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Reporting to ANSI/AAMI CI86 Standard

This document provides reliability data for the internal (cochlear implant) and external (sound processor)
components of our Cochlear™ Implant Systems.

This data meets the reporting standards and methodology recommended by ANSI/AAMI CI86 — Cochlear
implant systems: Requirements for safety, functional verification, labelling and reliability reporting®.



COCHLEAR™ NUCLEUS® RELIABILITY REPORT - JUNE 2022
Reporting to ANSI/AAMI CI86 Standard

In 2017, the ANSI/AAMI CI86 Guidelines were approved, outlining procedures that manufacturers should
follow when reporting the reliability of cochlear implants and sound processors.

The guidelines require manufacturers to provide information to the public about the percentage of
implanted devices that have been removed following implantation. This number is the cumulative removal
percentage, or CRP. Age-related differences may affect the CRP, so data is shown for patients who are both
older (10 years of age or older) and younger (less than 10 years of age) at the time they received the
implant. Typically, children younger than 10 years of age have a higher chance of activity-related damage to
the device.

The guidelines also require manufacturers to provide information about returned device failure rates for
sound processor models sold in the US. This metric is the Failed Component Return Rate (FCRR).

You will note that no hearing implant device has perfect reliability over time. If a cochlear implant is
removed, the surgeon returns the device to the implant manufacturer for testing. If the manufacturer finds
that the device is not working properly, additional tests are performed to determine the cause of the failure.
Once testing is complete, the results are sent to the hearing professional and the manufacturer’s reliability
data is updated. As part of the requirements of ANSI/AAMI CI86, device manufacturers send detailed
reliability reports to the U.S. Food and Drug Administration (FDA) every six months. Frequently, the device
manufacturer uses the results of these tests to improve the design of future products.

The guidelines require manufacturers to publish their updated reliability data every six months. To ensure
you have the most recent information, check the date on this document. The most recent report is available
at www.cochlear.com/reliability.
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COCHLEAR™ NUCLEUS® RELIABILITY REPORT - JUNE 2022
Reporting to ANSI/AAMI CI86 Standard

COCHLEAR™ IMPLANT DATA

In this document, Cumulative Removal Percentage (CRP) is used to measure implant reliability. CRP is the
percentage of implanted devices that have been removed following implantation. The CRP provides
information regarding the reliability of a certain make and model of implant over time.

For example, if the CRP after five years of experience with a specific implant model is 2%, this means that
after five years, the patient’s chance of obtaining continued benefit from the cochlear implant system, as
described for its intended use, is 98%.

It is important to track device reliability information over time because cochlear implants typically remain
implanted for many years. It is also important to track the reasons for removal when devices are replaced.
The CRP classifies removed devices into three categories that define the reason for removal:

. Medical Related. Examples of medical reasons for device removal include infection, rejection of
the device due to allergy, or incorrect positioning of the internal device.

. Device Failure. Examples of device failure reasons for removal include suspected implant failure
due to mechanical or electrical issues, moisture damage, or other problems with device
function.

. Inconclusive. Occasionally, testing of the device indicates no fault, despite a reason for removal.

For example, a patient experiences unexplained performance decline, but testing of the
removed device reveals normal function.

Note: A small difference may exist between the sum of the category CRP figures and the total CRP for an implant. This is because the total CRP is calculated independently of each
category CRP figure. The CRP figures are calculated using the general analysis methods described in ISO 5841-2.23
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Reporting to ANSI/AAMI CI86 Standard

NUCLEUS® PROFILE™ PLUS SERIES IMPLANT

Number of registered Profile™ Plus Series Implants - 30 June 2022

DU CHILDREN COMBINED

40,083

18,459 58,642

Profile™ Plus Series Implant Cumulative Removal Rates

Group Adults Children Combined Adults and Children
" EE““ EEEB— EEEE—
Years cep crP CRP Cliow* cRP cRP CRP cRp Clup* CRP CRP cRP cap Clup® Cllow”
1 094% | 005% | 0.00% | 0.99% on% 0.11% 072% | 007% | 000% | 0.79% 014% 0.14% 087% | 005% | 000% | 092% | 009% | 0.09%
2 124% 009% | 000% 1.33% 014% 014% 0.93% 014% | 0.00% 1.07% 018% 0.18% 114% 010% | 0.00% 1.25% 011% 0.11%
149% 009% | 0.00% | 158% 0.19% 019% 0.97% 014% | 0.00% 110% 0.19% 0.19% 133% 010% | 0.00% 143% 0.14% 014%
Profile™ Plus Series Implant - removal rates for all analysis categories and different patient populations Profile™ Plus Series Implant - removal rates by analysis category for adults and children
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Profile™ Plus Series Implant - removal rates by analysis category for children
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* Cl_up and CI_low are 95% confidence limits.

REGISTERED IMPLANT DATA AT 30 JUNE 2022

Note: A small difference may exist between the sum of the category CRP figures and the total CRP for an implant. This is because the total CRP is calculated independently of each
category CRP figure. The CRP figures are calculated using the general analysis methods described in ISO 5841-2.23
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COCHLEAR™ NUCLEUS® RELIABILITY REPORT - JUNE 2022
Reporting to ANSI/AAMI CI86 Standard

NUCLEUS PROFILE SERIES IMPLANT

Number of registered Profile™ Series Implants - 30 June 2022

DU CHILDREN COMBINED

59,186 44,121

103,307

Profile™ Series Implant Cumulative Removal Rates

Group Adults Child: Combined Adults and Children
= s N T - 0 N T A S S N T
Yours cre cap che CRe Clwp* Cllow* CRP crr CRP CRP Clup* Cllow CrP Cre Crp cap ClLup* Cllow*
1 0.569% 004% | 0.00% 064% 006% | 006% | 030% 007% | 000% | 037% | 006% | 0.06% 047% 006% | 000% | 053% | 004% | 0.04%
2 090% | 009% | 000% 0.58% 008% | 008% 041% 0.15% 000% | 056% | 007% | 007% | 069% 0M% 0.00% | 080% | 0.06% | 0.06%
3 1% omnde 0.00% 122% 009% | 009% | 052% | 023% | 000% | 0.76% 009% | 0.09% 087% 0.16% 0.00% 103% 0.06% | 0.06%
4 125% 0% 0.00% 1.39% 010% 010% 058% | 030% | 000% | 088% | 009% | 0.09% 0.97% 0.21% 0.00% 118% 0.07% 0.07%
5 1.38% 0.18% 0.00% 156% 011% 0% 068% | 035% | 0.00% 103% 011% 011% 110% 0.25% | 0.00% 1.34% 0.08% | 0.08%
6 148% 020% | 0.00% 168% 012% 0.12% 0.76% | 0.36% | 0.00% 1M% 0.12% 012% 118% 0.26% | 0.00% 1.45% 0.09% | 0.09%
7 165% 02m% 0.00% 186% 015% 015% 083% | 036% | 0.00% 118% 0.14% 014% 132% 0.27% 0.00% 158% O% 01
8 170% 021% 0.00% 19t% 019% 019% 09%% | 036% | 0.00% 1.35% 0.27% 0.27% 142% 027% | 0.00% 168% 016% 016%
Profile™ Series Implant - removal rates for all analysis categories and different patient populations Profile™ Series Implant - removal rates by analysis category for adults and children
© Total Adultsand Children @ Total Adults @ Total Children © Allcategories @ Medical @ Device @ Inconclusive

5.0 5.0

Cumulative Removal Percentage
Cumulative Removal Percentage

25 Adults 1.91% 25
Adults and Children 1.68%

209 20

15 g

10 10
Children1.35%

059 os

0 0

Al categories 1.68%

Medical 1.42%

Device 0.27%
Inconclusive 0.00%

"~ e ° M * °

Years of use

' 2 s 4 s 6 1 e

Years of use

REGISTERED IMPLANT DATA AT 30 JUNE 2022

Profile™ Series Implant - removal rates by analysis category for adults
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Profile™ Series Implant - removal rates by analysis category for children
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* Cl_up and CI_low are 95% confidence limits.

REGISTERED IMPLANT DATA AT 30 JUNE 2022

Note: A small difference may exist between the sum of the category CRP figures and the total CRP for an implant. This is because the total CRP is calculated independently of each
category CRP figure. The CRP figures are calculated using the general analysis methods described in ISO 5841-2.23
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COCHLEAR™ NUCLEUS® RELIABILITY REPORT - JUNE 2022
Reporting to ANSI/AAMI CI86 Standard

NUCLEUS CI24RE SERIES IMPLANT

Number of registered CI24RE Series Implants - 30 June 2022

U CHILDREN COMBINED

96,839 14,375 211,214

CI24RE Series Implant Cumulative Removal Rates

mbined Adults and Children

cRP ClLup* Cliow*

Group

A S C en
csp cRP crp cap cRp chP crp CcRP cqp

Clup* Clow* CRP. Clup* Cllow* CRP

Yoars

057% | 006% 001% 063% | 005% | 005% | 048% 0.09% 0.01% 057% | 004% | 004% | 052% 0.07% 0.01% 060% | 003% | 003%

2 0.92% 012% 001 105% 006% | 006% | 068% 0.21% 001% | 089% | 006% | 006% | 079% 017% 0.01% 097% | 004% | 004%
3 113% 018% 001% 132% 0.07% 007% | 0.83% 0.32% 0.01% 116% 006% | 006% | 097% 025% 0.01% 124% 005% | 005%
4 1.32% 0.21% 001% 154% 008% | 008% | 095% | 040% 0.01% 1.36% 007% | 007% 112% 031% 0.01% 145% 005% | 005%
5 150% 0.25% 00 176% 008% | 008% 1.05% 046% | 002% 153% 007 | 007% 126% 036% | 002% 164% 006% | 006%
6 164% 0.30% 00 194% 009% | 0.09% 115% 0.52% | 0.02% 168% 0.08% | 0.08% 1.38% 041% 0.02% 180% 006% | 0.06%
7 174% 0.33% 0.01% 207% 009% | 009% 1.23% 057% | 002% 181% 0.08% | 0.08% 147% 045% | 002% 1.94% 006% | 006%
8 184% 0.35% 001% 220% 010% 010% 1.32% 069% | 002% | 193% | 009% | 0.09% 157% 048% | 002% | 206% | 006% | 006%
9 197% 037% 0.0m% 2.35% 0.10% 010% 141% 063% | 002% | 205% | 0.09% | 0.09% 168% 0.51% 0.02% 219% 007% 007%
10 208% | 040% 001% 249% 011% oM% 148% 070% | 0.02% 219% 0.10% 010% 177% 056% | 002% | 233% | 007% | 007%
1" 247% 0.44% 0.01% 262% 0.11% 0.11% 1.56% 076% | 002% | 2.32% 0.10% 010% 185% 061% 0.02% 246% 008% | 008%
12 229% | 047% 0.01% 277% 0.12% 012% 1.66% 084% | 002% | 250% 012% 012% 196% 066% | 002% | 263% | 008% | 0.08%
13 239% | 053% | 0.0M% 2.92% 013% 013% 175% 0.90% | 002% | 266% 013% 013% 206% 072% 002% 278% | 009% | 0.09%

14 245% | 057% | 00M™% | 302% | 013% 013% 181% 098% | 002% | 280% | 0M% 0.14% 212% 078% | 002% | 290% | 0.10% 010%

15 25™% 063% 0.01% 3.14% 0.15% 0.15% 186% 103% 002% | 289% 0.15% 0.15% 218% 083% 002% 30M% 0.10% 0.10%

16 259% | 070% 001 | 329% 017% 017% 1.93% 1.19% 0.02% 312% 019% 019% 226% | 094% | 002% 319% 012% 012%

17 262% | 0.76% 0.01% 3.38% 0.19% 019% 1.98% 123% 002% | 320% | 022% | 022% | 229% | 099% | 002% 328% 014% 0.14%

* Cl_up and CI_low are 95% confidence limits.

Note: A small difference may exist between the sum of the category CRP figures and the total CRP for an implant. This is because the total CRP is calculated independently of each
category CRP figure. The CRP figures are calculated using the general analysis methods described in ISO 5841-2.23

© Cochlear Limited 2022. D1985708 V1 2022-08 6
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CI24RE Series Implant - removal rates for all analysis categories and different patient populations
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CI24RE Series Implant - removal rates by analysis category for adults
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CI24RE Series Implant - removal rates by analysis category for adults and children

10.0 1

Cumulative Removal Percentage

© Allcategories @ Medical @ Device @ Inconclusive

Al categories 3.28%

Medical 2.29%
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REGISTERED IMPLANT DATA AT 30 JUNE 2022

CI24RE Series Implant - removal rates by analysis category for children
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COCHLEAR™ NUCLEUS® RELIABILITY REPORT - JUNE 2022
Reporting to ANSI/AAMI CI86 Standard

NUCLEUS CIS00 SERIES IMPLANT

Note: the CI500 Series Implant was voluntarily recalled in September 2011.
Number of registered CI500 Series Implants - 30 June 2022

ADULTS CHILDREN COMBINED

17,539 12,356 29,895

CI500 Series Implant Cumulative Removal Rates

Group Adults Children >mbined Adults and Children

Clup* Cllow* Clup* Cllow* Clup* Cllow*

1 069% | 304% | 002% | 373% | 028% | 028% | 042% | 236% | 000% | 277% | 029% | 029% | 057% | 276% 0.01% 333% | 020% | 020%
2 1056% 516% 0.02% 618% | 036% | 036% | 0.54% 514% 0.01% 566% 041% 041% 0.84% 516% 002% | 597% | 027% | 0.27%
3 1.24% 635% | 002% | 753% | 039% | 039% | 068% | 664% | 002% 729% | 046% | 046% 101% 647% | 002% 743% | 030% | 0.30%
4 143% | 686% | 003% | 823% 0.41% 0.41% 081% 7.51% 002% | 827% | 049% | 049% 117% 713% 002% | 824% 0.31% 0.31%
5 163% 722% 003% | 876% | 042% | 042% | 098% 818% 0.04% 911% 0.51% 051% 1.36% 762% | 0.03% 891% 0.32% | 0.32%
6 179% 7.52% 003% | 920% | 043% | 043% 107% 872% | 0.04% | 974% | 0.52% | 0.52% 149% 802% | 003% | 942% | 033% | 033%
7 187% 7.76% 003% | 952% | 044% | 044% 118% 903% | 0.04% | 1044% | 053% | 0.53% 169% 829% | 003% | 978% | 034% | 0.34%
8 1.99% 799% | 003% | 985% | 044% | 044% 1.28% 924% | 004% | 1044% | 054% | 054% 170% 851% 003% | 1010% | 0.34% | 0.34%
9 2.05% 815% 003% | 10.06% | 045% | 045% 137% 9.561% 004% | 10.78% | 055% | 055% 177% 872% | 003% | 1036% | 035% | 0.35%
10 2.14% 826% | 003% | 10.24% | 045% | 045% 141% 966% | 0.04% | 10.96% | 056% | 055% 1.83% 885% | 003% | 1055% | 035% | 0.35%
1 221% 840% | 003% | 1045% | 046% | 046% 153% 987% | 0.04% | 1.29% | 0.56% | 0.56% 193% 902% | 003% | 10.80% | 0.35% | 0.35%
12 229% | 848% | 003% | 1060% | 046% | 046% 158% 995% | 0.04% | N40% | 056% | 0.56% 199% 910% 003% | 1094% | 036% | 0.36%
13 229% | 848% | 003% | 1060% | 046% | 046% 158% | 1000% | 0.04% | 1145% | 057% | 057% 199% 912% 003% | 10.96% | 036% | 0.36%

* Cl_up and CI_low are 95% confidence limits.

Note: A small difference may exist between the sum of the category CRP figures and the total CRP for an implant. This is because the total CRP is calculated independently of each
category CRP figure. The CRP figures are calculated using the general analysis methods described in ISO 5841-2.23
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CI500 Series Implant - removal rates for all analysis categories and different patient populations CI500 Series Implant - removal rates by analysis category for adults and children
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COCHLEAR™ NUCLEUS® RELIABILITY REPORT - JUNE 2022
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NUCLEUS CI24R IMPLANT

Number of registered CI24R Implants - 30 June 2022

ADULTS CHILDREN COMBINED

23,241 30,319 53,560

CI24R Series Implant Cumulative Removal Rates

Adults Children nbined Adults and Childrer
-Emﬂﬂ“ = e Emﬂﬂ—

Yours CLup* Cliow* cLw* Cliow* cluwp* Cliow*

1 054% | 0.06% 0.02% 063% 0.10% 0.10% 0.53% 0.21% 0.02% 0.76% 0.10% 0.10% 0.54% 015% 0.02% 0.70% 0.07% 0.07%
2 0.81% 0.21% 0.02% 1.04% 013% 013% 0.82% 053% | 0.03% 1.37% 013% 0143% 082% | 0.39% 0.02% 123% 009% | 0.09%
3 098% | 033% 003% 1.33% 0.15% 0.15% 0.9%% 0.75% 0.03% 1.76% 015% 0.15% 0.99% 0.57% 0.03% 158% 011% 011%
4 1% 0.41% 0.03% 1.56% 0.16% 0.16% 112% 092% | 0.04% 2.06% 016% 0.16% 112% 070% | 0.03% 184% 011% 011%
5 121% 0.50% 0.05% 176% 017% 017% 1.24% 107% 0.04% 2.34% 017% 0.17% 122% 0.82% 005% | 2.08% 0.12% 0.12%
6 130% | 064% | 006% | 199% | 018% | 018% | 135% | 122% | 0.05% | 260% | 018% | 018% | 133% | 097% | 005% | 234% | 043% | 013%
7 140% 074% 0.06% 218% 019% 019% 146% 1.38% 0.05% 2.86% 019% 0.19% 143% 110% 0.05% 2.56% 013% 013%
8 150% | 085% | 006% | 239% | 020% | 020% | 153% | 167% | 005% | 312% | 020% | 020% | 152% | 126% | 005% | 281% | O0M% | 0M%
9 1.54% 0.94% 0.06% 2.53% 020% | 0.20% 169% 167% 0.05% 3.28% 020% | 0.20% 167% 1.36% 005% | 2.96% 0.14% 0.14%
10 1.58% 1.05% 0.06% 2.68% 0.21% 0.21% 162% 177% 0.05% 340% | 020% | 0.20% 1.60% 146% 005% | 3.09% 015% 0.15%
1" 163% 1% 0.06% 278% 0.21% 0.21% 1.63% 189% 0.05% 353% 0.21% 0.21% 163% 1.56% 0.06% 321% 0.15% 0.15%
12 167% 119% 006% | 2.90% 022% 0.22% 165% 197% 0.05% 3.64% 0.21% 0.21% 166% 163% 0.06% 3.32% 015% 015%
13 177% 126% 0.07% 307% 0.22% 0.22% 1.69% 205% 0.05% 3.76% 0.22% 0.22% 173% 171% 0.06% 3.46% 016% 0.16%
14 187% 132% 0.07% 3.22% 023% 0.23% 175% 216% 006% | 393% 022% | 022% 181% 179% 006% | 363% 0.16% 016%
15 1.94% 143% 0.07% 341% 0.24% 0.24% 1.80% 228% 0.06% 410% 023% | 0.23% 187% 191% 0.06% 3.80% 017% 017%
16 197% | 153% | 007% | 354% | 024% | 024% | 185% | 245% | 006% | 431% | 024% | 024% | 19% 204% | 006% | 397% | 0% 017%
17 201% 162% 0.07% 3.67% 0.25% 0.25% 192% 2.56% 0.06% 4.49% 0.25% 0.25% 196% 214% 0.06% 413% 018% 0.18%
18 204% | 169% | 007% | 376% | 025% | 026% | 195% | 273% | 006% | 467% | 026% | 026% | 199% | 226% | 006% | 426% | 018% | 018%
19 21% 178% 0.07% 3.92% 0.27% 0.27% 197% 287% 0.06% 4.84% 0.27% 0.27% 204% 2.38% 0.06% 443% 0.19% 019%
20 218% 1.82% 007% | 4.02% 0.28% 0.28% 1.98% 3.02% | 006% | 500% 029% | 0.29% 2.08% 247% 0.06% 456% 0.20% 0.20%
21 218% 1.82% 0.07% 4.02% 0.28% 0.28% 1.98% 3.16% 0.06% 513% 0.3% 0.31% 2.08% 2.54% 0.06% 462% 021% 0.21%

* Cl_up and CI_low are 95% confidence limits.

Note: A small difference may exist between the sum of the category CRP figures and the total CRP for an implant. This is because the total CRP is calculated independently of each
category CRP figure. The CRP figures are calculated using the general analysis methods described in ISO 5841-2.23

© Cochlear Limited 2022. D1985708 V1 2022-08 10



COCHLEAR™ NUCLEUS® RELIABILITY REPORT - JUNE 2022
Reporting to ANSI/AAMI CI86 Standard

CI24R Implant - failure rates for all analysis categories and different patient populations

© Total Adults and Children @ Total Adults @ Total Children
10.0
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CI24R Implant - failure rates by analysis category for adults

© Allcategories @ Medical @ Device @ Inconclusive
10.0
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Cumulative Failure Percentage

Medical 2.18%

Device 1.82%

Inconclusive 0.07%
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CI24R Implant - failure rates by analysis category for adults and children

10.0 A

Cumulative Failure Percentage

© Allcategories @ Medical @ Device @ Inconclusive

Al categories 4.62%

Medical 2.08%

Inconclusive 0.06%

Years of use

REGISTERED IMPLANT DATA AT 30 JUNE 2022

CI24R Implant - failure rates by analysis category for children

10.0

Cumulative Failure Percentage

© Al categories ® Medical @ Device @ Inconclusive

Al categories 5.13%

Device 3.16%

Medical 1.98%

Inconclusive 0.06%

Years of use

REGISTERED IMPLANT DATA AT 30 JUNE 2022
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COCHLEAR™ NUCLEUS® RELIABILITY REPORT - JUNE 2022
Reporting to ANSI/AAMI CI86 Standard

NUCLEUS CI24M IMPLANT

Number of registered CI24M Implants - 30 June 2022

CHILDREN COMBINED

9,677 9,846 19,623

Cl24M Series Implant Cumulative Removal Rates

Group Adults C nd (

P

F Children ed Ad en
cRe cap cap cRp = cre cRP crp c®

Yoars Cllow* CRP CRP Clup* Cllow* CRP Clup* Cliow*

1 027% | 010% 001% | 038% 0.12% 0.12% 0.39% 0.71% 0.01% Mm% 0.21% 021% | 0.33% 0.41% 0.01% 0.76% 0.12% 012%
> 042% | 021% | 002% | 064% | 0.16% 016% | 0.60% 1.70% 002% | 230% | 0.30% | 030% | O&61% | 096% | 002% 148% 017% 017%
3 051% | 028% | 002% 0.81% 0.18% 0.18% 084% | 239% | 002% | 323% | 035% | 035% | 067% 134% 002% | 203% | 020% | 0.20%
4 069% | 0.35% | 003% | 107% 0.21% 021% | 095% | 273% | 002% | 368% | 037% | 037% | 082% 1.55% 003% | 2.38% 021% 0.21%
5 083% | 039% | 003% 125% 022% | 0.22% 112% 310% | 003% | 422% | 040% | 040% | 098% 1.76% 003% | 275% | 023% | 023%
6 097% | 042% | 0.04% 143% 024% | 024% | 130% 332% | 004% | 462% | 042% | 042% 114% 188% | 004% | 304% | 024% | 0.24%
7 109% | 0.50% | 0.04% 163% 025% | 0.26% 143% 350% | 005% | 492% | 043% | 043% 1.26% 201% | 005% | 329% | 025% | 0.25%
8 123% | 0.56% | 0.04% 182% 027% | 0.27% 1.51% 368% | 0.05% 519% 044% | 044% 137% 213% 005% | 352% | 026% | 026%
9 135% | 063% | 004% | 202% | 0.28% | 0.28% 165% 382% | 007% | 548% | 045% | 045% 1.50% 224% | 006% | 377% 027% | 0.27%
10 144% 071% | 004% | 218% 029% | 0.29% 179% 397% | 007% | 6576% | 046% | 046% 162% 235% | 006% | 399% | 028% | 028%
1" 1.56% 0.82% | 004% | 240% 0.31% 0.31% 1.956% 410% 007% | 6.05% | 047% | 0.47% 176% 248% | 006% | 424% | 028% | 028%
12 163% | 089% | 004% | 254% | 032% | 032% | 203% | 420% | OO7% | 6.21% 048% | 0.48% 1.83% 256% | 006% | 440% | 029% | 029%
13 168% 093% | 004% | 264% | 032% | 032% | 207% | 430% | 007% | 635% | 048% | 048% 188% 263% | 006% | 452% | 029% | 029%
14 173% 099% | 004% | 274% | 033% | 0.33% 212% 432% | 007% | 641% | 049% | 049% 1.92% 267% | 006% | 460% | 0.30% | 030%
15 175% 102% | 004% | 280% | 0.33% | 033% 215% 437% | 007% | 6.50% | 049% | 049% 195% 271% 006% | 467% | 030% | 0.30%
16 181% 106% | 004% | 289% | 034% | 034% | 228% | 443% | 007% | 668% | 0850% | 050% | 205% 276% | 006% 481% 030% | 030%
17 1.91% 1% 004% | 304% | 035% | 035% | 239% | 445% | 007% | 680% | 0.50% | 0.50% 216% 280% | 006% | 494% 0.3% 0.31%
18 214% 119% 004% | 334% | 037% | 037% | 247% | 456% | 007% | 698% | 05M% 051% 230% | 289% | 006% 518% 032% | 0.32%
19 2.26% 122% | 004% | 349% | 038% | 038% | 255% | 463% | 007% 713% 051% 0.51% 241% 294% | 006% | 533% | 032% | 032%
20 229% 134% | 004% | 365% | 039% | 039% | 264% | 466% | 007% | 724% | 052% | 0.52% 247% 302% | 006% | 546% | 033% | 033%
21 2.38% 1.38% | 004% | 376% | 040% | 040% | 270% | 477% 0.07% 741% 063% | 053% | 254% 309% | 006% 561% 033% | 0.33%
22 2.46% 140% | 004% | 386% | 041% 0.41% 283% | 480% | 007% | 757% | 054% | 054% | 264% 312% 006% | 573% 034% | 0.34%
23 251% 142% 004% | 394% | 042% | 042% | 290% | 483% | 007% 766% | 064% | 054% 27% 314% 006% | 582% 034% | 0.34%
24 2.51% 168% | 0.04% | 409% | 045% | 045% | 290% | 492% | 007% | 775% | 0.56% | 0.56% 271% 326% | 006% | 594% | 036% | 0.36%
25 2.80% 173% 004% | 452% | 066% | 066% | 290% | 4.92% | 007% 775% | 056% | 0.56% | 285% | 333% | 006% 6.14% 042% | 042%

* Cl_up and CI_low are 95% confidence limits.

Note: A small difference may exist between the sum of the category CRP figures and the total CRP for an implant. This is because the total CRP is calculated independently of each
category CRP figure. The CRP figures are calculated using the general analysis methods described in ISO 5841-2.23

© Cochlear Limited 2022. D1985708 V1 2022-08 12



COCHLEAR™ NUCLEUS® RELIABILITY REPORT - JUNE 2022
Reporting to ANSI/AAMI CI86 Standard

Cl24M Implant - removal rates for all analysis categories and different patient populations

75

Cumulative Removal Percentage

© Total Adultsand Children @ Total Adults @ Total Children

Children7.75%
Adults and Children 6.14%

Adults 4.52%

Years of use

REGISTERED IMPLANT DATA AT 30 JUNE 2022

Cl24M Implant - removal rates by analysis category for adults

15.0 1

2o

75

Cumulative Removal Percentage

© Allcategories @ Medical @ Device @ Inconclusive

Al categories 4.52%
Medical 2.80%
Device 1.73%

Inconclusive 0.04%

Years of use

REGISTERED IMPLANT DATA AT 30 JUNE 2022
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Cl24M Implant - removal rates by analysis category for adults and children

Cumulative Removal Percentage

75

© Allcategories @ Medical @ Device @ Inconclusive

Al categories 6.14%

Device 3.33%

Medical 2.85%

Inconclusive 0.06%

Years of use

REGISTERED IMPLANT DATA AT 30 JUNE 2022

CI24M Implant - removal rates by analysis category for children

Cumulative Removal Percentage

75

© All categories ® Medical @ Device @ Inconclusive

All categories 7.75%

Medical 2.90%

Inconclusive 0.07%

Years of use

REGISTERED IMPLANT DATA AT 30 JUNE 2022
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COCHLEAR™ NUCLEUS® RELIABILITY REPORT - JUNE 2022
Reporting to ANSI/AAMI CI86 Standard

NUCLEUS CI22M IMPLANT

Number of registered CI22M Implants - 30 June 2022

U CHILDREN COMBINED

116 6,545 17,661

Cl22M Series Implant Cumulative Failure Rates

-

005% | 043% | 002% | 049% 0.13% 013% | 0.09% | 052% | 006% | 067% | 020% | 0.20% | 0.06% | 046% | 003% | 0.56% 011% 0.11%

009% | 068% | 008% | 086% | 017% 017% 015% 1.33% 012% 1.60% 0.31% 0.31% 0M% 0.92% | 010% 113% 016% 0.16%

010% | 085% | 010% 105% 019% 019% 0.19% 201% 020% | 239% | 037% | 037% 013% 1.28% 0.14% 1.55% 0.18% 0.18%

013% 108% 012% 133% | 0.21% 021% | 023% | 284% | 023% | 329% | 043% | 043% | 047% 174% 016% | 206% | 021% | 021%

0.26% 1.31% 020% | 176% | 025% | 026% | O71% | 386% | 030% | 483% | 052% | 052% | 043% | 226% | 023% | 290% | 0.25% | 0.25%

0.38% 142% 0.20% 198% | 026% | 0.26% | 092% 4.31% 032% | 548% | 056% | 056% | 0.58% | 250% | 024% | 329% | 027% | 0.27%

049% | 158% 0.21% 227% | 028% | 0.28% 117% 475% | 038% | 622% | 059% | 0.59% | 074% | 276% | 027% | 374% | 028% | 0.28%

2
3
4
5 018% | 126% | 016% | 159% | 023% | 023% | 038% | 328% | 025% | 389% | 047% | 047% | 025% | 20m | ot9% | 245% | 023% | 023%
6
7
8
9

0.65% 1.70% 022% | 254% | 030% | 0.30% 146% 514% 0.42% 6.91% 062% | 062% | 0956% | 298% | 0.29% 418% 0.30% | 0.30%

10 0.74% 191% 023% | 286% | 0.32% | 0.32% 165% 559% | 047% | 768% | 066% | 0.65% 108% | 328% | 0.32% | 463% | 031% 0.31%

1" 0.91% 199% 0.23% 3n% 033% | 033% 1.82% 586% | 048% | 802% | 0.66% | 066% 124% 344% | 033% | 495% | 032% | 0.32%
12 1.09% 214% 023% | 344% | 035% | 0.35% 214% 615% 050% | 862% | 069% | 069% | 148% 364% | 033% | 538% | 034% | 0.34%
13 1.29% 229% | 023% | 378% | 036% | 0.36% | 224% | 654% | 0.50% | 909% | 070% | 0.70% 164% 388% | 033% | 577% | 035% | 0.35%
14 147% 253% | 0.23% 419% | 038% | 0.38% 241% 686% | 054% | 958% | 072% | 072% 181% 414% 035% | 6.21% 036% | 0.36%
15 167% 267% | 023% | 442% | 039% | 039% | 258% 714% 055% | 1003% | 0.74% 0.74% 194% 434% | 035% | 652% | 037% | 037%

16 178% | 284% | 023% | 479% | 041% | 041% | 270% | 730% | 0.55% | 10.30% | O75% | O76% | 212% | 450% | 0.35% | 686% | 0.38% | 0.38%

17 191% 298% | 023% | 505% | 042% | 042% | 287% | 7.50% | 055% | 1065% | 0.76% | 076% | 226% | 467% | 035% 715% 039% | 039%

18 202% 316% 023% | 634% | 043% | 043% | 292% 773% | 055% | 1092% | 0.76% | 076% | 235% | 487% | 035% | 743% | 039% | 039%

19 215% 339% | 023% | 569% | 044% | 044% | 3.03% 8% 055% | 1.38% | 078% | 0.78% | 247% 5.15% 035% | 782% | 040% | 040%

20 233% | 359% | 023% | 6.06% | 046% | 046% | 320% | 843% | 055% | 1.85% | 079% | 079% | 265% | 540% | 035% | 823% | 041% | 041%

21 244% | 389% | 023% | 645% | 047% | 047% | 3.50% | 880% | 055% | 1248% | 08%% 0.81% 283% 673% | 0.35% 8.71% 043% | 043%

22 257% | 409% | 025% | 678% | 048% | 048% | 364% | 912% | 055% | 1291% | 082% | 082% | 296% | 597% | 036% | 909% | 043% | 043%

23 272% 427% | 0.25% 710% 049% | 049% | 3.89% 941% 055% | 1341% | 084% | 0.84% 315% 620% | 036% | 948% | 044% | 044%

24 286% | 456% | 025% | 752% 0.51% 0.51% 411% 965% | 055% | 1384% | 085% | 0.85% | 3.32% | 647% | 036% | 990% | 045% | 045%

25 297% | 498% | 026% | 804% | 053% | 053% | 423% | 10.03% | 055% | 1431% | 086% | 086% | 343% | 687% | 037% | 1040% | 047% | 047%

26 310% | 630% | 026% | 847% | 055% | 0.55% | 444% | 1029% | 055% | 1476% | 088% | 0.88% | 3.60% 7% 037% | 1084% | 048% | 048%

27 3.18% 554% | 0.26% | 879% | 056% | 056% | 466% | 10.71% | 055% | 15.34% | 0.90% | 0.90% | 373% 748% | 037% | 1126% | 049% | 049%

28 328% | &71% | 026% | 904% | 067% | 057% | 496% | 119% | 0659% | 1610% | 095% | 095% | 390% | 776% | 038% | 169% | 051% | 06M%

335% | 599% | 0.26% | 9.38% | 060% | 060% | 6507% | 149% | 059% | 16.48% | 0.98% | 0.98% | 398% | 804% | 038% | 1204% | 052% | 0.52%

8

30 341% | 635% | 026% | 978% | 063% | 063% | 507% | 195% | 059% | 16.90% | 103% | 103% | 402% | 843% | 038% | 1245% | 0.55% | 055%

31 341% | 639% | 026% | 9.82% | 064% | 064% | 534% | 1258% | 0.59% | 17.74% 119% 119% 4.09% 8616 0.38% | 1268% | 057% | 057%

32 363% | 645% | 0.26% | 999% | 066% | 066% | 534% | 1282% | 0869% | 17.97% | 127% 127% 419% 871% | 038% | 1286% | 0.60% | 0.60%

33 381% 6.54% | 0.26% | 10.34% | 0.74% 0.74% 634% | 1282% | 059% | 17.97% 127% 127% 443% | 878% | 038% | 1315% | 066% | 066%

34 397% | 670% | 026% | 1064% | 0.85% | 0.85% | 6534% | 1282% | 059% | 17.97% | 127% 1.27% 457% | 892% | 038% | 1340% | 075% | 0.75%

* Cl_up and CI_low are 95% confidence limits.

Note: A small difference may exist between the sum of the category CRP figures and the total CRP for an implant. This is because the total CRP is calculated independently of each
category CRP figure. The CRP figures are calculated using the general analysis methods described in ISO 5841-2.23

© Cochlear Limited 2022. D1985708 V1 2022-08 14



COCHLEAR™ NUCLEUS® RELIABILITY REPORT - JUNE 2022
Reporting to ANSI/AAMI CI86 Standard

Cl22M Implant - removal rates for all analysis categories and different patient populations

© Total Adultsand Children @ Total Adults @ Total Children
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Cl22M Implant - removal rates by analysis category for adults

© Allcategories @ Medical ~ @ Device @ Inconclusive
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Cl22M Implant - removal rates by analysis category for adults and children
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Cl22M Implant - removal rates by analysis category for children

Cumulative Removal Percentage
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COCHLEAR™ NUCLEUS® RELIABILITY REPORT - JUNE 2022
Reporting to ANSI/AAMI CI86 Standard

The Failed Component Return Rate (FCRR) is the metric used to measure sound processor reliability. FCRR
provides information regarding the reliability of each make and model of sound processor.

Cochlear tests sound processors that have been returned to determine if they are working and, if not, why
they failed. The FCRR percentage is calculated as the total number of failed sound processors received
within a month divided by the total number of the same sound processor sold between launch and 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%.

The FCRR classifies reasons for failure into the following categories:

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.

Electrical Failure. A functional failure of the electronics or the electronic assembly.

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.

Other/Unknown. Failures that don't fit in the other categories (e.g. firmware failures).

Fault-Free. 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.

© Cochlear Limited 2022. D1985708 V1 2022-08 16



COCHLEAR™ NUCLEUS® RELIABILITY REPORT - JUNE 2022
Reporting to ANSI/AAMI CI86 Standard

NUCLEUS® KANSO® 2 SOUND PROCESSOR

Nucleus Kanso 2 Sound Processor - Component Return Rate

Fail mode Jul-20 Aug-20 Sep-20 Oct-20 Nov-20 Dec-20 Jan-21 Jun-21
Mechanical - 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0%
Electrical - 0.0% 0.0% 0.3% 0.7% 0.8% 0.6% 0.5% 0.6% 0.3% 0.2% 0.1%
Moisture - 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0%
Other - 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0%
Fault-Free - 0.1% 0.0% 01% 0.3% 0.4% 0.3% 0.3% 0.2% 01% 0.1% 0.1%

Fail mode Jul-21 Jan-22

Mechanical 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0%
Electrical 0.0% 0.0% 0.1% 0.0% 0.1% 0.1% 0.0% 0.1% 0.1% 0.1% 0.0% 0.0%
Moisture 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0%
Other 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0%
Fault-Free 0.1% 0.1% 0.1% 0.1% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0%

Nucleus® Kanso® 2 Sound Processor - Failed Component Return Rate

© Mechanical @ Electrical @ Moisture Damage Other/Unknown
10.0 1

80 T

7.0 7

5.0 7

40 7
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COCHLEAR™ NUCLEUS® RELIABILITY REPORT - JUNE 2022
Reporting to ANSI/AAMI CI86 Standard

NUCLEUS 7 SOUND PROCESSOR

Nucleus 7 Sound Processor - Component Return Rate

Fail mode Aug-20 Sep-20 Oct-20 Nov-20 Dec-20 Apr-21 May-21 Jun-21
Mechanical 0.4% 0.4% 04% 0.3% 0.3% 0.2% 0.2% 0.2% 0.2% 0.2% 0.3% 04%
Electrical 0.4% 0.4% 0.3% 0.3% 0.2% 0.2% 0.2% 0.2% 0.2% 0.2% 0.2% 0.3%
Moisture 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0%
Other 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0%
Fault-Free 0.2% 0.1% 01% 0.2% 0.1% 0.2% 0.2% 0.2% 0.2% 0.2% 0.2% 0.3%

Fail mode Jul-21

Mechanical 0.4% 0.4% 0.3% 03% 0.3% 0.2% 0.2% 0.2% 0.3% 0.2% 0.2% 0%
Electrical 0.3% 0.3% 0.3% 0.3% 0.3% 03% 0.3% 0.3% 0.3% 0.2% 0.2% 01%
Moisture 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0%
Other 0.0% 0.0% 0.0% 00% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0%
Fault-Free 0.3% 0.2% 0.2% 0.2% 0.2% 0.2% 01% 0.2% 0.2% 01% 0.1% 0%

Nucleus® 7 Sound Processor - Failed Component Return Rate

© Mechanical @ Electrical @ Moisture Damage Other/Unknown
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COCHLEAR™ NUCLEUS" RELIABILITY REPORT - JUNE 2022
Reporting to ANSI/AAMI CI86 Standard

Each implant graph represents a type of device based on the receiver/stimulator portion.

IMPLANTS®

Cochlear™ Nucleus® Profile™ Plus with Contour Advance® Electrode (CI612)
Cochlear Nucleus Profile Plus with Slim Straight Electrode (C1622)
Cochlear Nucleus Profile Plus with Slim Modiolar Electrode (Cl1632)
Cochlear Nucleus Profile Plus with Slim 20 Electrode (Cl624)

Profile™ Plus Series

Cochlear Nucleus Profile with Contour Advance Electrode (CI512)
Cochlear Nucleus Profile with Slim Straight Electrode (C1522)
Cochlear Nucleus Profile with Slim Modiolar Electrode (C1532)
Cochlear Nucleus Profile Auditory Brainstem Implant (ABI541)

Profile Series

Nucleus Freedom® with Contour Advance Electrode
Nucleus Freedom with Straight Electrode

CLRARE Sucles Cochlear Nucleus Cl422 Cochlear Implant
Cochlear Hybrid™ L24 Cochlear Implant
Cochlear Nucleus Cl512 Cochlear Implant

CI500 Series Cochlear Nucleus CI513 Cochlear Implant

Cochlear Nucleus CI551 Double Array Cochlear Implant
Cochlear Nucleus ABI541 Auditory Brainstem Implant

Nucleus 24 with Contour Advance Electrode
CI24R Nucleus 24 with Contour® Electrode
Nucleus 24k with Straight Electrode

Nucleus 24 with Straight Electrode
Cl2aM Nucleus 24 with Double Array
Nucleus 24 Auditory Brainstem Implant [ABI]

Cl22M Nucleus 22

* Implant availability varies by market.
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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 follow the directions for use. Not all products are available in all countries. Please contact your local Cochlear
representative for product information.

ACE, Advance Off-Stylet, AOS, Ardium, AutoNRT, Autosensitivity, Baha, Baha SoftWear, BCDrive, Beam, Bring Back the Beat, Button, Carina, Cochlear, FIf| ¥, =227 L 7,
T 22|04, cochlear SoftWear, Contour, = > |k 7 7, Contour Advance, Custom Sound, Dermalock, Freedom, Hear now. And always, Hugfit, Human Design, Hybrid,
Invisible Hearing, Kanso, LowPro, MET, MP3000, myCochlear, mySmartSound, NRT, Nucleus,Osia, Outcome Focused Fitting, Off-Stylet, Piezo Power, Profile, Slimline,
SmartSound, Softip, SoundArc, True Wireless, the elliptical logo, Vistafix, Whisper, WindShield and Xidium are either trademarks or registered trademarks of the Cochlear
group of companies.

© Cochlear Limited 2022. D1985708 V1 2022-08 19



