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As the global leader in implantable hearing solutions, Cochlear 
has provided more than 750,000  implantable devices, helping 
recipients of all ages, in more than 180 countries, to hear and 
live full and active lives.  Cochlear is also the industry leader in 
data on short term and long-term reliability, and whether our 
devices were implanted today or many years ago, we aim to 
give our recipients the best lifelong hearing experience.

For more than 40 years, Cochlear 
has been bringing people all over 
the globe into the world of sound. 
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About this report
The Cochlear™ Osia® System works through bone conduction and is designed 
as a long-term solution to help people hear. While it is based on more than 
40 years of research and innovation, the Osia System represents a reimagined 
approach to hearing through bone conduction. This type of hearing implant uses 
an implanted piezoelectric transducer, instead of a traditional electromagnetic 
transducer, to conduct sound vibrations through the bone. 

Osia 2 Sound Processor

OSI200 Implant

BI300 Implant

Cochlear Osia implants have been developed to meet Cochlear’s commitment 
to provide the industry’s most reliable implantable hearing solutions. This report 
provides reliability data on the OSI200 Implant and Osia 2 Sound Processor, 
introduced in 2019. In late 2023, we first introduced the OSI300 Implant and 
Osia 2(I) Sound Processor variant. Due to its recent introduction and growing 
patient population, not enough registered data exists today to include the 
reliability of these products in this report.

The implant data in this report is based on the reporting principles outlined 
in the European Consensus Statement on Cochlear Implant Failures and 
Explantations1 and the reporting methodology recommended by International 
Standard ISO 5841-22. The sound processor data in this report is based on the 
reporting principles and methodology recommended by ANSI/AAMI CI86 
– Cochlear implant systems: Requirements for safety, functional verification, 
labeling and reliability reporting.3 These reporting methodologies are the most 
relevant standards available for this type of hearing implant system, and they 
outline how device failures and reliability should be reported. 
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Implant reliability
Why implant reliability matters
Longevity is an important factor when choosing an active implant, 
especially if you are choosing for a child. High implant reliability can 
mean greater recipient satisfaction and less risk of additional surgery. 

What is Cumulative Survival 
Percentage (CSP)?
CSP is the metric used in this report to measure implant reliability. CSP 
provides information regarding the reliability of each make and model of 
implant over time. 

CSP tells you the cumulative percentage of functioning implants over a 
given time period. For example, a CSP of 99% after five years means the 
chance of obtaining continued benefit from the implant, as described for 
its intended use, is 99% after five years. Put another way, the implant is 
99% reliable within five years.

Calculation of CSP
In this report, CSP includes both device and accident-related issues. 
The reliability calculations used in this report are in accordance with the 
International Standard ISO 5841-2.2, They are probability calculations, 
which use a modified actuarial analysis estimator. This data estimates the 
probability of survival within a period of time and is represented as CSP.

About the results
Results for adults and children are shown separately with 95% 
confidence intervals ( ) as stipulated by the European Consensus 
Statement.1 “Combined data” shows the cumulative survival percentage 
of both adult and children populations combined. 
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Adults Children Combined

6771 2658 9429 

Cochlear™ Osia® System 
OSI200 Implant reliability data 
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*Based on implant registration data. Reliability refers to Cumulative Survival Percentage as de�ned in relevant 
industry-recognised reliability reporting standards, which includes both device and accident-related implant failures.

C
um

ul
at

iv
e 

Su
rv

iv
al

 P
er

ce
nt

ag
e 

of
 im

pl
an

ts

Time in years

OSI200 Implant Reliability

REGISTERED IMPLANT DATA AT 31 DEC. 2023

Adults Children

Adults 99.84% 
Children 99.96% 

Adults 99.81% 
Children 99.96% 

Adults 99.69% 
Children 99.96% 

Adults 99.69% 

 99.76% CSP 
within 

four years*

* �Based on implant registration data. Reliability refers to Cumulative Survival 
Percentage as defined in relevant industry-recognised reliability reporting 
standards, which includes both device and accident-related implant failures.

OSI200 Implant Reliability

Note: Individual population for children in Year 4 is less 
than the minimum required for a valid calculation.2 

Number of registered OSI200 Implants – 31 Dec. 2023
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Sound processor reliability
Why sound processor  
reliability matters
The reliability of a hearing implant system depends not only on the 
implant, but also on the sound processor. Sound processors, an 
externally worn device, are typically used for a number of years, so high 
reliability enables ongoing access to a consistent hearing experience.

What is Failed Component  
Return Rate (FCRR)?
Failed Component Return Rate (FCRR) is the metric used in this report 
to measure sound processor reliability. This report shows FCRR data 
over the previous 24 months.

Cochlear tests sound processors that have been returned to determine 
if they are working and, if not, why they failed. The FCRR is a 
percentage which represents the total number of failed processors 
received within a month compared to the total number of the same 
processor sold by the end of that month.

For example, if 20 faulty sound processors are returned in a month and 
10,000 of the same sound processors have been sold as at the end of 
the month, the FCRR is 0.2%.

About the results
•	 Mechanical failure:  A functional failure resulting from physical 

damage caused by mechanical stress, chemical exposure, or 
ultraviolet (UV) exposure that is a result of normal use

•	 Electrical failure: A functional failure of the electronics or the 
electronic assembly

•	 Moisture damage failure: A functional failure that is a result of 
moisture ingress. This category excludes corrosion and other similar 
damage unless it results in a functional failure.

•	 Other/unknown failure: Failures that don’t fit in the stated 
categories (e.g. firmware failures)

•	 Fault-free data: A returned device that is found to be fully functional 
is classified as fault-free. The device condition might reflect 
normal wear and tear, such as minor mechanical damage (including 
scratches, cracks, and discolouration), corrosion, and/or moisture 
damage that did not result in a functional failure.
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Cochlear™ Osia® System 
Osia 2 Sound Processor reliability data  

Electrical Mechanical Moisture Other Fault Free

Jan-22 0.2% 0.0% 0.0% 0.0% 0.4%

Feb-22 0.3% 0.0% 0.0% 0.0% 0.4%

Mar-22 0.3% 0.0% 0.0% 0.0% 0.4%

Apr-22 0.2% 0.0% 0.0% 0.0% 0.3%

May-22 0.4% 0.0% 0.0% 0.0% 0.2%

Jun-22 0.4% 0.0% 0.0% 0.0% 0.2%

Jul-22 0.2% 0.0% 0.0% 0.0% 0.3%

Aug-22 0.3% 0.0% 0.0% 0.0% 0.2%

Sep-22 0.2% 0.0% 0.0% 0.0% 0.2%

Oct-22 0.3% 0.0% 0.0% 0.0% 0.2%

Nov-22 0.4% 0.0% 0.0% 0.0% 0.2%

Dec-22 0.5% 0.0% 0.0% 0.0% 0.2%

Electrical Mechanical Moisture Other Fault Free

Jan-23 0.5% 0.0% 0.0% 0.0% 0.2%

Feb-23 0.3% 0.0% 0.0% 0.0% 0.2%

Mar-23 0.3% 0.0% 0.0% 0.0% 0.3%

Apr-23 0.4% 0.0% 0.0% 0.0% 0.2%

May-23 0.3% 0.0% 0.0% 0.0% 0.2%

Jun-23 0.3% 0.0% 0.0% 0.0% 0.4%

Jul-23 0.2% 0.0% 0.0% 0.0% 0.3%

Aug-23 0.2% 0.0% 0.0% 0.0% 0.5%

Sep-23 0.1% 0.0% 0.0% 0.0% 0.3%

Oct-23 0.2% 0.0% 0.0% 0.0% 0.2%

Nov-23 0.2% 0.0% 0.0% 0.0% 0.2%

Dec-23 0.1% 0.0% 0.0% 0.0% 0.0%

Osia 2 Sound Processor – Failed Component Return Rate
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Osia® 2 
Sound Processor

0.3%
average FCRR

over 24 months

 Electrical	  Mechanical	  Moisture	  Other
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Cochlear is dedicated to helping people with moderate to profound hearing loss experience a 
world full of hearing. As the global leader in implantable hearing solutions, we have provided 
more than 750,000 devices and helped people of all ages to hear and connect with life’s 
opportunities.

We aim to give people the best lifelong hearing experience and access to next generation 
technologies. We collaborate with leading clinical, research and support networks to advance 
hearing science and improve care.

That’s why more people choose Cochlear than any other hearing implant company.

Hear now. And always

This material is intended for health professionals. If you are a consumer, please seek advice from your health professional about treatments for 
hearing loss. Outcomes may vary, and your health professional will advise you about the factors which could affect your outcome. Always read the 
instructions for use. Not all products are available in all countries. Please contact your local Cochlear representative for product information.
Cochlear, Osia, 科利耳, コクレア, 코클리어, Hear now. And always, SmartSound, the elliptical logo, and marks bearing an ® or ™ 
symbol, are either trademarks or registered trademarks of the Cochlear group of companies (unless otherwise noted).
© Cochlear Limited 2024. All rights reserved.  
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www.cochlear.com


