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OssDsign® Cranial PSI
CONSIDERAZIONI SULLA RISONANZA 
MAGNETICA
CONTESTO
La risonanza magnetica (RM) è un metodo di imaging medico 
comune in cui un paziente viene sottoposto a un forte campo 
magnetico. Viene utilizzato per scopi diagnostici e di follow-up 
medico e trova applicazione in molti ambiti sanitari.
La risonanza magnetica ha riscontri molto positivi per quanto 
riguarda la sicurezza, dal momento che vengono effettuati 
oltre 50 milioni di scansioni al mondo ogni anno e le complicazioni 
riportate più frequentemente riguardano oggetti esterni 
attirati accidentalmente all’interno del campo magnetico. La 
risonanza magnetica può tuttavia costituire un rischio per la 
sicurezza dei pazienti provvisti di determinati impianti. 
All’interno del campo magnetico, questi dispositivi potrebbero 
muoversi, essere sottoposti ad effetti di sforzo e torsione e 
generare calore a causa della conducibilità.

OSSDSIGN CRANIAL PSI 
OssDsign Cranial PSI è in parte costituito da titanio, un 
materiale non magnetico ma che può riscaldarsi se sottoposto 
a un forte campo magnetico. Test non clinici e simulazioni 
elettromagnetiche hanno dimostrato che OssDsign Cranial PSI 
è a compatibilità RM condizionata. Un paziente a cui é stato 
impiantato questo dispositivo può essere sottoposto in tutta
sicurezza a scansioni con sistemi RM, purché sussistano le 
seguenti condizioni:
•	 Campo magnetico statico di 1,5 o 3 Tesla.
•	 Gradiente spaziale massimo del campo magnetico:

3000 Gauss/cm (30 T/m).
•	 Valori massimi riportati per il sistema RM: tasso di 

assorbimento specifico (SAR) medio per il corpo intero di 
<2 W/kg (modalità operativa normale) e SAR medio per il 
cranio <3,2 W/kg (modalità operativa normale).

• È permessa la trasmissione e la ricezione dalla bobina 
avvolgicorpo.

•	 Solo ricezione dalla bobina avvolgitesta; non utilizzare con 
bobina trasmittente avvolgitesta.

•	 Uso esclusivo di bobine trasmittenti in quadratura.

Nelle condizioni di scansione definite sopra, è previsto che 
OssDsign Cranial PSI generi un incremento massimo di 
temperatura di 2˚C dopo 15 minuti di scansione continua.

INFORMAZIONI SULL’ARTEFATTO
In test non clinici, l’artefatto dell’immagine generato da 
OssDsign Cranial PSI si estende per circa 7 mm dal dispositivo 
quando l’immagine viene realizzata con una sequenza di impulsi 
gradient echo e un sistema RM a 3 Tesla.

RMI postoperatoria, sagittale. 
Le frecce indicano i bordi dell’impianto OssDsign Cranial.

RMI postoperatoria, assiale centrale.
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Leggere sempre le istruzioni per l’uso che accompagnano il prodotto per indicazioni, controindicazioni, avvertenze e precauzioni.
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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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maximum temperature rise of 2°C after 15 minutes of
continued scanning.
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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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Magnetic Resonance (MR) is a common medical
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many medical areas.
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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.
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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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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
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15 minutes of scanning in the Normal Operating
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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.
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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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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.
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