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OssDsign® Cranial PSI
CONSIDERACIONES SOBRE LA RM

INFORMACIÓN GENERAL
La resonancia magnética (RM) es un método de obtención de 
imágenes médicas durante el cual el paciente se somete a un 
fuerte campo magnético. Se usa tanto para el diagnóstico 
como para el seguimiento médico y tiene aplicaciones en 
muchas áreas de la medicina. 
La RM tiene un historial de seguridad excelente, con más de 50 
millones de pruebas realizadas en el mundo cada año. Las 
complicaciones más frecuentes están relacionadas con 
objetos externos que entran accidentalmente en el campo 
magnético. Sin embargo, la RM puede ser un riesgo para la 
seguridad de los pacientes que llevan ciertos dispositivos 
implantados. Dentro del campo magnético, estos dispositivos 
podrían moverse, experimentar los efectos de un par de 
fuerzas y generar calor debido a la conductividad.

OSSDSIGN CRANIAL PSI
OssDsign Cranial PSI está fabricado en parte con titanio, un 
material no magnético, pero que puede calentarse cuando se 
somete a un campo magnético fuerte. Las pruebas no clínicas 
y las simulaciones electromagnéticas demuestran que 
OssDsign Cranial PSI es RM condicional. Un paciente con este 
dispositivo puede hacerse una prueba de imagen en un sistema 
de RM después del implante sin comprometer la seguridad en 
las condiciones siguientes:
• Campo magnético estático de 1,5 Tesla o 3 Tesla
• Campo magnético de gradiente espacial máximo 3000 

Gauss/cm (30 T/m).
• Tasa de absorción específica (SAR) máxima promedio de 

cuerpo completo indicada en el sistema de RM de <2 W/kg 
y SAR promedio de cabeza de <3,2 W/kg en modo 
operativo normal (Normal Operating Mode)

• Se permite la transmisión y recepción de bobina corporal
• Sólo recepción de bobina para cabeza; no debe utilizarse 

con bobina de transmisión de cabeza
• Solo boninas de transmisión de cuadratura

En estas condiciones de imagen predefinidas, es de esperar 
que OssDsign Cranial PSI alcance una elevación máxima de la 
temperatura de 2 ºC después de 15 minutos de funcionamiento 
continuado del sistema de RM.

INFORMACIÓN SOBRE ARTEFACTOS 
En las pruebas no clínicas, el artefacto de la imagen causado 
por OssDsign Cranial PSI se extiende aproximadamente 7 mm 
desde el implante cuando la imagen se obtiene con una 
secuencia de pulsos de eco de gradiente y un sistema de RM 
de 3 Tesla.

RM posoperatoria, sagital. 
Las flechas indican el borde del implante OssDsign Cranial. 

RM posoperatoria, axial central.
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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. 

PRODUCT  
DESCRIPTION

MR considerations
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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MRI postoperative, sagittal. Arrows indicate 
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 
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• 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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