MRITECHNOLOGIST'S GUIDE

The Medtronic Magnetic Implant is a magnetic device implanted in the bone.
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The Medtronic Magnetic Implant consists of two rare-earth The two magnets face outward from the side of the head,
magnets hermetically sealed in a titanium frame. The implant and are mounted with opposite polarity. The implantis
is typically located about 2 cm superior and posterior to the secured to the skull bone with 5 titanium maxillofacial screws.

patient's ear.
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To minimize demagnetization, avoid
facing the side of the patient's head (ear)
toward or away from the bore of the MR
system at any time. As much as possible,
maintain 90° between the face of the
magnetic implant and the static magnetic
field of the MRI system.

Medtronic



MRI Information

Non-clinical testing demonstrated the Medtronic Magnetic Implant is MR Conditional and can be scanned safely using MRI only under the following conditions:

Remove all external components including the Alpha Sound Processor, Attract™ Magnetic Spacer,
Headband or Softband before entering the MR environment

Static magnetic field of 3 Tesla or less

Spatial gradient field of 720 Gauss/cm or less

Maximum whole-body averaged specific absorption rate (SAR) of 4 W/kg in the First Level Controlled
Mode for a maximum scan time of 15 minutes of continuous scanning (per pulse sequence).

In non-clinical testing the Medtronic Magnetic Implant produced a maximum temperature rise less than 3.2°C during 15 minutes of continuous MR
scanning in the First Level Controlled Mode at a maximum whole-body averaged SAR of 4 W/kg. The computed implant temperature increase in response
to the worst-case, time-varying magnetic field (94.7 Tesla/sec) for the 15 minute possible exposure for a series of clinical MRl scans is less than 2.6°C.

Image Artifact

The maximum image artifact size extends approximately 5 cm relative to the size and shape of the implant when scanned in non-clinical testing
using the Gradient echo (GRE) pulse sequenceina 3 Tesla/128MH, Excite, Software 14X.M5, General Electric Healthcare, Milwaukee, WI; active-
shielded, horizontal field MR system with a send receive RFcoil. Artifacts were less with the T1-weighted, spin echo pulse sequence.

Implant Function Following MR Scanning

In non-clinical testing, when positioned parallel to the patient table, the Medtronic Magnetic Implant maintained over 95% of its original magnetic
strength after 10 insertions into the static magnetic field and a 10 minute imaging sequence in a 3 Tesla Siemens Tri Clinical MRI Scanner (MRC20587).*

To minimize demagnetization of the internal magnets, Medtronic recommends that the patient’'s head is positioned along the
long axis of the MRI system and that the patient is instructed to avoid head movement while lying on the patient table. If the

head s tilted at an angle to the long axis of the patient table during a scan, the internal magnets may be demagnetized and a
stronger external magnet may be needed to keep the device in place.

Rx only. Refer to product instruction manual/package insert for instructions,

warnings, precautions and contraindications.

For further information, please call Medtronic ENT at 800.874.5797 or
consult Medtronic's website at www.medtronic.com/ent.
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Medtronic International Telephone Numbers
ENT Europe HQ Switzerland 41-21-802-7000
6743 Southpoint Drive N Latin America HQ 305-500-9328
Jacksonville, FL 32216 Adriatic Region 385-1-488-1120
USA Argentina 54-11-4898-5700
Toll free: (800) 874-5797 Australia 1-800-668-670
Telephone: (904) 296-9600  Baltic Region 37-1-67560226
Fax: (800) 678-3995 Belgium 32-2456-09-09
Brazil 55-11-2182-9200
Canada 1-800-268-5346
Chile 56-2-2655-5110
China 86-10-5869-8989
Colombia 57-1-742-7300
Czech Republic 420-233-059-111
France 33-470-679-800
Germany 49-2159-8149-353
Greece 30-210-67-79-099
Hong Kong 852-2919-1300
Hungary 36-188-90600

India 91-22-33074700

Israel 972-9-972-4400

ltaly 39-02-24137-324

Japan 81-3-6774-4611
Korea 82-2-3404-3600
Lebanon 961-1-370-670
Luxembourg 32-2456-09-09
Malaysia 60-37-953-4800
Mexico 52-55-11-02-90-30
Netherlands 31-45-566-8800
Poland 48-22-4656900
Russian Fed. 7-495-580-73-77
Singapore 65-6436-5000
South Africa 27-11-260-9300
Spain 34-91-625-05-40
Taiwan 886-2-2183-6000
Thailand 662-232-7400

UK 44-1923-205-166

Additional MRl safety information can be
obtained by visiting www.MRISafety.com
maintained by Frank G. Shellock, Ph.D., FACR,
FISMRM.
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If you have any questions or need advice in order
to ensure patient safety relative to the use of the
Medtronic magnetic implant in an MR procedure,
contact Medtronic at 800-874-5797.
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