit étre présent si un opérateur
assistant veut utiliser 'IRM.

8. Les informations de connexion (nom d'utilisateur et mot de passe) pour le systéme d'accés IRM sont &
usage individuel et ne doivent étre fournies a personne d'autre.

9. Les codes d'acces a la plateforme IRM de 'HGM ne doivent étre donnés a personne d'autre.

10. Les utilisateurs doivent respecter I'horaire de la plateforme IRM ainsi que I’heure et la durée de leur
réservation.
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4. MGH MRI Safety Policy (English — Anglais seulement)

La politique de sécurité est disponible dans un autre document, voir Safety Manual

The MGH MRI Safety Policy is available in a separate document, see Safety Manual
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5. Privacy policy (English — Anglais seulement)

Latest update: 2024-05-16

Authored by: Ives Levesque, PhD, FCCPM
Approved by: MGH MRI Research Platform Management Group

This policy is effective as of: 2024-06-01

Scope of the policy
1. This policy covers aspects of privacy of study participants.
2. MRI exams reveal personal information that our participants should not have to share with

anyone other than the required personnel. All participants who undergo MR imaging at the MGH MRI
Platform are afforded privacy with respect to:

a. Their participation in any study.

b. The data collected during their study participation.

Policy statement

To respect the privacy of our research study participants, the number of individuals in the MRI suite
(Zones III and V) during an exam shall be kept to a reasonable minimum.

MR personnel should not be present in the MRI suite (Zones I1I and V) during an active MRI procedure
in which they are not involved.

Non-MR personnel shall not be admitted to the MR suite during an active MRI exam in which they are
not involved. Exceptions will be made for teaching purposes with the express permission of the Platform
Manager and of the principal investigator of the study during which said visit is to take place.

Investigators shall only interact with data from their studies and refrain from inspecting data from studies
that are not theirs. This also includes retrieval and export of data by investigators from studies other than
their own.

MGH MRI Platform staff shall only inspect data from studies for the purposes of:
a. Image quality assurance and debugging of imaging artifacts
b. Support of studies, upon request from the investigators
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6. Policy on Emergencies and Technical Support / Politique sur les urgences et le soutien technique

6.1. Policy on Emergencies and Technical Support (English)

1. EMERGENCIES should be reported to MUHC Security: 55555 and to the Platform Manager or
according to the call list (see 2.). Emergencies include (but are not limited to):
1. Injuries to personnel or participants
2. Electrical problem
3. Water or gas leak
4. Fire
Major or minor MRI system malfunction should be reported to the Platform Manager on MS Teams

2. Response time for EMERGENCIES will be as soon as possible.

Emergency call list on MS Teams:
1. Platform manager
2. Director
3. Associate director
4. Engineering staff
5. Clinical staff support
NOTE: Please send a message stating your name, the emergency and until when you will be in the control room.

3. Before yourequest TECHNICAL SUPPORT, please refer to the Troubleshooting Guide. A physical
copy is available in the control room or on MS Teams.

Requests for TECHNICAL SUPPORT should be addressed to the Platform Manager and submitted
through MS Teams (emails are not replied to on evenings and weekends), who will route the request to
the correct platform staff. Technical support includes (but is not limited to):

a. MRI system operation

Data acquisition support

Peripheral hardware support for malfunctions

MR safety questions & clearing of safety screening forms

o a0 o

Protocol development support
f. Supplies in the MRI suite
4. Response timetable for TECHNICAL SUPPORT:

Weekdays Evenings, weekends and Statutory Holidays
(Business hours: 8:00 am — 6:00 pm) (6:00 pm — 11:30 pm weekdays; weekend; statutory holidays)

Within 2 hours (only for Data acquisition support, Peripheral
Active scan session As Soon As Possible hardware support, MRI system operation and urgent MR Safety
questions

Outside active scan . .
i 1 business day 2 business days
session
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6.2. Politique sur les urgences et le soutien technique (Francais)

1. Les URGENCES doivent étre signalées a la sécurit¢ du CUSM: 55555 et au gestionnaire de la
plateforme ou selon la liste d'appels (voir 2). Les urgences incluent (mais ne sont pas limitées a) :
1. Blessures au personnel ou aux participants
2. Probléme électrique
3. Fuite d'eau ou de gaz
4. Incendie

Un dysfonctionnement majeur ou mineur du systétme IRM doit étre signalé au gestionnaire de la
plateforme sur MS Teams.

2. Le temps de réponse pour les URGENCES sera le plus rapidement possible.

Liste d'appels d'urgence sur MS Teams :
1. Gestionnaire de plateforme
2. Directeur
3. Directeur associé
4. Personnel d'ingénierie
5. Soutien du personnel clinique

REMARQUE : Veuillez envoyer un message indiquant votre nom, I'urgence et jusqu'a quand vous serez
dans la salle de contrdle.

3. Avant de demander 'ASSISTANCE TECHNIQUE, veuillez consulter le Troubleshooting Guide.
Une copie physique est disponible en salle de contréle ou sur MS Teams.

Les demandes d'ASSISTANCE TECHNIQUE doivent étre adressées au gestionnaire de la plateforme et
soumises via MS Teams (les courriels ne sont pas consultés le soir et le week-end), qui acheminera la
demande au bon personnel de la plateforme. Le support technique comprend (mais n'est pas limité a):
a. Fonctionnement du systéme IRM
Assistance pour 'acquisition de données
Assistance pour le matériel périphérique en cas de dysfonctionnements
Questions de sécurité MR et vérifications des formulaires de dépistage de sécurité
Assistance au développement de protocoles
Fournitures dans la salle d'IRM

N

4. Calendrier de réponse pour le SUPPORT TECHNIQUE :

Jours de semaine Soirs, fin de semaine et fériés
(Heures ouvrables: 8h— 18h) (18h —23h30 jour de semaine; fin de semaine; fériés)

Dans les 2 heures (uniquement pour l'assistance pour l'acquisition
Le plus rapidement possible de données et le matériel périphérique, le fonctionnement du
systeme IRM et les questions urgentes de sécurité [RM.

Durant une séance
de scan active

Hors d’une séance
de scan active
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7. Rules on Scheduling and Cancellation / Régles de réservation et d'annulation

71. Rules on Scheduling and Cancellation (English)

Key Principles:

1.
. Class A slots are meant for regular data collection.
. If you need more than your Class A allocations on a regular basis, then in consideration of Principles 1 & 2,

a

The center belongs to everyone, and we celebrate our community culture.

additional class A hours must be purchased.

. Class A slots are full priority scans. That means when it is booked, no one else can book that slot. This also means

if it is booked and not used, you deprive someone else of scanner usage. Given Principle 1, scheduling of
"placeholder" slots is a bad practice, as it will teach your lab to disregard the needs of other labs for data acquisition.
Instead, schedule slots and plan them (i.e., book the subject etc) quickly, and let others know if you cancel the
slot.
a. Class A can be scheduled anytime, including well in advance.
i. Scheduled time reflects a full plan for data collection. You must specify:
1. Users (two approved) (in the Participant List)
2. Participant’s initials
3. Study being performed (REB number)
ii. The Platform Manager may cancel advanced bookings that do not reflect this information.
b. Class A slots must be cancelled at least 7 days in advance.
i. Penalty--cancelling a Class A slot in less than 7 days in advance requires that the User advertise the
slot to get someone else to use it. Communicate this on the Teams platform.
c. "Bumping" will no longer be allowed, as it is against Principles 1 & 2.
d. Study scheduling, such as those with acute and unpredictable patient populations, should be discussed
with the Platform--we aim to incorporate every study.
Always prioritize using Class A hours before using Class B hours.
Class B slots are meant for development, exploration, and trying-things-out.
Class B slots are low-priority slots--these are meant to be slots unused or unusable by Class A users.
a. Class B slots can only be scheduled within 6 days of scanning date
i. In other words, priority for data acquisition is given to Class A, and then to Class B.
ii. NOTE: A-hours booking made over 6 days prior to a scan cannot be switched to B-hours.
A scan session cannot be split between multiple resources (Class A and Class B hours) as this practice goes against
the first three principles.
Supervised slots are meant for user training or for other tasks that require supervision (e.g. untrained users working
with the Platform Manager to install new hardware). Supervised hours must be booked including the Platform
Manager in the booking. A message should be sent on Teams to the Platform Manager to confirm the Supervised
slot. Data collection or pilot scanning may happen during Supervised hours.

10. Training hours are booked only for new users, under supervision of the Platform Manager.

11. Supervised and Training hours are available during working hours of the Platform Manager.
12. These principles on scheduling and cancellation are valid at all times including evenings and weekends.
13. This policy is subject to change.
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7.2. Reégles de réservation et d'annulation (Francgais)

Les principes clés:

A

Le centre appartient a tout le monde et nous célébrons notre culture de communauté.
Les heures de classe A sont destinées a la collecte réguliére de données.
Si vous avez régulierement besoin de plus que vos allocations de classe A, alors, compte tenu des principes 1 et 2,
des heures supplémentaires ou un abonnement complémentaire devraient étre achetées.
Les heures de classe A sont des scans a priorité totale. Cela signifie que lorsque qu’une réservation est faite,
personne d'autre ne peut réserver ce créneau. Cela signifie également que si vous réservez et que vous ne l'utilisez
pas, vous privez quelqu'un d'autre de l'utilisation du scanner. Compte tenu du principe 1, la planification de
créneaux « place réservée » est une mauvaise pratique, car elle apprendra a votre laboratoire a ignorer les besoins
des autres laboratoires pour l'acquisition de données. Au lieu de cela, réservez des créneaux et planifiez-les (c'est-
a-dire confirmez le participant, etc.) rapidement, et informez les autres si vous annulez le créneau.
a. Les heures de classe A peuvent étre réservées a tout moment, y compris longtemps a 1'avance.
i. Le temps prévu doit refléter une planification compléte de collecte de données. Vous devez spécifier :
1. Utilisateurs (deux formés et approuvés) (dans la liste des participants — Participant List)
2. Initiales du participant
3. FEtude (numéro CER)
ii. Le gestionnaire de plateforme peut annuler les réservations anticipées qui ne reflétent pas ces
informations.
b. Les heures de classe A doivent étre annulés au moins 7 jours a l'avance.
i. Pénalité - annuler un créneau de classe A moins de 7 jours a l'avance nécessite que l'utilisateur annonce
le créneau pour que quelqu'un d'autre puisse l'utiliser. Annoncez-le sur la plateforme Teams.
c. Le "bumping" ne sera plus autorisé, car il est contraire aux principes 1 et 2.
d. La planification des études, telles que celles avec des populations de patients aigués et imprévisibles,
doit étre discutée avec la plateforme — nous visons a accommoder chaque étude.
Toujours prioriser 1’utilisation des heures de classe A avant de recourir aux heures de classe B.
Les heures de classe B sont destinées au développement, a l'exploration et a l'essai.
Les heures de classe B sont des réservations de faible priorité - ils sont censés étre des heures de classe A inutilisées
ou inutilisables par les utilisateurs.
a. Les heures de classe B ne peuvent étre réservées que dans les 6 jours précédant la date du scan
i. En d'autres termes, la priorité pour I'acquisition des données est donnée a la classe A, puis a la classe
B.
ii. NOTE: Les réservations d'heures de classe A effectuées plus de 6 jours avant le scan ne peuvent pas
étre converties en heures de classe B.
Une séance de scan ne peut pas étre répartie entre plusieurs ressources différentes (heures A et B) car cette pratique
va a I’encontre des trois premiers principes.
Les heures supervisés sont destinées a la formation des utilisateurs ou a d'autres taches nécessitant une supervision
(par exemple, des utilisateurs non formés travaillant avec le gestionnaire de plateforme pour installer un nouveau
matériel). Les heures supervisées doivent étre réservées en incluant le gestionnaire de la plateforme dans la
réservation (dans la liste des invité — Invitees). Un message doit étre envoyé sur MS Teams au gestionnaire de la
plateforme pour confirmer les heures supervisées. La collecte de données ou I'analyse pilote peut avoir lieu pendant
les heures supervisées.

10.Les heures de formation sont réservées uniquement aux nouveaux utilisateurs, sous la supervision du responsable

11

de la plateforme.

.Les heures de supervision et de formation sont disponibles pendant les heures de travail du gestionnaire de la
plateforme.

12.Ces principes de planification et d'annulation sont valables en tout temps, y compris les soirs et les week-ends.
13.Cette politique est susceptible d'étre modifiée.
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8. Policy on MR Safety Screening / Politique sur le formulaire de sécurité IRM

8.1. Policy on MR Safety Screening (English)
This document spells out the MGH MRI Research Platform Policy on MR Safety Screening.

The Safety Screening Form needs to be filled by EVERYONE who enters Zone 4 (Control Room and MRI
Room) and approved by the Platform Manager.

1. Trained MR personnel must be screened annually in writing, with signature. The screening form
must be kept on file by the Platform Manager. Any changes (surgeries, incidents, etc.) that could
impact MR safety should be reported without delay to the Platform Manager.

2. All others — participants and non-MR personnel — must be screened using a new form for each
visit.

The Screening forms are available in the MS Teams Group User - MGH MRI Research
Platform/General/Files/MRI_SafetyScreeningForm in French or English.

Participants and non-MR personnel should be screened 3 times:
1. Complete the written form (at recruitment or soon after) and send to the Platform
Manager for approval.
2. Review written form (on the day of the scan — collect the participant's signature).
3. Verbal screening (as you prepare to enter the MRI room).

8.2. Politique sur le formulaire de sécurité IRM (Francais)

Ce document énonce la politique de la plateforme de recherche en IRM de I'HGM sur le formulaire de sécurité IRM.

Le formulaire de sécurité IRM doit étre rempli par TOUTE PERSONNE qui entre dans la zone 4 (salle de controle et
salle d'IRM) et approuvé par le gestionnaire de la plateforme.

1. Le personnel IRM formé doit faire 1'objet d'un examen annuel par écrit, avec signature. Le formulaire de
sécurité doit étre archivé par le gestionnaire de la plateforme. Tout changement (chirurgie, accidents, etc.)
susceptible d'avoir un impact sur la sécurité IRM doit étre signalé sans délai au gestionnaire de la plateforme.

2. Tous les autres — participants et personnel non-IRM — doivent faire 1'objet d'un dépistage a l'aide d'un
nouveau formulaire pour chaque visite.

Les formulaires de sécurité sont disponibles dans le groupe MS Teams User - MGH MRI Research
Platform/General/Files/MRI_SafetyScreeningForm en frangais ou en anglais.

Les participants et le personnel non-IRM doivent étre dépistés 3 fois :

1. Remplissez le formulaire par écrit (au moment du recrutement ou peu aprés) et envoyez-le au
gestionnaire de la plateforme pour approbation.

2. Révisez le formulaire écrit (le jour du scan — recueillez la signature du participant).

3. Dépistage verbal (lorsque vous vous préparez a entrer dans la salle IRM).

Version 2.1 —2025-12-01
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9. Policy on Access to training at the MGH MRI Research Platform (English — Anglais
seulement)

Approval by: Reza Farivar (PhD), Platform Director
Preamble

The MGH MRI Research Platform is based on a user-operated model, where each lab nominates members who
will then receive training to operate the scanner on their system. Because of the resource limits for providing
training, this policy sets the eligibility requirements for the trainees and the limitations present for providing
training to personnel.

Access restrictions

1. The MGH MRI Research Platform may only be operated by authorized users that have completed
Operator training which include theoretical, safety, hands-on and supervised training.
2. As of January 4, 2023, there are two categories of operators:

a. Full Operators are PhD, Post Doc, MSc, Research Associates or Research Assistants in the lab
for which the Principal Investigator has a subscription at the MGH MRI Research Platform. They
are long term members of the lab that have completed Operator training and are authorized by the
MGH MRI Platform Manager.

b. Assistant Operators are Undergrad students, course-based students or summer trainees that have
completed Operator training and are authorized by the MGH MRI Platform Manager. They are
short-term members of the lab in the lab for which the Principal Investigator has a subscription at
the MGH MRI Research Platform. They must be members of the lab for a long enough time
period to allow for completion of Operator training and extensive data collection.

Assistant Operators will not be given full access to the MGH MRI Platform (i.e. no ID cards and
keypad code) and must always be accompanied by a Full Operator when they come to the
Platform for a scan.

3. The MGH MRI Platform will only provide training sessions during Class A slots as these are
guaranteed hours according to the Service Agreement between the MGH MRI Platform and the lab.

4. Priority for hands-on and supervised sessions by our Platform Manager will be given first to new labs
that do not have trained members, then to existing labs that have new members.
NOTE: Consider using other trained operators in your lab for a project before requesting to
train a new operator as Operator training requires a lot of time and resources. The MGH MRI
Platform can also provide a pool of trained users from other labs that have completed their
training to help during scan sessions.

5. Training sessions must be coordinated with the Platform Manager and are conditional on availability
(see policy on Scheduling and Cancellation).

Safety training for observation

1. Users that do not complete Operator training can still have access to the MGH-MRI training Program
modules on MyCourses and attend the Safety training sessions to be able to observe scan sessions
with two entirely trained operators.
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10. Policy on Data Management (English — Anglais seulement)

This document is the MGH MRI Research Platform Policy for Data Management at the MGH MRI
Research Platform.

MRI Data

—_

All MRI data acquired during a scan is stored in the MRI local database.

2. Datais kept on the database until database is 75% full (you can have an idea of how full the database
is by looking at the circle diagram at the bottom right of the MRI Console screen).

3. When database reaches 75%, Platform Manager send a mass email to Users informing them that
Data will be deleted in one week.

4. One week later, Platform Manager permanently deletes Data from the database.

Data on Stimulus Computer (Mac)

1. Participant data should not be stored long term on the Stimulus computer. Files on the Stimulus
Computer should only be code and files required to run experiments.

2. Data must be deleted at the end of the scan (no more than 1 week after the experiment).

3. All files not on the Desktop or Documents folder will be deleted without notice.

Analysis Computer

1. Participant data or images should not be stored long term on the Analysis computer. Files on the
Analysis Computer should only be code and files required to run experiments.

2. Data and images must be deleted at the end of the scan (no more than 1 week after the experiment).

3. All files not on the Desktop or Documents folder will be deleted without notice.
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11. Statement of Values Surrounding Recognition of Intellectual Contributions (English — Anglais
seulement)

Revision date: 2021-11-09
Preamble

The MGH MRI Research facility provides a state-of-the-art platform as well as a slew of tools to empower
researchers to carry out their important work. The researchers may join us with their own ideas, may bring
with them the contributions of others, and may seek out contributions from our facility above and beyond
the standards of service. As a central tenet of academic research, we believe in recognition of intellectual
contribution. The purpose of this document is to outline our values and expectations as a center, and request
that our users acknowledge these values and aim to respect them in their work with us.

Definition of Intellectual Contribution

Intellectual contribution is an act that increments the overall intellectual value of a work. This is contrasted
with practical contribution—such as assistance in a pre-defined process, whether pre-defined by the
Beneficiary (the person that benefits from the contribution) or the Contributor. It is also distinct from
pedagogical contribution, which involves providing training and education to advance a work. It is also
valuable to distinguish it from applications of pre-existing intellectual property, such as implementation of
a known solution.

We therefore take intellectual contribution to mean an act that increments the value of a work through the
provision of novel solutions that require one to go beyond the Standards of Service to provide.

Standards of Service

Each user at the MGH Research facility has access to a certain amount of consulting time. This time may
be used to recruit the assistance of the Platform Manager. At times, additional consultation of the Scientific
Officers (e.g. Platform Manager, Director, Associate Director, Engineers, etc.) may be needed as well. The
contribution of these staff to setting up of a research program are considered to be Standard of Service and
not an intellectual contribution by our staff. An important qualifier, and one that is consistent with the
definition above, is that our staff are assisting Users in implementing existing solutions and not creating
novel solutions for a User. The provision of a novel solution may be deemed an intellectual contribution.

Recognition of Prior Contributions

Users may have benefited from the intellectual contributions of others prior to joining our facility, consistent
with the definition above—that an expert contributed more than their Standard of Service to provide novel
solutions to a user’s problem. We hold that these are also deemed intellectual contributions to the research
and merit recognition.

Original Intended Value

The act of recognition of someone’s intellectual contribution is to make it known in a manner that is
consistent with the intended value of the contribution. The reason we emphasize intended is that novel
Version 2.1 -2025-12-01
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solutions—the kind that make for intellectual contribution—necessarily require some trial and error, and it
is possible that some of those intended solutions do not get fully implemented in the final work. Yet the
effort itself was what led to the implemented work. Therefore, intellectual contributions should be valued
before the undertaking rather than post-hoc.

Recognition

To recognize is to make it known—to be transparent about who contributed to the final work. The manner
of recognition ought to be satisfactory to both the Beneficiary and the Contributor. In the event that an
existing agreement on the recognition is not known at the onset of an undertaking, both sides must engage
in good faith to come to an agreement, and the Scientific Officers of the MGH MRI Research Facility may
contribute to achieve a just agreement.

There are two specific cases where we believe recognition ought to occur:

1. Contribution by our staff—if a staff or officer has gone above the Standard of Service to contribute
a novel solution to a work, the researchers ought to recognize that contribution, possibly with co-
authorship or at a minimum with acknowledgements on papers.

2. Contribution by other centers—when a researcher brings intellectual contributions made elsewhere,
it is important for us to know that and to also know that the original contributor is adequately
recognized.

Impact and Importance

Our staff and those of other centers actively strive to advance their understanding and skills to provide
excellent service and useful assistance to researchers. When they are needed to go above the Standard of
Service, their contribution must be justly recognized as this is central to our academic conduct.

As aresearch center, we strive to advance the values and principles of academic conduct, and it is important
that we make our values clear to our researchers so that we can work together and advance their research
with mutual appreciation, full transparency, and total integrity.
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12. Policy on Incidental Findings (English — Anglais seulement)
Latest update: 2022-05-19

Approval by: Ives Levesque, PhD, FCCPM
This policy is effective as of: 2022-06-01
Context/background

MR imaging is a powerful diagnostic imaging modality when used by medical professionals with a
diagnostic, clinical, or medical objective. In research, MR imaging can be used to answer specific questions
about the human body for the goal of advancing science and human knowledge. During research studies,
these magnetic resonance images may reveal abnormal or suspicious findings in research participants.

The management of incidental findings in Canada is informed by the Tri-Council Policy Statement, Article
3.4. This is summarized in the Guidance in Applying TCPS 2 (2018) Article 3.4, entitled “How to Address
Material Incidental Findings™!. The responsibility for management rests with the investigator (or Study PI).

This policy defines how the MGH MRI Platform supports the application of the TCPS guidance applies to
all users of the MGH MRI Research Platform and members of their associated research groups who work
with any data collected at the MGH MRI Research Platform. The PI of the group is responsible for ensuring
that research group members are familiar with this policy.

Definitions

An incidental finding is a “discovery about research participants or prospective participants that is made in
the course of research but is outside the objectives of the research study”?. In this context, an incidental
finding is any apparent atypical finding or abnormality noted on any series of magnetic resonance images
from an examination conducted on a volunteer for research purposes, observed during a study, that may or
may not have medical implications.

Material Incidental Finding: an incidental finding is material if it is “reasonably determined to have
significant welfare implications for the participant or prospective participant.” Only material incidental
findings need be reported to participants. Material incidental findings must meet all 3 determinants defined
in TCPS 2, which are briefly summarized below.

1. Analytical validity: finding determined not to be an artifact of the methodology.

2. Potential significance: finding potentially important to disclose to the participant, as it may
significantly affects the participant’s welfare, or the welfare of the participant’s close relationships
(e.g. family), immediately or in a reasonably defined future,

3. Actionability: in sharing such findings in a timely manner, the participant can initiate an action to
remove or help manage the risk to his/her welfare, and/or can use this information to take steps that
may result in the research participant’s benefit, or the benefit of their relatives.

" https://ethics.gc.ca/eng/incidental_findings.html
2 https://ethics.gc.ca/eng/incidental_findings.html#a3
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For the purposes of this policy, the MRMD is designated the foremost expert in determining materiality, as
they have the expertise and meet the standards of practice to make such determinations.

Notes:

There is normal variability in anatomical structure. Observers who are not trained healthcare professionals
may observe imaging findings that appear to be abnormal. They should abstain from drawing conclusions
based on such observations. Although incidental findings are rare, all such observations may be referred to
this procedure.

In determining materiality, the Study PI may consult expert opinions. This policy sets forth the ways in
which the MGH MRI Research Platform can support these efforts.

Scope of the policy

1. As indicated in the Terms of Use of the MGH MRI Platform, research exams conducted on volunteer
participants cannot be considered as diagnostic and cannot be used as such by anyone including
healthcare professionals.

2. MRI scans conducted for research at the MGH MRI Platform are not intended for diagnostic, clinical,
or medical use. As such, they are not routinely reviewed by medical professionals for abnormalities.
Should there be an incidental finding in the study, the researchers are responsible for ensuring it is
addressed accordingly.

3. Researchers are not expected to ensure systematic review of images for incidental findings or any other
medical abnormalities (beyond examination of images according to their research protocol).

4. Researchers are required by TCPS2 to address incidental findings regardless of the time at which the
finding is observed, up to a reasonable period. For example, an incidental finding may be observed at
a later stage, during image review or image analysis. It is recommended that the researcher meet this
obligation until closure of the study.

5. Within the scope of guidance from TPCS 2, only material incidental findings should be reported to
participants. Incidental findings are to be deemed as material on the basis of TCPS 2, as described
above.

6. The MGH MRI facility commits to providing the services of experts to help determine the materiality
of an incidental finding.

7. The MGH MRI Research Platform recommends that the Study PI (or delegate) inform research
participants receiving an MRI scan of the possibility of incidental findings prior to participating in any
research study.

8. The MGH MRI Research Platform recommends that research participants should not be shown any
images collected during the imaging study.

9. As part of the consent process for participation in the study, research participants may be asked in
advance of their participation for consent to review of the research images by a qualified health
professional, if an incidental finding is observed.

Recommendation of consent and information

The MGH MRI Platform strongly recommends that a statement about incidental findings should be
included on all consent forms for studies conducted at the MGH MRI Platform. Consent of the participant
will be required for any assistance on incidental findings requested from the MGH MRI Research Platform.
An example is provided below.
Version 2.1 -2025-12-01
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The MR imaging examination used in this study is designed to answer research questions. This
procedure is not designed to examine your body medically. The images created during this
procedure will not be reviewed by a health professional-unless explicitly required by the protocol
for this specific study. This MRI procedure is not a substitute for one that a medical doctor would
order, and it may not show problems that would be picked up by a medical MRI examination. In
rare cases, the MR technologist or a member of the study team may notice unexpected
abnormalities in a participant. In the unlikely event that an atypical finding is observed on the MR
images of your body, images will be forwarded to a radiologist at the Montreal General Hospital
for further review. If necessary, the radiologist will follow-up with you or your primary care
physician. By signing this consent form, you agree to the release of the scan for review by a medical
professional. It is possible that you could be unnecessarily worried if a problem were suspected,
but not actually found. Material incidental findings are findings made in the course of the study
that may have significant impacts on your current or future wellbeing or that of your family
members. A material incidental finding concerning you in the course of this research will be
communicated to you and to a health professional of your choice. At your request, the investigators
can contact you or your primary care physician to help arrange medical follow-up to interpret the
significance of the findings.

Procedure

Discovery and report of incidental finding

1. If the MR operator or any other researcher observes a potential abnormality, the examination can
be nonetheless completed. Interrupting the examination abruptly could prove to be unnecessary and
cause undue stress to the participant. The participant will be thanked and compensated for their
time according to study protocol.

2. The MR technologist or research team member who notices finding should report to the Study PI,
independently of when the finding is observed. If the MR technologist or other Platform staff
identifies the finding, they will report this directly to the Study PI. The rest of the procedure applies
independently of when the finding is noticed.

Assessment

3. The Study PI may seek assistance from the MGH MRI Platform provided that they have obtained
the consent of the research participant.

4. To obtain assistance in responding to an incidental finding and determination of materiality, the
Study PI may report the finding to the MRMD by email* with exam date and a brief description of
concern, under the Subject: “Incidental Finding — MGH MRI Platform”, with copy to the Platform
Manager.

5. Upon receipt of email, the MRMD initiates image review, to determine if the finding is material®,
by assessing:

6. Analytical validity

S https://ethics.gc.ca/eng/incidental_findings.html#a5
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i

10.

Potential significance

Actionability

The Platform Manager may assist the MRMD in retrieving the images for examination, either from
the MRI system or with the help of the research group. The MRMD may consult with other
healthcare professionals as needed and with Platform staff (e.g. Manager, Directors, MR physicist)
on the potential for imaging artifacts.

The MRMD will produce a summary of the findings. This does not constitute an official radiology
report.

* Email is not secure so participant identifiers should not be used (e.g., by name)

Reporting

11.

12.

13.

14.

15.

16.

17.

The MRMD will follow up with the Study PI directly to report whether the funding is material or
not. The Platform Manager may assist communication.

If the incidental finding is not material, the MRMD will provide the written summary of findings
to the Study PI, and the procedure is complete. Non-material findings do not need to be reported to
participants.

If the finding is deemed material, the MRMD will provide the written summary of findings to the
Study PI, who will report the finding to the participant. In addition to the report, the MRMD can
suggest an appropriate course of action that can be communicated to the participant.

While reporting, the MRMD may advise the Study PI with respect to the participant's inclusion in
or exclusion from the study. It is the Study PI's responsibility to ensure that any impact on the
participant’s participation in the study, including withdrawal, is appropriately documented. The
MGH MRI Research Platform recommends that information about incidental findings be kept in
writing by the Study PI in the study files.

Upon request in writing by the participant, the MRMD may contact the participant's physician and
discuss the importance of the incidental finding. In such cases, the Study PI will provide the
participant’s contact information to the MRMD only. The Study PI may also provide the name and
contact information of participant's primary care physician (e.g., family physician).

At their discretion and at the request of the participant, the MRMD may place a clinical requisition
to conduct a clinical MR examination and/or refer the participant to a physician for medical follow-
up.

Sharing of image data with the participant is governed by the MGH MRI Research Platform’s
policy. The comments from the MRMD can also be included with the images. These comments do
not constitute an official report.

Confidentiality

All research data, including the possible significance of an incidental finding are covered by various
statements of confidentiality. Once the MRMD (or the delegate) is contacted, the incidental finding
becomes a healthcare matter and may be subject to various provincial and healthcare privacy policies.
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13. Policy on the Sharing of Research Images to Participants / Politique sur le partage des images
de recherche aux participants

13.1. Policy on the Sharing of Research Images to Participants (English)

Study PIs are responsible for the storage and control of participant images. There may be legitimate reasons
to share images with participants, including but not limited to cases of incidental findings. Study Pls are
best placed to provide images to participants, and the MGH MRI Platform does not restrict the liberty of
researchers to share their image data.

The MGH MRI Platform generally does not distribute image data to participants. The Platform can assist
PIs in the distribution of data in cases where a material incidental finding has been found, assuming that a
copy of the data remains in the MGH MRI Platform archive. The MGH MRI Platform does not currently
commit to long-term archiving of study data. Requests for distribution of research images must be submitted
in writing to the Platform Manager by the Study PI.

Direct requests for image data from participants to the MGH MRI Platform will be referred back to the
Study PI.

When assisting a Study PI to share images with participants, the MGH MRI Platform will share these
images on physical medium (CD, DVD, USB key) only. The data can be provided to the participant in
person only.

A copy of the MGH MRI Platform's Acknowledgment of Data Sharing Conditions must be included with
every dataset that is acquired at the Platform and shared with a participant.

When the Platform is asked to provide data to a research participant, the participant will sign the MGH
MRI Platform acknowledgment of receipt when the image data is provided.

If the data is being shared by the Study PI, it is the PI's responsibility to inform the participant of the Data
Sharing Conditions and to include the Platform's Acknowledgment of Data Sharing Conditions with the
data. The PI may collect the participant's signature at their discretion.
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13.2. Politique sur le partage des images de recherche aux participants (Frangais)

Les investigateurs principaux (P1) de 1'étude sont responsables du stockage et du contrdle des images des
participants. Il peut y avoir des raisons légitimes de partager des images avec les participants, y compris,
mais sans s'y limiter, les cas de découverte fortuite. Les PI de I'étude sont les mieux placés pour fournir des
images aux participants, et la plateforme IRM de ’HGM ne limite pas la liberté des chercheurs de partager
leurs données d'image.

La plateforme IRM de ’HGM ne distribue généralement pas de données d'imagerie aux participants. La
plateforme IRM de ’HGM peut aider les PI dans la distribution des données dans les cas ot une découverte
fortuite matérielle a été trouvée, en supposant quune copie des données reste dans les archives de la
plateforme. La plateforme IRM de ’HGM ne s'engage actuellement pas a 'archivage a long terme des
données d'étude. Les demandes de distribution d'images de recherche doivent étre soumises par écrit au
gestionnaire de la plateforme par le PI de 1'étude.

Les demandes directes de données d'image des participants a la plateforme IRM de 'HGM seront renvoyées
au PI de I'étude.

Lorsque la plateforme IRM de ’HGM aide un chercheur principal de I'é¢tude a partager des images avec
des participants, elle partagera ces images sur un support physique (CD, DVD, clé USB) uniquement. Les
données peuvent étre fournies au participant en personne uniquement.

Une copie de [ 'Acceptation des conditions de partage de données de la plateforme IRM de I’"HGM doit étre
incluse avec chaque ensemble de données acquis sur la plate-forme et partagé avec un participant.

Lorsqu'il est demandé a la plateforme de fournir des données a un participant a la recherche, le participant
signera l'accusé de réception de la plateforme IRM de ’HGM lorsque les données d'imagerie seront
fournies.

Si les données sont partagées par le PI de I'étude, il est de la responsabilité du PI d'informer le participant
des conditions de partage des données et d'inclure /’Acceptation des conditions de partage des données de
la plateforme
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Plateforme IRM de L’HGM: Acceptation des conditions de partage des données
MGH MRI Platform: Acknowledgment of Data Sharing Conditions

Une copie électronique de cette déclaration accompagnera toutes les données récoltées a la plateforme IRM de I’HGM qui sont
partagées avec les participants de recherche / An electronic copy of this statement will accompany any data collected at the MGH
MRI Platform that is shared with research participants.

Selon les conditions d'utilisation de la Plateforme IRM de ’'HGM, les examens de recherche effectués sur les participant-es de
recherche dans la grande majorité des études ne peuvent pas étre considérés comme diagnostiques. Seules les images recueillies en
vertu des réglements provinciaux sur les soins de santé, a la suite d'une demande clinique peuvent étre considérées comme
diagnostiques. Les images récoltées pour la recherche a la Plateforme IRM de 'HGM ne peuvent généralement pas étre utilisées
par quiconque, y compris les professionnels de la santé, pour établir un diagnostic.

Les images récoltées a la Plateforme IRM de I’HGM sont considérées et protégées comme des données de recherche et stockées
sous la responsabilité du chercheur (investigateur principal, ou PI) de 1'é¢tude pour laquelle les données ont été acquises.

Reconnaissant qu'il puisse y avoir des raisons 1égitimes de le faire, les chercheurs peuvent choisir de partager les images récoltées
pour la recherche avec les participant-es de recherche. La Plateforme IRM de ’HGM ne fournit pas systématiquement d'images
aux participant-es de recherche. Suite 4 la demande écrite d'un chercheur principal, la Plateforme IRM de I'HGM peut aider a
fournir des images aux participant-es de 1'étude.

En partageant les images avec le-la participant-e de recherche, le PI de I'étude reconnait avoir accepté les conditions d'utilisation
de la Plateforme IRM de ’HGM, y compris la condition que les images ne puissent pas étre utilisées comme informations de
diagnostic.

En recevant ces images, le-la participant-e de recherche reconnait comprendre que les images ne doivent pas étre interprétées
comme des images cliniques et ne doivent pas étre utilisées pour établir un diagnostic.

Per the Terms of Use of the MGH MRI Facility, research exams conducted on research participants in the vast majority of research
studies cannot be considered diagnostic. Only images collected under provincial healthcare regulations following a clinical
requisition can be considered diagnostic. Images collected for research at the MGH MRI Platform generally cannot be used by
anyone, including healthcare professionals, to establish a diagnosis.

The images collected at the MGH MRI Platform are considered and protected as research data and stored under the responsibility
of the researcher (principal investigator, or PI) of the study for which the data were acquired.

Recognizing that there may be legitimate reasons to do so, investigators may choose to share images collected for research with
research participants. The MGH MRI Platform does not routinely provide image data to research participants. At the written request
of a PI, the MGH MRI Platform may assist in providing images to study participants.

In sharing the images with the research participant, the Study PI acknowledges having accepted the Terms of Use of the MGH MRI
Platform, including the condition that the images cannot be used as diagnostic information.

In receiving these images, the research participant acknowledges that they understand that the image data shall not be interpreted
as clinical images and shall not be used to establish a diagnosis.

NOM DU-DE LA PARTICIPANT-E / NAME OF THE RESEARCH PARTICIPANT:

Signature:

Date:
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14. Policy on individuals who are pregnant or breastfeeding and the MR research environment /
Politique sur les femmes enceintes ou qui allaitent et 'environnement de recherche en IRM

14.1. Policy on individuals who are pregnant or breastfeeding and the MR research
environment (English)

Approval by: Ives Levesque, PhD, FCCPM

This policy is effective as of: 2025-12-01 ) ) ) ) )
1. Researchers and participants in research studies may be of child-bearing age and therefore require

Scope of the\plieferation for the safety of the mother and of the fetus in the MR environment. The MGH MRI
Platform sees its responsibility as providing guidance and information to researchers and participants
who use the Platform’s facilities.

2. Information for individuals who are breastfeeding is also included.

3. At the same time, the MGH MRI Research Platform must respect the privacy of workers and research
participants. In doing so, the Platform must carefully weigh the pros and cons of systematic testing®.

4. TItis noted the benefits of MR examination to research participants are often nil or negligible.

Risks to the fetus

What are the risks to the fetus if an MRI is performed on a pregnant woman?

e Sources of risk: Any participant in MRI is exposed to a large static magnetic field (3 T at the MGH
MRI Platform), and a combination of time-varying magnetic fields that can cause heating (RF field)
and acoustic noise (gradient field). The static field is always on. The time-varying fields are only
applied when the scanner is actively producing images. In addition, MRI systems generate
considerable levels of acoustic noise due to mechanical vibrations as a by-product of scanner
operation.

o Static field risks: There is negligible risk to all individuals, including pregnant women and fetuses,
due to short-term exposure to static magnetic fields. For instance, pregnant workers are allowed to
continue their work activities in MRI according to CAR guidelines, and their occupational exposure
to these fields is much greater than for research participants.

4 Tamara J. Sussman, David Pagliaccio. Pregnancy Testing Before Magnetic Resonance Imaging for Neuroimaging
Research: Balancing Risks to Fetuses With Risks to Youth and Adult Participants. Biological Psychiatry: Cognitive
Neuroscience and Neuroimaging, 2023;8(2):137-139
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o Risk related to heating: In normal operating mode, temperature increases in the human body are
limited to 0.5 deg C through an advanced calculation using proprietary software from the MR
system vendor, adapted to each participant/patient. This is 4x less than the temperature increase
known to cause teratogenic effects® (+2°C). In first-level controlled operating mode, the highest
mode of MR operation allowed by Health Canada, temperature increases are restricted to 1.0deg
C, still below the observed threshold by 2x.

e MR in the second and third trimester: MRI at 1.5 and 3 T do not have any documented risks to the
mother or the fetus when performed in the second and third trimester, including risks related to
static field exposure, heating, and acoustic noise. As such, MRI is clinically indicated for diagnosis
in patients in these conditions. This is well summarized in the 2022 guidelines from the Canadian
Association of Radiologists (CAR)®.

e For MRI performed in the first trimester: there is limited data for MRI in the first trimester. There
is one observation in a large cohort of fetuses exposed to MRI at 1.5 T during gestational weeks 5—
10 having a slightly higher risk of vision loss (Ray et al. 2016), but this finding has not been
reproduced. A small retrospective study (N=14/81) of 1st-trimester 3 T MRI reported no adverse
effects.

e Use of gadolinium-based contrast agents (GBCA) in pregnancy: GBCA are not routinely used in
research participants. GBCA are not indicated for routine use in pregnant patients, much less in
pregnant research participants This is due to the fact that GBCAs have been associated with
increased risk of rheumatological, inflammatory, or infiltrative skin conditions, as well as stillbirth
and neonatal death’. At the MGH MRI platform, studies using GBCA must involve a physician on
the protocol, and will be required to justify their use of GBCA in research participants to the
appropriate REB. At a minimum, CAR guidelines should be followed for decisions to use GBCA
in individual participants.

e MR examination of pregnant patients for research: In balancing the non-zero risks related to MRI
examination in pregnant individuals and the potentially negligible (or nil) direct benefits of the
research study to the participant, MR examination of participants who are pregnant is not
recommended, unless the context of the research study warrants such an examination.

> Ziskin MC, Morrissey J. Thermal thresholds for teratogenicity, reproduction, and development. Int J Hyperthermia.
2011;27(4): 374-387.

¢ Jabehdar Maralani P, Kapadia A, Liu G, Moretti F, Ghandehari H, Clarke SE, Wiebe S, Garel J, Ertl-Wagner B,
Hurrell C, Schieda N. Canadian Association of Radiologists Recommendations for the Safe Use of MRI During
Pregnancy. Can Assoc Radiol J. 2022 Feb;73(1):56-67.

7 Ray, JG, Vermeulen, MJ, Bharatha, A, Montanera, WJ, Park, AL. Association Between MRI Exposure During
Pregnancy and Fetal and Childhood Outcomes. JAMA 2016; 316(9):952-61.
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Policy statement

Occupational exposure

Per guidelines from the Canadian Association of Radiologists (2022), workers who are pregnant are allowed
to continue their work activities in MRI, including entering the scanner room to perform tasks such as
preparing a scan or positioning a research participant. The worker should not remain in the scanner room
while the scanning, as there is limited data on occupational exposure of pregnant women and their fetuses
to time varying magnetic fields (RF and pulsed gradient fields).

Research participants who are pregnant

The MGH MRI Platform recommends that researchers must exclude participants who are pregnant, or who
believe they may be pregnant, from participating in studies involving MR examination. It is the
responsibility of the participant to divulge whether they are pregnant or believe they may be pregnant.

Exceptions to this policy requested by researchers in the context of research projects that directly involves
pregnant participants must be made in writing to the MGH MRI Platform.

Pregnancy test kits

As a courtesy to its researchers, the MGH MRI Platform offers test kits free-of-charge to researchers and
participants, such that a more accurate determination can be made on the day of the research scan. Testing
is optional. The individual participant retains privacy over the test result.

Individuals who are breastfeeding

There is no evidence to suggest that MR examination (without injected contrast agent) can affect
breastfeeding. Individuals who are breastfeeding can continue their work activities in the MR environment,
and can participate in MR research studies. The use of contrast agents (such as gadolinium-based contrast
agents) in individuals who are breastfeeding is subject to directions on the product monograph of the
contrast agent used in the study, and to the guidance of the MD on the study protocol.

Informed consent
As part of the process of collecting the informed consent of research participants, researchers who use the
MGH MRI Platform (1) must inform their participants of the potential risks of MR examination while

pregnant, as described elsewhere in this document, and (2) must exclude participants who are pregnant from
undergoing MR examination.
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14.2. Politique sur les femmes enceintes ou qui allaitent et ’environnement de recherche en
IRM (Frangais)

Approuvé par: Ives Levesque, PhD, FCCPM
En vigueur a compter du: 2025-12-01
Note ; en cas de djvergence entre les textes anglais et francais, le texte anglais prévaut. n , .
15" Tes chereheurs et les participantes aux etudes peuvent etre en age de procréer. Il est donc essentiel de
Portée de tepptidpmpte de la sécurité de la mére et du feetus dans I’environnement IRM. La plateforme IRM de
I’Hopital général de Montréal (HGM) s'engage a fournir des conseils et des renseignements aux
chercheurs et aux participants qui utilisent ses installations.

2. Des informations destinées aux personnes qui allaitent sont également incluses.

3. Parall¢lement, la plateforme de recherche en IRM de ’HGM doit respecter la vie privée des travailleurs
et des participants a la recherche. Ce faisant, elle doit soigneusement évaluer les avantages et les
inconvénients de I’exercice systématique du dépistage de la grossesse..

4. 1l est a noter que les avantages de I'examen IRM pour les participants a la recherche sont souvent nuls
ou négligeables.
Risques pour le fétus

Quels sont les risques pour le feetus si une IRM est pratiquée chez une femme enceinte ?

o Sources de risque: Toute participante a un examen IRM est exposée a un champ magnétique statique
important (3 tesla a la plateforme IRM de ’HGM) et a une combinaison de champs magnétiques
variables pouvant induire un échauffement (champ RF) et du bruit acoustique (champ de gradient).
Le champ statique est maintenu en tout temps. Les champs variables ne sont appliqués que lorsque
l'appareil produit des images. De plus, les systémes d'IRM générent un bruit acoustique
considérable dii aux vibrations mécaniques inhérentes a leur fonctionnement.

e Risques reliés au champ magnétique statique: L'exposition a court terme aux champs magnétiques
statiques présente un risque négligeable pour tous, y compris les femmes enceintes et les foetus. Par
exemple, les travailleuses enceintes sont autorisées a poursuivre leurs activités professionnelles en

8 Tamara J. Sussman, David Pagliaccio. Pregnancy Testing Before Magnetic Resonance Imaging for Neuroimaging
Research: Balancing Risks to Fetuses With Risks to Youth and Adult Participants. Biological Psychiatry: Cognitive
Neuroscience and Neuroimaging, 2023;8(2):137-139
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IRM conformément aux recommandations de 1’ Association canadienne des radiologistes, et leur
exposition professionnelle a ces champs est bien supérieure a celle des participants a la recherche.

e Risques relies a I’échauffement: En mode de fonctionnement normal, l'augmentation de la
température corporelle est limitée a 0,5 °C, assuré grace a un calcul avancé effectué par un logiciel
propriétaire du fournisseur du systéme d'IRM, adapté a chaque participant/patient. Cette valeur est
quatre fois inférieure a I'augmentation de température connue pour induire des effets tératogénes
(+2 °C). En mode de fonctionnement contrdlé de niveau 1 (First Level Controlled), le mode de
fonctionnement IRM le plus élevé autorisé par Santé¢ Canada, I'augmentation de la température est
limitée a 1,0 °C, soit deux fois moins que le seuil tératogenique observé.

o IRM durant les deuxiéme et troisiéme trimestres de grossesse: L'IRM a 1,5 et 3 T ne présente aucun
risque documenté pour la mére ou le feetus lorsqu'elle est pratiquée au cours des deuxiéme et
troisiéme trimestres, y compris les risques liés a l'exposition au champ statique, a I'échauffement et
au bruit acoustique. Par conséquent, I’'IRM est cliniquement indiquée pour le diagnostic chez les
patientes dans ces conditions. Ces renseignements sont bien résumés dans les recommandations de
2022 de I’ Association canadienne des radiologistes (CAR)’.

o IRM durant le premier trimestre de grossesse: Les données concernant I'lRM au cours du premier
trimestre sont limitées. Une étude menée sur une vaste cohorte de foetus exposés a une IRM a 1,5
T entre la Se et la 10e semaine de gestation a révélé un risque légérement accru de perte de vision
(Ray et al., 2016), mais ce résultat n'a pas été reproduit. Une petite étude rétrospective (N = 14/81)
portant sur des IRM a 3 T réalisées au cours du premier trimestre n'a rapporté aucun effet
indésirable.

o Utilisation d'agents de contraste a base de gadolinium (ACBG) pendant la grossesse: Les agents de
contraste a base de gadolinium (ACBG) ne sont pas utilisés systématiquement chez les participants
a larecherche. Leur utilisation n'est pas routini¢re chez les femmes enceintes, et encore moins chez
les participantes a la recherche enceintes. Ceci est dii au fait que les ACBG ont été associés a un
risque accru d'affections cutanées rhumatismales, inflammatoires ou infiltrantes, ainsi que de
mortinatalité et de décés néonatal. A la plateforme d'IRM de ’HGM, les études utilisant des ACBG
doivent inclure un médecin dans 1’équipe du protocole de recherche et devront justifier leur
utilisation chez les participants auprés du comité d'éthique de la recherche (CER). A tout le moins,
les lignes directrices de la CAR doivent étre suivies pour toute décision d'utiliser des ACBG chez
un participant.

e Examen IRM de patientes enceintes a des fins de recherche: Compte tenu que les risques liés a
I'examen IRM chez les femmes enceintes ne soient pas strictement nuls et que les avantages directs
de l'étude de recherche pour la participante soient négligeables ou nuls pour la participante,

9 Jabehdar Maralani P, Kapadia A, Liu G, Moretti F, Ghandehari H, Clarke SE, Wiebe S, Garel J, Ertl-Wagner B,
Hurrell C, Schieda N. Canadian Association of Radiologists Recommendations for the Safe Use of MRI During
Pregnancy. Can Assoc Radiol J. 2022 Feb;73(1):56-67.
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I'examen IRM des participantes enceintes n'est pas recommandé, sauf si le contexte de I'étude de

recherche justifie un tel examen.

Enoncé de politique

Exposition professionnelle

Conformément aux lignes directrices de 1’ Association canadienne des radiologistes (2022), les travailleuses
enceintes sont autorisées a poursuivre leurs activités professionnelles en IRM, notamment a entrer dans la
salle d’examen pour effectuer des taches telles que la préparation d’un examen ou le positionnement d’une
participante a une recherche. La travailleuse ne doit pas rester dans la salle d'examen pendant I'examen, car
les données sur l'exposition professionnelle des femmes enceintes et de leurs foetus aux champs
magnétiques variables (champs RF et gradients pulsés) sont limitées.

Participantes enceintes a la recherche

La plateforme d’IRM de 'HGM recommande aux chercheurs d’exclure de toute étude impliquant un
examen IRM les participantes enceintes ou qui pensent 1’étre. Il incombe a chaque participante de divulguer
si elle est enceinte ou croit 1’étre.

Toute demande de dérogation a cette politique formulée par les chercheurs dans le cadre de projets de
recherche impliquant directement des participantes enceintes doit étre soumise par écrit a la plateforme
d’IRM de ’'HGM.

Tests de grossesse

Par courtoisie envers ses chercheurs, la plateforme d'IRM de 'HGM met gratuitement a leur disposition,
ainsi qu'aux participantes, des tests de grossesse afin de permettre un diagnostic plus précis le jour de
I'examen et une décision éclairée de la part de la participante. Le test est facultatif. La confidentialité¢ du
résultat est assurée.

Allaitement

Rien n'indique que I'IRM (sans injection de produit de contraste) puisse affecter l'allaitement. Les femmes
qui allaitent peuvent poursuivre leurs activités professionnelles dans I'environnement IRM et participer aux
¢études de recherche. L'utilisation de produits de contraste (comme les produits a base de gadolinium) chez
les femmes qui allaitent est soumise aux instructions figurant dans la monographie du produit utilisé et aux
recommandations du médecin responsable du protocole.

Consentement éclairé
Dans le cadre du processus de collecte du consentement éclairé des participants a la recherche, les
chercheurs qui utilisent la plateforme IRM de I’HGM (1) doivent informer leurs participantes des risques

potentiels liés a I'examen IRM pendant la grossesse, tels que décrits ailleurs dans ce document, et (2) doivent
exclure les participantes enceintes de I'examen IRM.
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15. Policy on High-risk participants / Politique sur les participants a haut risque

15.1. Policy on High-risk Participants (English)
Adopted: 2025-09-15

High-risk participants are defined as any individuals who might be recruited to participate in magnetic
resonance (imaging or spectroscopy) studies AND present with a characteristic that makes them more at-
risk than the average individual when exposed to one or more of the hazards' related to the MR system.
These are not hypothetical risks — there must be scientific rationale or evidence to support the consideration
of risk.

High-risk individuals include (but are not limited to) those who may feature'':

e cardiac arrest

e pregnancy

e cxtensive tattoos

e seizure prone or claustrophobic

e decompensated cardiac individual

o febrile (fever)

e impaired ability to perspire e.g. due to age, overweight, diabetes, or hypertension

e specific drug regimes that may affect thermoregulatory capabilities, such as diuretics,
tranquillizers, or vasodilators

e unconscious, sedated or locally anesthetized, confused, or may be unable to sense or communicate
heat sensations

e fever, reduced thermal regulating capabilities, or increased sensitivity to raised body temperature

e thermally insulated (e.g. plaster/gypsum cast)

e MR Conditional implants for which labeling may require SAR and/or gradient output to be limited

e babies in incubators

e very young or elderly

Policy:

1. The MGH MRI Platfom will prioritize participant safety in all potential considerations of MR
experiments, and advise researchers accordingly.

19 In this document, the definitions of hazard and risk are the conventional definitions accepted by the workplace
safety community at-large. A hazard is an object, substance, activity, or situation with the potential to cause harm. A
risk is the likelihood of a hazard causing harm combined with the severity of the potential harm.
! List taken from Philips MR system manual circa 2015.
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The Platform will not allow undue risks to be taken in the MR scanning of research participants
and may forbid any proposed MR examination.

The Platform will endeavour to actively support researchers who wish to consider scanning high-
risk individuals as part of their research studies. Factors to be considered, in addition to participant
safety, will include any potential study benefits for the participant, and the recruitment needs of the
study.

Researchers will disclose and discuss all potential high-risk participants with the Platform Manager
as part of the routine participant screening process.

Each potential high-risk participant will be discussed individually with the Platform Manager prior
to approval. If a study population is composed by definition of high-risk participants listed above,
or features a high likelihood of high-risk participants, then the Platform requires that measures
around the high-risk participants be explicitly included in the study protocol. The Platform staff are
available for discussion of such protocol elements.

Any decision by the Platform Manager relating to specific participants, after consulting with the
MR Medical Director, MR Safety Office, and/or Platform Director, will be final.

15.2. Politique sur les participants a haut risque (Francgais)
Adopté : 2025-09-15

Les participants a haut risque sont définis comme toute personne susceptible d’étre recrutée pour participer

a des études de résonance magnétique (imagerie ou spectroscopie) ET présentant une caractéristique qui la

rend plus a risque que la moyenne lorsqu’elle est exposée a un ou plusieurs des dangers liés au systéme

IRM. Il ne s’agit pas de risques hypothétiques — il doit exister une justification scientifique ou des preuves
appuyant la prise en compte de ce risque.

Les individus a haut risque comprennent (sans s’y limiter) les personnes pouvant présenter:

Arrét cardiaque

Grossesse

Tattoos étendus

Sujets aux crises d’épilepsie ou claustrophobes

Insuffisance cardiaque décompensée

Fiévre (état fébrile)

Capacité réduite a transpirer, p. ex. en raison de 1’age, du surpoids, du diabéte ou de I’hypertension
Prises de médicaments pouvant altérer les capacités de thermorégulation, tels que les diurétiques,
les tranquillisants ou les vasodilatateurs

Personnes inconscientes, sédatées ou anesthésiées localement, confuses ou incapables de percevoir
ou de communiquer des sensations de chaleur

Fiévre, capacités de régulation thermique réduites ou sensibilité accrue a 1’élévation de la
température corporelle
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e Personnes thermiquement isolées (p. ex. platre)

e Implants compatibles IRM (IRM conditionnelle) dont 1’étiquetage peut exiger une limitation du
SAR et/ou des gradients

e Bébés en incubateurs

e Personnes trés jeunes ou agées

Politique :

1. La Plateforme d’IRM du MGH accordera la priorité a la sécurité des participants dans toute
¢valuation des expériences de RM et conseillera les chercheurs en conséquence.

2. La Plateforme n’autorisera pas la prise de risques injustifiés lors de I’examen IRM de participants
a la recherche et peut interdire tout examen IRM proposé.

3. La Plateforme s’efforcera de soutenir activement les chercheurs souhaitant inclure des individus a
haut risque dans leurs études. Outre la sécurité des participants, les facteurs pris en compte incluront
les bénéfices potentiels pour le participant et les besoins de recrutement de 1’étude.

4. Les chercheurs doivent divulguer et discuter de tout participant potentiellement a haut risque avec
le gestionnaire de la Plateforme dans le cadre du processus habituel de sélection des participants.

5. Chaque participant potentiellement a haut risque fera I’objet d’une discussion individuelle avec le
gestionnaire de la Plateforme avant approbation. Si une population d’étude est, par définition,
composée de participants a haut risque selon la liste ci-dessus, ou présente une forte probabilité
d’en inclure, alors la Plateforme exige que les mesures liées aux participants a haut risque soient
explicitement incluses dans le protocole d’étude. Le personnel de la Plateforme est disponible pour
discuter de ces éléments de protocole.

6. Toute décision du gestionnaire de la Plateforme concernant des participants spécifiques, apres
consultation du directeur médical RM, du responsable de la sécurité RM et/ou du directeur de la
Plateforme, sera finale.
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