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ENGLISH



Medical Procedures



for MED‑EL Implant Systems



This manual provides important instructions and safety information for MED‑EL Implant System users who have to undergo a medical procedure (e.g. MRI). As an implant user, you might have questions about undergoing further medi‑ cal procedures. Your medical team may also want more information about any special considerations for implant users. This guidance provides information that will help prevent damage to your implant and injury to yourself. Please share this information with your healthcare provider. Not all products in this document are currently approved or available in all coun‑ tries. Please contact your local MED‑EL representative for information on current product availability in your country. In this document the general term “MED‑EL Implant System” is used for all im‑ plant types. The specific implant name is identified in the header of the applica‑ ble section.
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Interference with other equipment, robustness of the device in special medical or diagnostic environments • 



• 



• 



• 



• 



• 



• 



• 



Instruments used in electrosurgery can produce high-frequency voltages which may induce currents in the electrodes of implantable devices. Such currents may damage the implant and/or the surrounding tissue. Monopolar electrosurgical instruments must not be used in the head and neck region. If bipolar electrosurgical instruments are used, the tips of the cautery must be kept at least 5 mm away from the reference electrodes on the stimulator housing and any contacts of the active electrode. Generally remove your external components (e.g. audio processor and accessories) from your head when undergoing medical treatment where an electrical current is passed through your body, or at least carefully observe the correct functioning of your entire MED-EL Implant System during the initial stages of the treatment. Any necessary ionising radiation therapy should be carefully considered and the risk of damage to the MED‑EL implant has to be carefully weighed against the medical benefit of such therapy. Electroshock or electroconvulsive therapy in the head and neck region must not be used. Such therapy may damage the implant and/or the surrounding tissue. Neurostimulation or diathermy must not be carried out in the area of the implant since it could lead to current induction at the electrodes. This may damage the implant and/or the surrounding tissue. This applies also to ionto‑ phoresis and any current inducing medical and/or cosmetic treatment. Ultrasonic therapy and imaging must not be used in the area of the implant, as the implant may inadvertently concentrate the ultrasound field and cause harm. MED‑EL implants are robust against radiotherapeutic irradiation of up to a to‑ tal ionisation dose of 240 Gy. MED‑EL external components need to be taken off during irradiation. Therapeutic ionising radiation in general may damage electronic components of your MED‑EL Implant System and such damage may not be immediately detected. In order to minimise the risk of tissue necrosis due to local overdose, during radiotherapeutic treatments, the implant should not be placed in the direct radiotherapeutic beam. Other treatments: The effects of a number of treatments are unknown, e.g. electrical examinations in the dental area. Please contact your clinic.
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MRI Caution The external components of the MED‑EL Implant Sys‑ tem (audio processor and accessories) are MR Unsafe and need to be removed prior to scanning.



The implant components of the MED‑EL Implant Sys‑ tem are MR Conditional.



MRI is possible in patients with MED‑EL implants only with specified models of MRI machines.
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Evidence has been provided for this implant type to pose no known hazard in specified MRI environments (without surgical removal of the internal magnet) when adhering to the conditions and Safety Guidelines listed below. The implant has a specially designed magnet which allows safe MRI scanning with the magnet in place, and there is no need to remove the implant magnet regardless of the scanner field strength. The implant magnet can be surgically removed if needed to avoid imaging artefacts. The physician/MRI operator should always be informed that a patient is a MED‑EL implant user and that special safety guidelines have to be followed: MRI scanning is possible in consideration of the Safety Guidelines if the following conditions are fulfilled: • MRI scanners with static magnetic fields of 0.2 T, 1.0 T, 1.5 T or 3.0 T only. No other field strengths are allowed. When using other field strengths, injury to the patient and/or damage to the implant are possible. • In case of additional implants, e.g. a hearing implant in the other ear: MRI safety guidelines for this implant need to be considered in addition.
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Safety Guidelines: • Before patients enter any MRI room, all external components of the MED‑EL Implant System (audio processor and accessories) must be removed from the head. An optional supportive head bandage may be placed over the implant. A supportive head bandage may be an elastic bandage wrapped tightly around the head at least three times (refer to Figure 1). The bandage shall fit tightly, but should not cause pain. • Head orientation: In case of 1.0 T, 1.5 T and 3.0 T MRI systems, straight head orientation is required. The patient should not incline his/her head to the side; otherwise torque is exerted onto the implant magnet which could cause pain. In case of 0.2 T scanners, no specific head orientation is required. • For 0.2 T, 1.0 T and 1.5 T scans (see Table 1), only sequences in “Normal Oper‑ ating Mode” with a maximum head Specific Absorption Rate (SAR) of 3.2 W/kg shall be used. • For 3.0 T scans the SAR limit must not exceed the SAR values for specific anatomic regions given in Table 1 to avoid any potentially dangerous heat‑ ing at the electrode contacts. For the same reason head transmit coils or multi-channel transmit coils must not be used in case of a 3.0 T MRI. For head scans and scans with a landmark location that is less than 35 cm from the top of the head the MR system must be able to provide a SAR limit prediction that allows fractional SAR display. Sequences in Normal Operating Mode only with the following SAR restric‑ tions: – For head scans: Maximum average head SAR must not exceed 1.6 W/kg (50 % of maximum head SAR). – For landmark locations less than 35 cm from the top of the head: Maxi‑ mum whole-body SAR must not exceed 1.0 W/kg. – For landmark locations at least 35 cm away from the top of the head: Maximum whole-body SAR must not exceed 2.0 W/kg. MRI field strengths



Average head SAR



Average whole-body SAR Landmark location 
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mité de l'implant, car elles pourraient entraîner une induction de courant au niveau des électrodes. .... Il est possible de diminuer la probabilité et l'intensité des ...
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sant peut, en règle générale, endommager les composants électroniques de votre .... lorsque l'aimant de l'implant est resté en place alors que l'image de droite illustre les ..... head must be parallel to the main magnetic field of the scanner.
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comme des clics ou des bips. Il est recommandÃ© de bien expliquer cela au patient avant d'effectuer l'IRM. Il est possible de diminuer la probabilitÃ© et l'intensitÃ© ...
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Une telle thérapie risquerait en effet d'endom‑ ... Si d'autres intensités de champ sont utilisées, le patient risque d'être blessé et/ou l'implant risque d'être ... bobines d'émission multicanaux ne doivent pas être utilisées dans des appareils IRM.
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Une telle thérapie risquerait en effet d'endom‑ ... Appareils d'IRM avec intensités de champ magnétique statique de 0,2 T, 1,0 T, 1,5 T ou 3,0 T uniquement. ... antennes d'émission multicanaux ne doivent pas être utilisées dans des appareils.
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recevoir plus d'informations sur toute mesure de sécurité spéciale nécessaire pour les utilisateurs d'implants ... modèles de machines IRM spécifiés sont utilisés.
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Ãªtre Ã©galement recevoir plus d'informations sur toute mesure de sÃ©curitÃ© spÃ©ciale ...... De patiÃ«nt mag zijn/haar hoofd niet schuin opzij houden, anders wordt ...
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abnormal procedures 

Jul 26, 2005 - E/E CLNG CARD â€¦ ...... Observe gear EXTEND limit speed (270K/0.82M). LANDING GEAR .... OUTFLOW VALVE MANUAL SWITCH (affected valve). ON .... Drive must be reset by maintenance when aircraft is landed. ..... Brake torque limiter failu
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trait des procdures collectives 2e dition commentaires 

With Matlab Solution Manual 3rd Edition PDF. So depending on ... alternative vehicles and fuels book by national academies press, our library is free for you. We.
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medical anthropology medical anthropology 

It's the scientific study of past human culture and behavior, from the origins of humans to the ... A field which studies the evolution, distribution, and functions of human language in relation to human culture, society, cognition, and experience.
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and from the tail end of the aircraft to insure that the air- ... wings, you merely have a rigging problem on your hands. ... an assembly of 125 airfoil sections. It's not ...
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CITRIX TESTS PROCEDURES 

Microsoft Windows 2000 Server (with Terminal Services) o Citrix MetaFrame XP FR2 o Citrix MetaFrame XP FR3 o Citrix MetaFrame Presentation Server 3.0.
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LES PROCEDURES STOCKEES ORACLE 

Create or Replace procedure insert_ville_out. ( a_cp in varchar , a_nom_ville in varchar , a_id_pays in varchar , a_erreur out number , a_erreur_texte out ...Missing:
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are sure to pause and wonder how you can pull this off ... who ever lived if we will just humble ourselves. .... Repeat the short lift-offs several times and then try.
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procedures – phase d'exploitation 

DEPOT DOSSIER DIVISION ETUDES & LEGISLATION. (DNGM). REJET DE LA DEMANDE. ENREGISTREMENT COURIER. DIRECTEUR NATIONAL.
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chartes et procedures - SNCF 

14 nov. 2013 - A l'issue d'un appel d'offres international, lancÃ© dans un marchÃ© totalement libÃ©ralisÃ© oÃ¹ rÃ¨gne une trÃ¨s vive compÃ©tition, AB Storstockholms Lokaltrafic a rÃ©itÃ©rÃ© sa confiance au Groupe Keolis. L'autoritÃ© organisatrice de 
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Plug Welding Procedures 

When removing or replacing plates bonded by spot welding, drill through the spot ... Use a stainless steel wire brush to burnish the bare surface of the aluminum ...










 


[image: alt]





Firmware Update Procedures 

Firmware Update Procedures. Precaution. â—‹ A power failure during the firmware writing operation may disable the camera. âž¢ Use a fully charged Battery Pack ...
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Failover Procedures - Gilles Mathieu 

CHEP 2007. Outline. â€¢ The Failover System. â€¢ Technical solutions. â€“ the DNS and the new domain. â€“ Oracle replication. â€¢ Use cases. â€“ CIC Portal. â€“ SAM Admin.
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It does away with the engineering and ... (there are hundreds of sections), but it does present those ... one of the few books available on U. S. Marine Corps.
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First Flight Procedures 

the airport gradually losing altitude. It ended up land- ing in the city dump just a quarter mile from the run- way. Photographs of the damaged aircraft appearing in.
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17 Emergency Procedures 

Similarly, if you have been assigned your own transponder code, don't bother to ..... much less than what you get if you stall and let it â€œdrop inâ€� â€” not to mention what ... Strategic turns are appropriate early in the game; flaps and slips are
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... contre-indication à la pratique de la course à pied en compétition. Certificat établi à …............................................. le …................................... Tampon et signature :
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CERTIFICAT MEDICAL 

pratique de la course à pied en compétition. Certificat établi à …................................................. le ….................................................. Tampon et signature :
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