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OssDsign® Cranial PSI
IMAGERIE PAR RÉSONANCE MAGNÉTIQUE

CONTEXTE
L’imagerie par résonance magnétique (IRM) est une technique 
d’imagerie médicale courante qui consiste à mettre le patient 
dans un champ magnétique puissant. Employée dans de 
nombreuses spécialités médicales, elle sert au diagnostic et au 
suivi.
Avec plus de 50 millions d’IRM réalisés chaque année dans le 
monde, ce procédé affiche un bilan de sécurité très solide. Les 
complications les plus fréquemment signalées concernent la 
présence accidentelle d’objets extérieurs dans le champ 
magnétique. L’IRM peut néanmoins présenter un risque pour 
les patients avec certains implants. Au sein du champ 
magnétique, ces implants risquent de se déplacer, d’être 
soumis à des effets de force et de torsion, et produire de la 
chaleur en raison de leur conductivité.

OSSDSIGN CRANIAL PSI 
L’implant OssDsign Cranial PSI est en partie composé de titane, 
un matériau non magnétique, mais susceptible de produire de 
la chaleur s’il est exposé à un champ magnétique puissant. Des 
simulations électromagnétiques et tests non cliniques ont
démontré que le dispositif OssDsign Cranial PSI est classé
« RM sous conditions ». Un patient muni de ce dispositif peut
passer un examen par RM en toute sécurité dans les conditions
suivantes:
•	 Champ magnétique statique de 1,5 Tesla ou 3 Tesla
•	 Gradient spatial de champ magnétique maximal de 3000

Gauss/cm (30 T/m)
•	 Système RM maximal rapporté, taux d’absorption 

spécifique (TAS) moyen corps entier de <2 W/kg (en 
fonctionnement normal) et TAS moyen tête de <3,2 W/kg 
(en fonctionnement normal)

•	 Usage d’antennes corps est autorisé pour la transmission
comme pour la réception.

•	 Usage d’antennes tête est autorisé pour la réception 
uniquement et non pas pour la transmission.

•	 Uniquement bobines de transmission en quadrature 

Lors d’un scanner effectué dans les conditions ci-dessus, 
OssDsign Cranial PSI devrait produire une élévation maximum 
de la température de 2˚ C après 15 minutes en continu.

INFORMATIONS RELATIVES AUX ARTEFACTS
En essais non cliniques, les artefacts produits par OssDsign 
Cranial PSI dépassent d’environ 7 mm du dispositif en cas 
d’imagerie à séquence en écho de gradient par impulsions et 
un système RM de 3 Tesla.

IRM post-opératoire, sagittale. 
Les flèches indiquent le bord de l’implant OssDsign Cranial.

IRM post-opératoire, axiale centrale.
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Lire impérativement les consignes d’utilisation du produit pour prendre connaissance des indications, contre-indications, avertissements et précautions d’usage.
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OSSDSIGN® Cranial
MR CONSIDERATIONS

BACKGROUND
Magnetic Resonance (MR) is a common medical imaging 
method during which a patient is placed in a strong magnetic 
field. It is being used for diagnostic as well as medical follow-up 
and has applications in many medical areas.

MR has a very good safety record with more than 50 million 
scans performed worldwide every year, and the most 
frequently reported complications are related to external 
objects accidentally being drawn into the magnetic field. 
However, MR can constitute a safety risk to patients with 
certain implant devices. Within the magnetic field, these 
devices can potentially move, experience force and torque 
effects and generate heat due to conductivity.

OSSDSIGN CRANIAL PSI 
OSSDSIGN Cranial PSI is partially made from titanium, a 
material that is non-magnetic but may heat when subject to a 
strong magnetic field. Non-clinical testing and in-vivo 
electromagnetic stimulations demonstrate that OSSDSIGN 
Cranial PSI is MR Conditional. A patient with this device can be 
scanned safely in an MR system after implantation under the 
following conditions:

• Static magnetic field of 1.5 Tesla or 3 Tesla
• Maximum spatial gradient of 3000 Gauss/cm (30 T/m)
• Maximum MR system reported, whole body averaged 

specific absorption rate (SAR) of 2 W/kg (Normal Operating 
Mode) and head average SAR of <3.2 W/kg (Normal 
Operating Mode).

• Body coil only, do not use head transmit/receive coil.
• Quadrature transmit coils only.

Under the scan conditions defined above, OSSDSIGN Cranial 
PSI is expected to produce a maximum temperature rise of 
2°C after 15 minutes of continous scanning. 

ARTIFACT INFORMATION
In non-clinical testing, the image artifact caused by OSSDSIGN 
Cranial PSI extends approximately 7 mm from the implant 
when imaged using a gradient echo pulse sequence and a 3 
Tesla MR system. 

MRI postoperative, sagittal. Arrows indicate OSSDSIGN Cranial implant 
border.

MRI postoperative, axial middle. 
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Magnetic Resonance (MR) is a common medical 
imaging method during which a patient is placed in a 
strong magnetic field. It is being used for diagnostic 
as well as medical follow-up and has applications in 
many medical areas.
MR has a very good safety record with more than 50 
million scans performed worldwide every year, the 
most frequently reported complications are related 
to external objects accidentally being drawn into the 
magnetic field. However, MR can constitute a safety 
risk to patients with certain implanted devices. These 
may move if they are magnetic, sustain damage from 
the applied fields, or heat if they incorporate electri-
cally conducting materials.

OSSDSIGN® Cranial is partially made from titanium, 
a material that is non-magnetic but may heat when 
subject to a strong magnetic field. 

Non-clinical testing and in-vivo electromagnetic sti-
mulations demonstrate that the OSSDSIGN® Cranial 
PSI is MR Conditional. A patient with this device can 
be scanned safely in an MR system immediately 
after implantation under the following conditions:

• Static magnetic field of 1.5 Tesla or 3 Tesla
• Maximum spatial gradient magnetic field of 3000 

Gauss/cm or less.
• Maximum MR system reported, whole body aver-

age specific absorption rate (SAR) of 2 W/Kg for 
15 minutes of scanning in the Normal Operating 
Mode of operation for the MR System.

Under the scan conditions defined above, the 
OSSDSIGN® Cranial PSI is expected to produce a 
maximum temperature rise of 2°C after 15 minutes of 
continued scanning.

Warning: Do not use head coil at MRI procedures.

Artifact information 
In non-clinical testing, the image artifact caused by the Cranial PSI extends approximately 7 mm from the 
implant when imaged using a gradient echo pulse sequence and a 3 Tesla MR system.

For more information please contact OssDsign at info@ossdsign.com or +46 (0)18 55 39 93.
Not for sale in the USA

MRI postoperative, sagittal. Arrows indicate 
OSSDSIGN Cranial implant border.

MRI postopertaive, axial middle. 
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OSSDSIGN Cranial implant border.

MRI postopertaive, axial middle. 
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MR CONSIDERATIONS

BACKGROUND
Magnetic Resonance (MR) is a common medical imaging 
method during which a patient is placed in a strong magnetic 
field. It is being used for diagnostic as well as medical follow-up 
and has applications in many medical areas.

MR has a very good safety record with more than 50 million 
scans performed worldwide every year, and the most 
frequently reported complications are related to external 
objects accidentally being drawn into the magnetic field. 
However, MR can constitute a safety risk to patients with 
certain implant devices. Within the magnetic field, these 
devices can potentially move, experience force and torque 
effects and generate heat due to conductivity.

OSSDSIGN CRANIAL PSI 
OSSDSIGN Cranial PSI is partially made from titanium, a 
material that is non-magnetic but may heat when subject to a 
strong magnetic field. Non-clinical testing and in-vivo 
electromagnetic stimulations demonstrate that OSSDSIGN 
Cranial PSI is MR Conditional. A patient with this device can be 
scanned safely in an MR system after implantation under the 
following conditions:

• Static magnetic field of 1.5 Tesla or 3 Tesla
• Maximum spatial gradient of 3000 Gauss/cm (30 T/m)
• Maximum MR system reported, whole body averaged 

specific absorption rate (SAR) of 2 W/kg (Normal Operating 
Mode) and head average SAR of <3.2 W/kg (Normal 
Operating Mode).

• Body coil only, do not use head transmit/receive coil.
• Quadrature transmit coils only.

Under the scan conditions defined above, OSSDSIGN Cranial 
PSI is expected to produce a maximum temperature rise of 
2°C after 15 minutes of continous scanning. 

ARTIFACT INFORMATION
In non-clinical testing, the image artifact caused by OSSDSIGN 
Cranial PSI extends approximately 7 mm from the implant 
when imaged using a gradient echo pulse sequence and a 3 
Tesla MR system. 

MRI postoperative, sagittal. Arrows indicate OSSDSIGN Cranial implant 
border.

MRI postoperative, axial middle. 
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many medical areas.
MR has a very good safety record with more than 50 
million scans performed worldwide every year, the 
most frequently reported complications are related 
to external objects accidentally being drawn into the 
magnetic field. However, MR can constitute a safety 
risk to patients with certain implanted devices. These 
may move if they are magnetic, sustain damage from 
the applied fields, or heat if they incorporate electri-
cally conducting materials.

OSSDSIGN® Cranial is partially made from titanium, 
a material that is non-magnetic but may heat when 
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mulations demonstrate that the OSSDSIGN® Cranial 
PSI is MR Conditional. A patient with this device can 
be scanned safely in an MR system immediately 
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age specific absorption rate (SAR) of 2 W/Kg for 
15 minutes of scanning in the Normal Operating 
Mode of operation for the MR System.

Under the scan conditions defined above, the 
OSSDSIGN® Cranial PSI is expected to produce a 
maximum temperature rise of 2°C after 15 minutes of 
continued scanning.

Warning: Do not use head coil at MRI procedures.

Artifact information 
In non-clinical testing, the image artifact caused by the Cranial PSI extends approximately 7 mm from the 
implant when imaged using a gradient echo pulse sequence and a 3 Tesla MR system.
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Always read the Instructions for Use which accompany the product for indications, contraindications, warnings and precautions.


