PHCS Attachment 2: Examples of Bone

CALIFORNIA DEPARTMENT OF
HEALTH CARE SERVICES

Conduction Hearing Devices that include

Surgically-Inserted Component(s) (BCHD-SI)

Sound
Processor
Name

BoneBridge OSIA 2

Ponto 4,

Ponto 3,

3 Power,

3 Super Power,
3 Pro Power

Manufacturer Cochlear Cochlear MED-EL Cochlear Oticon Medical
1

Associated KT 429072 K 142907 4 K191921° K161671°¢
code(s) K161123 K161123 K191457 K100360° K1905407

K1532453 K153245
Age for
approved use |25 >5 =12 >12* 25
(in years)

BoneBridge

BAHA (Blﬁ:f\ect Bone Cochlear

Attachment Attract Conduction | 0OSI200 and
. System, BHX Implant

mechanism Magnet and Dermalock Implant BI300

SoftWear pad (BCI) 601, implant

Connect
602

Cochlear Mini . Cochlear

Mic 2+, (I\:A‘I’(fg'far Mini Mini Mic 2+, |

Cochlear ’ Cochlear Ot.|con Connect
Related Cochlear , Clip

. Phone . Charger Phone Clip,

accessories . Phone Clip,

Clip, Cochlear TV Cochlear TV

Cochlear TV connector,

connector
connector Water wear

1510(k) Premarket Notification Summary

2510(k) Premarket Notification Summary

3510(k) Premarket Notification Summary

4510(k) Premarket Notification Summary

5510(k) Premarket Notification Summary

6 510(k) Premarket Notification Summary

7510(k) Premarket Notification Summary
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https://www.accessdata.fda.gov/cdrh_docs/pdf14/K142907.pdf
https://www.accessdata.fda.gov/cdrh_docs/pdf16/K161123.pdf
https://www.accessdata.fda.gov/cdrh_docs/pdf15/K153245.pdf
https://www.accessdata.fda.gov/cdrh_docs/pdf19/K191457.pdf
https://www.accessdata.fda.gov/cdrh_docs/pdf19/K191921.pdf
https://www.accessdata.fda.gov/cdrh_docs/pdf16/K161671.pdf
https://www.accessdata.fda.gov/cdrh_docs/pdf19/K190540.pdf

