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OssDsign® Cranial PSI
MR UND IMPLANTATE

HINTERGRUND 
Magnetresonanz (MR) ist ein gängiges medizinisches 
Bildgebungsverfahren, bei dem der Patient einem starken 
Magnetfeld ausgesetzt wird. Das Verfahren kommt in vielen 
medizinischen Bereichen zum Einsatz, sowohl für die Diagnose 
als auch für die anschließende medizinische Behandlung. 
Jährlich werden weltweit mehr als 50 Millionen MR-
Untersuchungen durchgeführt und das Verfahren gilt als 
ausgesprochen sicher – die häufigsten bekannten 
Komplikationen sind auf externe Objekte zurückzuführen, die 
versehentlich in das Magnetfeld gezogen wurden. Allerdings 
besteht ein Sicherheitsrisiko bei Patienten mit bestimmten 
Implantaten. Innerhalb des Magnetfelds können sich diese 
Produkte aufgrund ihrer Leitfähigkeit potenziell bewegen, 
Kräften und Drehmomenten ausgesetzt sein und Hitze 
erzeugen. 

OSSDSIGN CRANIAL PSI 
Das OssDsign Cranial PSI besteht zum Teil aus Titan. Dieses 
Material ist zwar nicht magnetisch, aber es besteht eine 
Erhitzungsgefahr bei Kontakt mit einem starken Magnetfeld. 
Nicht-klinische Studien und elektromagnetische Simulationen 
belegen, dass das OssDsign Cranial PSI bedingt MR-sicher ist. 
Ein Patient mit diesem Implantat kann sich unter den folgenden 
Bedingungen nach der Implantation problemlos einer MR-
Untersuchung unterziehen: 

•	 Statisches Magnetfeld von 1,5 oder 3 Tesla 
•	 Max. räumlicher Feldgradient von 3000 G/cm (30 T/m)
•	 Maximale für MRT-Systeme angegebene Ganzkörper-

SAR (spezifische Absorptionsrate), gemittelt, von <2 W/kg 
(Normalbetrieb) und Kopf-SAR, gemittelt, <3,2 W/kg 
(Normalbetrieb). 

•	 Verwendung von Empfänger/Sender-Körperspule möglich.
•	 Nur Empfänger-Kopfspule; nicht mit Sender-Kopfspule 

verwenden.
•	 Nur Sender-Quadraturspulen.

Unter den oben genannten Untersuchungsbedingungen ist 
beim OssDsign Cranial PSI nach einem kontinuierlichen 
Untersuchungszeitraum von 15 Minuten von einem maximalen 
Temperaturanstieg von 2 °C auszugehen. 

INFORMATIONEN ZU ARTEFAKTEN
Nicht-klinische Studien haben gezeigt, dass bei einer 
Untersuchung mit einem 3-Tesla-MR-System und einer 
Gradientecho-Pulssequenz in einem Bereich von ca. 7 mm um 
das OssDsign Cranial PSI herum implantatbedingte 
Bildartefakte auftreten können. 

MRT postoperativ, sagittal. 
Die Pfeile markieren die Grenzen des OssDsign Cranial Implantats.

MRT postoperativ, axial Mitte.
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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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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.
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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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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 
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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million scans performed worldwide every year, the 
most frequently reported complications are related 
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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 
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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.


