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Cochlear™ Osia®

OSI200 Implant template

Intended purpose
The OSI200 Implant template is intended to be used throughout the surgery 
to correctly position and attach the OSI200 Implant or OSI300 Implant.

Medical Indications
The OSI200 Implant template has no medical indication in itself. It will support 
the medical indications of compatible OSI Implant (OSI200 Implant and 
OSI300 Implant). 

Contraindications
The OSI200 Implant template is contraindicated for use with Implants other 
that the OSI200 Implant or the OSI300 Implant. 

Intended patient population
Refer to the OSI200 Implant Physician’s Guide or the OSI300 Implant 
Physician’s Guide.

Clinical benefits
The OSI200 Implant template functions as part of the Cochlear Osia System. 
Most recipients of a bone conduction hearing solution will experience an 
improved hearing performance and quality of life compared to unaided 
listening. 

Intended users 
The intended users of the OSI200 Implant template in a surgical environment 
are surgeons and qualified medical professionals (e.g. registered nurses).
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Serious incidents 
Serious incidents are rare, any serious incident in relation to your device 
should be reported to your Cochlear representative and to the medical device 
authority in your country, if available. 

Using the template
The sterile single use OSI200 Implant template can be used:

•	 Before making the incision to mark the implant shape
•	 After making the incision, to check the implant position
•	 During the coil pocket creation to check for its size

Note: When using the OSI200 Implant template in a non-sterile area, make 
sure to use a new sterile implant template in the sterile field.
For details on the above procedures refer to the  OSI200 Implant Physician’s 
Guide or OSI300 Implant Physician’s Guide. 

Storage
For long term storage, store at room temperature. Keep dry. For details on 
storage conditions or technical specifications, refer to the OSI200 Implant 
Physician’s Guide or OSI300 Implant Physician’s Guide.

Disposal
OSI200 Implant templates that have been in patient contact should be placed 
into the correct clinical waste container for disposal. Follow the legal provisions 
for your country and the hygiene instructions of your hospital or clinic.

Summary of safety and clinical performance
https://ec.europa.eu/tools/eudamed
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Labelling symbols

By prescription

Date of manufacture Manufacturer

Authorised 
representative in the 
European Community

Use by date

Warning. Potential safety hazards and serious adverse 
reactions. Could cause harm to person.

UK Conformity mark with 
approved body number

Keep dry

CE registration mark with 
notified body number

Medical device



Cochlear Osia OSI200 Implant template 7

 Warnings

For temporary use only. Not for implantation.

Supplied sterile. Sterilized using irradiation. STERILESTERILE RR

Sterile barrier Single sterile barrier 
system with protective 
packaging outside

Do not reuse.
Do not resterilise.

Do not use if package is 
damaged and consult 
instructions for use

Do not use if template becomes non-sterile e.g. if dropped or mishandled in 
theatre after removal from packaging.

Compatible with OSI200 Implant and OSI300 Implant.  
Not all products are approved in all markets.



 AU  Cochlear Ltd (ABN 96 002 618 073) 
1 University Avenue, Macquarie University, NSW 2109, 
Australia  
Tel: +61 2 9428 6555

 DE  Cochlear Deutschland GmbH & Co. KG 
Mailänder Straße 4 a, 30539 Hannover, Germany   
Tel: +49 511 542 770

 CH  Cochlear AG 
Peter Merian-Weg 4, 4052 Basel, Switzerland  
Tel: +41 61 205 8204
US  Cochlear Americas 
10350 Park Meadows Drive, Lone Tree, CO 80124, USA  
Tel: +1 (800) 523 5798
CA  Cochlear Canada Inc 
2500-120 Adelaide Street West, Toronto, ON M5H 1T1, Canada  
Tel: +1 (800) 523 5798
GB  UK Responsible Person: Cochlear Europe Ltd 
6 Dashwood Lang Road, Bourne Business Park, Addlestone, 
Surrey KT15 2HJ, United Kingdom  
Tel: +44 1932 26 3400
BE  Cochlear Benelux NV 

Schaliënhoevedreef 20 i, B-2800 Mechelen, Belgium  
Tel: +32 15 79 55 11
FR  Cochlear France S.A.S. 

135 Route de Saint-Simon, 31035 Toulouse, France  
Tel: +33 5 34 63 85 85 (International) or 0805 200 016 
(National)

IT  Cochlear Italia S.r.l. 
Via Trattati Comunitari Europei 1957-2007 n.17,  
40127 Bologna (BO), Italy  
Tel: +39 051 601 53 11
SE  Cochlear Nordic AB 

Konstruktionsvägen 14, 435 33 Mölnlycke, Sweden � 
Tel +46 31 335 14 61

TR  Cochlear Tıbbi Cihazlar ve Sağlık Hizmetleri Ltd. Şti. 
Küçükbakkalköy Mah, Defne Sok, Büyükhanlı Plaza No:3 Kat:3 
Daire: 9-10-11-12, 34750, Ataşehir, İstanbul, Türkiye  
Tel: +90 216 538 5900 
HK  Cochlear (HK) Limited 
Room 1404-1406, 14/F, Leighton Centre, 77 Leighton Road,  
Causeway Bay, Hong Kong  
Tel: +852 2530 5773
KR  Cochlear Korea Ltd 
2nd Floor, Yongsan Centreville Asterium, 25,  
Hangang-daero 30 gil, Yongsan-gu, Seoul, Korea (04386) 
Tel: +82 2 533 4450
CN  Cochlear Medical Device (Beijing) Co., Ltd 
Unit 2608-2617, 26th Floor, No.9 Building, No.91 Jianguo 
Road,  
Chaoyang District, Beijing 100022, P.R. China  
Tel: +86 10 5909 7800
IN  Cochlear Medical Device Company India Pvt. Ltd. 

Ground Floor, Platina Building, Plot No C-59, G-Block,  
Bandra Kurla Complex, Bandra (E), Mumbai – 400 051, India  
Tel: +91 22 6112 1111
JP  株式会社日本コクレア(Nihon Cochlear Co Ltd)
〒113-0033 東京都文京区本郷2-3-7 お茶の水元町ビル  
Tel: +81 3 3817 0241
AE  Cochlear Middle East FZ-LLC
Dubai Healthcare City, Al Razi Building 64, Block A, Ground 
Floor, Offices IR1 and IR2, Dubai, United Arab Emirates 
Tel: +971 4 818 4400
PA  Cochlear Latinoamérica S.A. 

International Business Park, Building 3835, Office 403,  
Panama Pacifico, Panama 
Tel: +507 830 6220
NZ  Cochlear NZ Limited 
Level 4, Takapuna Towers, 19-21 Como St, Takapuna,  
Auckland 0622, New Zealand 
Tel: + 64 9 914 1983

www.cochlear.com
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