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Our Commitment to Quality

Medtronic was founded in 1949 and has grown to become a global leader in medical technology. Seeing what a
difference medical technology could make in the lives of patients inspired our founder to develop the Medtronic
Mission.

The third tenet of the mission s all about quality:

“To strive without reserve for the greatest possible reliability and quality in our products, to be the unsurpassed standard
of comparison, and to be recognized as a company of dedication, honesty, integrity, and service.”

Regardless of function, all CRM employees play a role in product quality. Whether designing new therapies, sourcing
components, manufacturing products, hiring talented people, assigning financial resources to project teams, or
servingin one of the hundreds of other roles, every employee has an influence on product quality.

Product performance information is received from many sources through various channels. Medtronic monitors
information from many sources from Research and Development through Manufacturing and Field Performance
Vigilance.

When a device is returned to Medtronic, laboratory technicians and engineers assess overall device function. Analysis
of returned product is performed according to written procedures. These procedures determine the minimum
analysis required. The analysis required varies depending on the type of device, age of the device, the associated
information received with the device, actual experience with models of similar design, and other factors. Additional
analysis is performed as necessary to investigate a performance concern from a customer, or to collect specific
reliability data.

When a malfunction is identified, failure analysis is performed to provide the detailed information necessary to
investigate possible causes and actions. Medtronic CRM maintains in-house expertise and performs its failure
analysis using facilities it owns and supports. This capability permits detailed failure analysis.

Analysis results are compared to original manufacturing records and design intent. Clinical observations are added to
laboratory findings to help determine root cause. Each event is then compared to other events. If a patternis
detected, actions are taken to identify a common root cause, assess patient risk and an appropriate course of action.

Medtronic instituted the industry’s first product performance reports in 1983 by publishing data on our chronic lead
studies. Pacemakers and other devices followed as our performance reporting has constantly evolved based on
customer needs and feedback. One thing has been a constant. It is our sincere commitment to communicate clearly,
offering timely and appropriate product performance data and reliability information. This has always been and will
continue to be our goal.
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Contact Information

We invite our customers to use these telephone numbers to call with suggestions, inquiries, or
specific problems related to our products.

US Technical Services Department International Technical Centers

tshelp@medtronic.com

Europe, the Middle East and Africa (Heerlen NL)

Phone: Please contact local Medtronic Representative.

1(800) 723-4636 (Tachy) Japan (Tokyo)

1(800) 505-4636 (Brady) Please contact local Medtronic Representative.

Fax:
ax Australia-New Zealand

1(800) 824-2362 . .
au.crdmtechservices@medtronic.com

Instrumental Technical Servi . .
US Inst ental Technical Services For questions related to returning explanted

product or returning product that shows signs of
malfunction, please contact:

1(800) 638-1991

Outside the United States:

Your Medtronic representative or international
technical center at the number above.

Within the United States:

Editorial ff
ditorial Sta Your Medtronic representative or

Editor CRM Returned Product Analysis Laboratory

Kirk Hauge, Vice President, CRM Quality
and Regulatory

Phone: 1 (800) 328-2518, ext. 44800

crdm.returnedproduct@medtronic.com
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Introduction

For 39 years, Medtronic has monitored performance via both returned product analysis and multicenter clinical
studies.

This Product Performance Report (PPR) presents device survival estimates, advisory summaries, performance notes,
and other information pertinent to assessing the performance of Medtronic implantable pulse generators (IPGs),
implantable cardioverter defibrillators (ICDs), cardiac resynchronization therapy (CRT) devices, and implantable
pacing and defibrillation leads.

This Product Performance Report has been prepared in accordance with International Standard ISO 5841-2:2000(E).
As Transcatheter Pacing Systems (TPS) combine the pacing functions of an IPG with the therapy delivery functions of
an implantable lead into a single device implanted inside the heart, TPS is subject to complications similar to pacing
leads and malfunctions or battery depletion events similar to an implanted pulse generator (IPG). The TPS
performance report has been developed to align with these guidelines to the extent possible due to the unique
difference between TPS compared to a typical implantable device or lead.

The survival estimates provided in this report are considered to be representative of worldwide performance.
Survival Estimates

Medtronic, like other companies, monitors CRT, ICD, and IPG device performance using returned product analysis.
We also monitor CRT, ICD, and IPG device performance using an active multicenter clinical study.

Returned product analysis is a passive approach to assessing product performance. This approach provides a suitable
measure of product performance only when a significant number of explanted products are returned to the
manufacturer. Returned product analysis provides a measure of hardware performance, but not necessarily the total
clinical performance (e.g., the incidence of complications such as infection, erosion, muscle stimulation, etc. are not
estimated).

The survival estimates provided in this report for CRT, ICD, and IPG devices are based on returned product analysis.
This approach is suitable because a significant number of explanted generators are returned for analysis.

Lead performance is monitored differently. In contrast to CRT, ICD, and IPG devices, a very small percentage of leads
are returned to the manufacturer due to the difficulty of explanting them. For leads, an active clinical study provides
more accurate survival estimates compared to estimates based solely on returned product analysis.

Survival estimates for leads are based on clinical observations recorded via Medtronic’'s PAN Registry. This
multicenter clinical study is designed to record clinical observations representative of the total clinical experience.
Therefore, the lead survival estimates include both lead hardware failure and lead-related medical complications, and
do not differentiate a lead hardware failure from other clinical events such as exit block, perforation, dislodgement, or
concurrent pulse generator failure.

Transcatheter Pacing Systems are monitored differently. Transcatheter pacing systems (TPS) combine the pacing
functions of an IPG with the therapy delivery functions of animplantable lead into a single device implanted inside the
heart. To account for the shortfalls of returned product analysis due to a very small percentage of devices being
returned, a study of de-identified product data on the Medtronic CareLink™ network is used. The number of devices
enrolled and transmitting actively enables a population large enough to give a representative volume of normal
battery depletions and to provide insight into the complications that may occur after the device was successfully
implanted. TPS survival estimates include both product failures and device-related medical complications and do not
differentiate product failures from these complications such as perforation, dislodgement or elevated pacing
thresholds.
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Introduction continued
ICD Charge Times

Since May 2000, Medtronic has provided important information on charge time performance of ICDs. The
information provided in this report shows how ICD charge time can vary during the time a device is implanted. The
information is presented in graphical format showing charge time as a function of implant time. The data for charge
times are collected from devices enrolled in the PAN Registry.

Customer Communications - Advisory Summaries

This Product Performance Report includes summaries of all Customer Communications classified as Advisories
applicable to the performance of the products included in the report. An advisory is added to the report when any
product affected by the advisory remains in service and at risk of experiencing the behavior described in the advisory.
The advisory will remain in the report until Medtronic estimates no product affected by the advisory remains active,
or the risk of experiencing the behavior described in the advisory has passed.

For most advisories, the products subject to the advisory retain essentially the same survival probability as the
products of the same model(s) not affected by the advisory. For those advisories where the survival probabilities of
the affected and non-affected populations do differ significantly, Medtronic will provide separate survival data for
each population. The separate survival data will remain in the report until Medtronic estimates no affected product
remains in active service.

Customer Communications - Performance Notes

This report concludes with a number of Customer Communications classified as Non-Advisory Performance Notes
developed by Medtronic to provide additional product performance information relevant to follow-up practice and
patient management.

Customer Communications - Product Education Briefs

These communications are educational in nature and typically elaborate on information found in the Instructions for
Use (IFU) or other approved labeling materials. A product education brief typically serves to clarify information found
in labeling that may be misunderstood or misinterpreted by physicians or healthcare professionals. Product
education briefs do not provide new patient management guidance, but may be used to reinforce existing
recommendations already discussed in the IFU.

How You Can Help

Medtronic urges all physicians to return explanted products and to notify Medtronic when a product is no longer in
use, regardless of the reason for explant or removal from use. The procedures for returning products vary by
geographic location.

Mailer kits with prepaid US postage are available for use within the United States to send CRTs, ICDs, IPGs, ICMs, and
leads to Medtronic’s Cardiac Rhythm Management (CRM) Returned Product Analysis Lab. These mailers are sized to
accommodate the devices and leads from a single patient or clinical event and are designed to meet US postal
regulations for mailing biohazard materials.

If the product being returned is located outside the United States, please contact your local Medtronic representative
forinstructions.

Medtronic also requests the return of explanted products from non-clinical sources, such as funeral homes, and will
assume responsibility for storage and disposal of the product once received.
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Introduction continued

Mailer kits can be obtained by contacting the Returned Product Lab. For information on how to contact the Lab, refer
to the Contact Information page of this report.

We continually strive to improve this CRM Product Performance Report. In keeping with this philosophy, we ask for
your suggestions on the content and format of this report, as well as any information you have regarding the
performance of Medtronic products. For information on how to comment on this report, see the Contact Information

page.
Overview of Survival Analysis

Medtronic uses the Cutler-Ederer actuarial life table method for devices, standard actuarial method for TPS and
Kaplan-Meier for leads to estimate the length of time over which they will perform within performance limits
established by Medtronic. This probability to perform within performance limits over time is called the survival
probability.

Devices and leads are followed until an event occurs where the device or lead ceases to operate within performance
limits. The length of time from implant to the event is recorded for individual devices and leads in the population
sample. The population sample for CRT, ICD, and IPG devices is made up of patients whose devices are registered as
implanted in the United States. For leads, the population sample is the patients enrolled in our multicenter,
international prospective Product Surveillance Registry. For TPS, the population is the de-identified devices on the
Medtronic CareLink™ network.

For CRTs, IPGs and ICDs, the events can be normal battery depletion or a device malfunction. For leads, the events
are complications as defined in the study protocol. For TPS, the events are complications or malfunctions as defined
in the methods for estimating.

The actuarial life table method allows Medtronic to account for devices and leads removed from service for reasons
unrelated to performance and for device and leads still in service. Devices and leads removed for reasons unrelated to
performance or are still in service are said to be suspended. Examples of devices and leads removed from service for
reasons unrelated to performance include:

e Removed to upgrade the device or lead
e Nolongerinservice due to the death of the patient for reasons unrelated to the device or leads
e Implanted in patients who are lost to follow-up

For each suspension, the device or lead has performed within performance limits for a period of time, after which its
performance is unknown.

Confidence Intervals

Since survival curves are based on a sample of the device and lead population, they are only estimates of survival. The
larger the effective sample size, the more confident the estimate. A confidence interval can be calculated to assess
the confidence in an estimate. In the Product Performance Report, Medtronic provides a 95% confidence interval.
This can be interpreted as meaning that 95% of the time, the true survival of the device will fall somewhere in the
interval.

Survival Curves in the Product Performance Report
Since the survival estimate can become very imprecise with small effective sample sizes, Medtronic truncates the

survival curve when the effective sample size is less than 100 for CRTs, ICDs, and IPGs, and when the number entered
is less than 50 for leads. The survival charts in the Product Performance Report show the effective sample size for

Medtronic CRM Product Performance Report 5 Issue 88 2023 1st Edition
Online https://wwwp.medtronic.com/productperformance



Introduction continued

each year interval where Medtronic has experience. When the effective sample size reaches 100 for CRTs, ICDs, and
IPGs or when the number entered reaches 50 for leads, the next data point is added to the survival curve.

Although the report provides tabular data in one-year intervals, the device curves are actually computed and plotted
using the Cutler-Ederer method and 1-month intervals (for CRT, ICD, and IPG devices), the TPS curves are actually
computed and plotted using the standard actuarial method and 1-monthintervals, and leads curves are computed
and plotted using Kaplan-Meier, which uses individual survival times.

A number of references are available for additional information on survival analysis using the Cutler-Ederer life table
method? and for the Kaplan-Meier method.?

!Lee, Elisa T.(2003) Statistical Methods for Survival Data Analysis — 3rd Edition (Wiley Series in Probability and Statistics).

2Klein, John P., Moeschberger, Melvin L. Survival Analysis Techniques for Censored and Truncated Data, New York: Springer-Verlag New York, Inc.,
1997.
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Method for Estimating CRT, ICD, and IPG Device Performance

The performance of CRT, ICD, and IPG devices is expressed in terms of device survival estimates, where “survival”
refers to the function of the device, not the survival of the patient. These survival estimates are intended to illustrate
the probability that a device will survive for a given number of years without malfunction or battery depletion.

The survival estimates are determined from the analysis of Medtronic Cardiac Rhythm Management (CRM's) United
States device registration data and United States returned product analysis data. These data are presented
graphically and numerically.

Note: During preparation of the Issue 88 CRM PPR release, a display error with the population of the malfunctions
table was identified that resulted in historical overcounting in Issue 87 and prior of some confirmed malfunctions
displayed in these tables. This overcounting did not affect the survival curves. The overcounting has been corrected
with the Issue 88 release.

Because this analysis is based on returned product analysis, the performance data does not reflect any device-
related medical complications such as erosion, infection, muscle stimulation, or muscle inhibition.

Categorization of Depleted and Malfunctioning Devices for Survival Analysis

For survival estimation, every device analyzed in the CRM Returned Product Analysis laboratory is assigned to one of
three categories. The device 1) is functioning normally, 2) has reached normal battery depletion, or 3) has
malfunctioned. This categorization is combined with data from our device registry for the total number of implants
and the implant durations to create the survival curves presented on the following pages.

Definition of Malfunction

Medtronic CRM considers a device as having malfunctioned whenever the analysis shows that any parameter was
outside the performance limits established by Medtronic while implanted and in service. To be considered a
malfunction or battery depletion, the device or the device memory data must have been returned to Medtronic and
analyzed.

Devices damaged after explant, damaged due to failure to heed warnings or contraindications in the labeling, or
damaged due to interaction with other implanted devices (including leads) are not considered device malfunctions.

A device subject to a safety advisory is not considered to have malfunctioned unless it has been found, through
analysis, to have performed outside the performance limits established by Medtronic.

Not all malfunctions expose the patient to a loss of therapy. Some malfunctions included in the following survival
estimates may not have been detected at all by the physician or the patient. All malfunctions, however, are included in

the survival estimates and provide important feedback to our product development organization.

To provide insight into the nature of malfunctions, each malfunctionis categorized as Malfunction with Compromised
Therapy Function or Malfunction without Compromised Therapy Function.

For this report, Normal Battery Depletion, Malfunction with Compromised Therapy Function, and Malfunction
without Compromised Therapy Function are defined as follows:

Normal Battery Depletion — The condition when:
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Method for Estimating CRT, ICD, and IPG Device Performance continued

(@) adeviceisreturned with no associated complaint and the device has reached its elective replacement
indicator(s) with implant time that meets or exceeds the nominal (50 percentile) predicted longevity at
default (labeled) settings

Or

(b) adeviceis returned and the device has reached its elective replacement indicator(s) with implant time
exceeding 80% of the expected longevity calculated using the available device setting information

Or

(c) adeviceis taken out of service without an associated complaint and with evidence the battery reached its
elective replacement indicator(s).

Medtronic CRM establishes expected longevity by statistically characterizing the power consumed by the device and
the power available from the device battery. This characterization is applied to a number of parameter
configurations. The statistical mean value minus three standard deviations is used as the expected longevity for
determining if a battery depleted normally. The actual longevity achieved for any device while implanted will depend
on the actual programmed parameters and patient factors, and may differ significantly from these estimates.

Malfunction with Compromised Therapy Function

The condition when a device is found to have malfunctioned in a manner that compromised pacing or defibrillation
therapy (including complete loss or partial degradation), while implanted and in service, as confirmed by returned
product analysis.

Examples: Sudden loss of battery voltage; accelerated current drain such that low battery was not detected before loss of therapy; sudden
malfunction during defibrillation therapy resulting in aborted delivery of therapy, intermittent malfunction where therapy is or may be
compromised while in the malfunction state.

Malfunction without Compromised Therapy Function

The condition when a device is found to have malfunctioned in a manner that did not compromise pacing or
defibrillation therapy, while implanted and in service, as confirmed by returned product analysis.

Examples: Error affecting diagnostic functions, telemetry function, data storage; malfunction of a component that causes battery to lose power
quickly enough to cause premature battery depletion, but slowly enough that the condition is detected through normal follow-up before therapy is
lost; mechanical problems with connector header that do not affect therapy.

Expanded Malfunction Detail

The malfunctions are further divided into categories that identify the subject area of the malfunction. The
malfunctions are divided into the following subject areas:

Battery — Findings linked to the battery and its components
Device-Related Current Pathway — Findings confirmed through device or device memory returns linked to reduced or
no energy shocks and other effects (e.g., 50% drop in daily pacing lead impedance measurements not due to a lead

issue)

Electrical Component — Findings linked to electrical components such as integrated circuits, resistors, capacitors,
diodes, etc.
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Method for Estimating CRT, ICD, and IPG Device Performance continued

Electrical Interconnect — Findings linked to the connections between electrical components such as wires, solder
joints, wire bonds, etc.

Possible Early Battery Depletion — Findings where the actual reported implant time is less than 80% of the expected
longevity calculated using the available device setting information with no device malfunction observed. There may
not be sufficient device setting information to determine conclusively if battery depletion was normal or premature in
the absence of a specific root cause finding. However, returned devices meeting the above criteria are conservatively
classified as Possible Early Battery Depletion malfunctions.

Software/Firmware — Findings linked to software or firmware function

Other —Findings related to other components such as insulators, grommets, setscrews, and packaging, and findings
where analysis is inconclusive.

Returned Product Analysis Process

Analysis of returned product or device memory data is performed according to written procedures. These
procedures determine the minimum analysis required. The analysis required varies depending on the type of device,
age of the device, the associated information received with the device, actual experience with models of similar
design, and other factors. Additional analysis is performed as necessary to investigate a performance concernfroma
customer, or to collect specific reliability data.

When a device is returned with a performance concern from a customer, the general analysis process includes a
preliminary analysis of the device in its as-received condition, followed by an automated functional test using test
equipment equivalent to the equipment used in manufacturing.

When a malfunction is identified, failure analysis is performed to provide the detailed information necessary to
investigate possible causes and actions. Medtronic CRM maintains in-house expertise and performs its failure
analysis using facilities it owns and supports. This capability permits detailed failure analysis.

Statistical Methods for Survival Analysis

Of the several different statistical methods available for survival analysis, the Standard Actuarial Method, with
suspensions assumed distributed evenly within the intervals (Cutler-Ederer Method), is used to determine survival
estimates for CRT, IPG and ICD devices. Implant times are calculated from the implant date to the earlier of the
explant date or the cutoff date of the report. From this data an estimate of the probability of device survival is
calculated at each monthly interval.

On the following pages, each graph includes a survival curve where events include malfunctions and normal battery
depletions (labeled as "Including Normal Battery Depletion”). This survival curve is a good representation of the
probability a device will survive a period of time without malfunction and without battery depletion. For example, if a
device survival probability is 95% after 5 years of service, then the device has a 5% chance of beingremoved due to
battery depletion or malfunction in the first 5 years following implant.

In addition, a second curve is included to show survival excluding normal battery depletion (labeled as "Excluding
Normal Battery Depletion”). This curve is a good representation of the probability for a device to survive without
malfunction. This curve includes only malfunctions as events and excludes normal battery depletion.

Since the survival estimate can become very imprecise with small effective sample sizes, Medtronic truncates the
survival curve when the effective sample size is less than 100 for CRT, ICD, and IPG devices. The survival charts in the
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Method for Estimating CRT, ICD, and IPG Device Performance continued

Product Performance Report show the effective sample size for each year interval where we have experience. When
the effective sample size reaches 100, the next data point is added to the survival curve.

Although the report provides tabular data in one-year intervals, the curves are actually computed and plotted using
one-month intervals.

The datain the tables are rounded to the nearest tenth of one percent. Occasionally, a graph may show 100%
survival, but have one or more malfunctions or battery depletions. This occurs because, even with the malfunctions
or battery depletions, the data rounds to 100%.

Sample Size and How the Population and Population Samples Are Defined

The population sample from which the survival estimates are derived is comprised of the devices registered as
implanted in the United States as of the report cutoff date. The number of registered implants, as well as an estimate
of the number that remain in active service, is listed for each model. To be included in the population, the device must
have been registered with Medtronic's registration system and implanted for at least one day.

This sample based on US implants is considered to be representative of the worldwide population, and therefore the
survival estimates shown in this report should be representative of the performance worldwide of these models.

A CRT, ICD, or IPG model or model family will be included in this report when it has accumulated at least 10,000
implant months and will remain in the report as long as at least 500 devices remain active.

Methods Used to Adjust for Underreporting of Malfunction and Battery Depletion

The tables on the following pages show the actual number of malfunctions and battery depletions recorded by the
analysis lab for US registered devices. Since not all devices are returned to Medtronic CRM for analysis, these
numbers underestimate the true number of malfunctions and battery depletions. To more accurately estimate the
device survival probabilities, the number of malfunctions and battery depletions used to plot each interval of the
“Including Normal Battery Depletion" survival curves is adjusted (multiplied) by a factor that is based on an estimate
of the magnitude of underreporting. The magnitude of underreporting is estimated by comparing data in Medtronic's
Device Registration Tracking Application (DTrak) with data from Returned Product Analysis.

The DTrak system is animportant element of Medtronic’s Quality System. The DTrak system is designed to meet or
exceed the US FDA's device tracking requirements set forth by the Safe Medical Devices Act. In the United States,
over 98% of Medtronic’'s CRT, ICD, and IPG implants become registered in the DTrak system.

Because pacemakers do not cure the patient’s underlying health problem, when a pacemaker stops functioning (due
to either normal battery replacement or malfunction) it is replaced with a new pacemaker. Therefore, the
replacement recorded in the DTrak system is a good indication that the previous pacemaker experienced either
battery depletion or malfunction. The fraction of replaced devices that are subsequently returned can be used to
estimate the correction factor for the under reporting of the combination of battery depletion and malfunction.

Note that devices of patients who have expired do not factor into the calculation of the correction. It is possible some
proportion of these devices experienced battery depletion or malfunction. Since these are not counted into the
correction factor based on the return rate of replaced devices, a correction factor based only on the return rate of
replaced devices may still underestimate the true rate of battery depletion and malfunction. However, devices that
are replaced because the patient is receiving a system upgrade or are removed because the patient no longer needs it
(e.g., due to heart transplant) do contribute to the calculation of the correction factor and therefore impart an
opposite bias.
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Method for Estimating CRT, ICD, and IPG Device Performance continued

Also note that this method of calculating the correction factor cannot distinguish between devices that are removed
due to malfunction and those due to normal battery depletion. It might seem intuitive that devices that unexpectedly
malfunction should be much more likely to be returned to the manufacturer than a device with ordinary normal
battery depletion. But this has not been conclusively demonstrated. Therefore, this method only provides a
correction factor reflecting the combination of battery depletion and malfunction.

No adjustment for underreporting is applied to the malfunction-free survival curve because a method for estimating
malfunction-only underreporting has not been developed.

Adjustments to Registered Implants to Compensate for Unreported Devices Removed from Service

Devices are at times removed from service for reasons other than device malfunction or battery depletion. Examples
are devices removed from service due to non-device related patient mortality and devices removed due to changes
in the patient’s medical condition. Because an accurate estimate of device survival depends on an accurate estimate
of the number of devices in service, it is important not to overstate the number of devices in service.

Medtronic addresses this under reporting to ensure the number of devices in service is not overstated. Regular
updates obtained from third party sources such as the Social Security Administration are used to update Medtronic's
DTrak data about patients who have died but whose deaths had not been reported to Medtronic. In addition, the
patient mortality rate derived from our DTrak system is monitored and compared to published mortality rates for
comparable patient populations. If, during calculation of the survival curves, the patient mortality indicated by the
datain DTrak is significantly different from published rates, an adjustment is applied to correct the difference. The
correction factor is also applied to account for devices that were removed and not reported or returned.
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D204TRM Consulta CRT-D
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Including NBD =~ 99.7% | 98.4% | 93.3% | 81.3% | 58.9% 29.8% | 20.1%  18.1% 17.4% | 16.8% 164% 162%  15.6%
Effective 56120 50207 42858 33041 19342 7426 4006 3258 2899 2497 1828 973 181
Sample Size
Medtronic CRM Product Performance Report 12 Issue 88 2023 1st Edition

Online https://wwwp.medtronic.com/productperformance



D224TRK

Consulta CRT-D

US Market Release

15Sep2008 Total Malfunctions (USA) 604
CE Approval Date Therapy Function Not Compromised 573
Registered USA Implants 65,129 Battery 2
Estimated Active USA Implants 5,056 Electrical Component 67
Normal Battery Depletions 18,950 Electrical Interconnect 1
Possible Early Battery Depletion 496
Software/Firmware 6
Other 1
Therapy Function Compromised 31
Battery 5
Electrical Component 26
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Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 150
Years 1 2 3 4 5 6 7 8 9 10 1 12 mo
Excluding NBD = 100.0% 99.7% = 99.3% 98.8% 98.7% 98.5% 984%  984% 98.4% 984% 983% 983%  98.3%
Including NBD = 99.7% = 98.4% | 93.3% | 81.3% 58.9% 29.8% @ 201% | 18.1% | 17.4% | 16.8% 16.4% 162%  15.6%
Effective 56120 50207 42858 33041 19342 7426 4006 3258 2899 2497 1828 973 181
Sample Size
D234TRK Consulta CRT-D
US Market Release Total Malfunctions (USA)
CE Approval Date 14Mar2008 Therapy Function Not Compromised
Registered USA Implants 2
Estimated Active USA Implants 1 Therapy Function Compromised
Normal Battery Depletions
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Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 150
Years 1 2 3 4 5 6 7 8 9 10 1 12 mo
Excluding NBD = 100.0% 99.7% = 99.3% 98.8% 98.7% 98.5% 984%  984% 98.4% 984% 98.3% 98.3%  98.3%
Including NBD = 99.7% = 98.4% | 93.3% | 81.3% 58.9% 29.8% @ 20.1% | 18.1% | 17.4% | 16.8% 16.4% 162%  15.6%
Effective 56120 50207 42858 33041 19342 7426 4006 3258 2899 2497 1828 973 181

Sample Size

Medtronic CRM Product Performance Report

13 Issue 88 2023 1st Edition

Online https://wwwp.medtronic.com/productperformance



D264TRM Maximo Il CRT-D

US Market Release

09Jan2012 Total Malfunctions (USA) 1
CE Approval Date 22Jul2010 Therapy Function Not Compromised 1
Registered USA Implants 15 Other 1
Estimated Active USA Implants 2 Therapy Function Compromised 0
Normal Battery Depletions 5
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Q N A D B ) © 1 ? 9 ;\Q \’\ 1\1 AD \b 1\‘.) \El 1\1 J\% \Q tLQ rﬁ\
Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 150
Years 1 2 3 4 5 6 7 8 9 10 11 12 mo
Excluding NBD = 100.0% 99.7% = 99.3% 98.7% 98.6% 985% 985% 985% 98.5% 985% 98.5% 985%  98.5%
Including NBD = 99.7% = 98.3% | 93.7% | 821% @ 582%  324% @ 251% @ 232% | 21.8% | 214% 21.0% 208% 20.5%
Effective = 12499 11086 9500 7257 3990 1655 1085 908 793 701 513 250 110

Sample Size

D274TRK Concerto Il CRT-D

US Market Release

15Aug2009 Total Malfunctions (USA) 187
CE Approval Date Therapy Function Not Compromised 176
Registered USA Implants 30,190 Battery 1
Estimated Active USA Implants 2,607 Electrical Component 22
Normal Battery Depletions 8,015 Possible Early Battery Depletion 152
Software/Firmware 1
Therapy Function Compromised 1
Battery 1
Electrical Component 10
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Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 150
Years 1 2 3 4 5 6 7 8 9 10 11 12 mo
ExcludingNBD = 100.0% = 99.8%  99.5% = 99.1% = 99.1% = 99.0% = 99.0% = 99.0% = 99.0%  99.0% = 99.0%  99.0%  99.0%
Including NBD = 99.8% = 98.6% | 94.1% | 827%  596%  30.9% @ 229% | 21.0% | 20.1% | 195% 192% 191%  18.5%
Effective = 25090 22504 19400 14877 8264 3124 1899 1570 1394 1271 1159 688 185
Sample Size
Medtronic CRM Product Performance Report 14 Issue 88 2023 1st Edition

Online https://wwwp.medtronic.com/productperformance



D284TRK Maximo Il CRT-D

US Market Release

17Sep2008 Total Malfunctions (USA) 135
CE Approval Date 14Mar2008 Therapy Function Not Compromised 130
Registered USA Implants 14,990 Electrical Component 6
Estimated Active USA Implants 1,344 Possible Early Battery Depletion 124
Normal Battery Depletions 4,080 Therapy Function Compromised 5
Electrical Component 5
100%
= 80% -
.
€ 60% -
7]
8 40% -
=
L]
Q  20%
00/0 T T T T T T T T T T T T T T T T T T T T T T
Q N A D B ) © 1 ? 9 ;\Q \’\ 1\1 AD \b 1\‘.) \El 1\1 J\% \Q tLQ rﬁ\
Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 150
Years 1 2 3 4 5 6 7 8 9 10 11 12 mo
ExcludingNBD = 100.0% = 99.7%  99.3%  98.7%  98.6% 98.5% 98.5% 98.5% 985% 98.5% 985%  98.5%  98.5%
Including NBD = 99.7% = 98.3% | 93.7% | 821% @ 582%  324% @ 251% | 23.2% | 21.8% @ 214% 21.0% 208% 20.5%
Effective = 12499 11086 9500 7257 3990 1655 1085 908 793 701 513 250 110

Sample Size

D294TRK Concerto Il CRT-D

US Market Release

CE Approval Date

Total Malfunctions (USA)
20Aug2008 Therapy Function Not Compromised

Registered USA Implants
Estimated Active USA Implants
Normal Battery Depletions

Therapy Function Compromised
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Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 150
Years 1 2 3 4 5 6 7 8 9 10 11 12 mo
Excluding NBD = 100.0% 99.8% = 99.5%  99.1% = 99.1%  99.0%  99.0% = 99.0%  99.0% 99.0% 99.0%  99.0%  99.0%
Including NBD | 99.8% | 98.6% | 94.1% | 82.7% | 59.6% | 30.9% @ 22.9% @ 21.0% | 20.1% @ 19.5% 192% 19.1%  18.5%
Effective = 25090 22504 19400 14877 8264 3124 1899 1570 1394 1271 1159 688 185
Sample Size
Medtronic CRM Product Performance Report 15 Issue 88 2023 1st Edition
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D314TRG Protecta XT CRT-D

US Market Release

25Mar2011 Total Malfunctions (USA) 93
CE Approval Date Therapy Function Not Compromised 74
Registered USA Implants 41,865 Battery 7
Estimated Active USA Implants 4,703 Electrical Component 40
Normal Battery Depletions 10,512 Possible Early Battery Depletion 25
Other 2
Therapy Function Compromised 19
Battery 11
Electrical Component 8
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Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at128
Years 1 2 3 4 5 6 7 8 9 10 mo
Excluding NBD = 100.0% = 99.9% = 99.9%  99.8%  99.7% = 99.6%  99.6% = 99.6%  99.6% 99.6% = 99.6%
Including NBD =~ 99.8% = 98.9% | 951% | 86.5% @ 66.5% @ 35.0% @ 23.3% 214% 20.7% @ 204%  20.3%
Effective 54161 48933 42288 33507 21023 8847 4811 3971 3460 2382 296
Sample Size
Medtronic CRM Product Performance Report 16 Issue 88 2023 1st Edition

Online https://wwwp.medtronic.com/productperformance



D314TRM

Protecta XT CRT-D

US Market Release 09Nov2011 Total Malfunctions (USA) 20
CE Approval Date Therapy Function Not Compromised 17
Registered USA Implants 12,197 Battery 4
Estimated Active USA Implants 1,468 Electrical Component 8
Normal Battery Depletions 3,510 Possible Early Battery Depletion 5
Therapy Function Compromised 3
Battery 1
Electrical Component 2
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Q N A D B ) © 1 ? 9 ;\Q \’\ 1\1 AD \b 1\‘.) \El 1\1 J\% \Q tLQ rﬁ\
Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at128
Years 1 2 3 4 5 6 7 8 9 10 mo
Excluding NBD = 100.0% = 99.9% = 99.9%  99.8%  99.7% = 99.6% 99.6% = 99.6%  99.6% 99.6%  99.6%
Including NBD =~ 99.8% = 98.9% | 95.1% | 86.5% @ 66.5% @ 35.0% | 23.3% @ 214%  20.7% @ 204% = 20.3%
Effective 54161 48933 42288 33507 21023 8847 4811 3971 3460 2382 296
Sample Size
D334TRG Protecta CRT-D
US Market Release 25Mar2011 Total Malfunctions (USA) 14
CE Approval Date Therapy Function Not Compromised 11
Registered USA Implants 8,103 Electrical Component 8
Estimated Active USA Implants 986 Possible Early Battery Depletion 3
Normal Battery Depletions 2,167 Therapy Function Compromised 3
Battery 1
Electrical Component 1
Electrical Interconnect 1
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Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 128
Years 1 2 3 4 5 6 7 8 9 10 mo
Excluding NBD = 100.0% = 99.9% = 99.9%  99.8%  99.7% = 99.6%  99.6% = 99.6% = 99.6%  99.6% = 99.6%
Including NBD =~ 99.8% = 98.9% | 951% | 86.5% @ 66.5% @ 35.0% @ 23.3% @ 214%  20.7% @ 204% = 20.3%
Effective 54161 48933 42288 33507 21023 8847 4811 3971 3460 2382 296
Sample Size
Medtronic CRM Product Performance Report 17 Issue 88 2023 1st Edition

Online https://wwwp.medtronic.com/productperformance



D334TRM Protecta CRT-D

US Market Release 09Nov2011 Total Malfunctions (USA) 8
CE Approval Date Therapy Function Not Compromised 6
Registered USA Implants 1,785 Battery 3
Estimated Active USA Implants 250 Electrical Component 1
Normal Battery Depletions 572 Possible Early Battery Depletion 2
Therapy Function Compromised 2
Battery 2
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Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 128
Years 1 2 3 4 5 6 7 8 9 10 mo
ExcludingNBD = 100.0% 99.9% = 99.9% = 99.8%  99.7%  99.6%  99.6% = 99.6% = 99.6% = 99.6%  99.6%

Including NBD | 99.8% 98.9% 95.1% 86.5% 66.5% 35.0% 23.3% 21.4% 20.7% | 20.4% | 20.3%

Effective = 54161 48933 42288 33507 21023 8847 4811 3971 3460 2382 296
Sample Size

D354TRG Protecta XT CRT-D

US Market Release Total Malfunctions (USA)

CE Approval Date 25Mar2010 Therapy Function Not Compromised
Registered USA Implants 1

Estimated Active USA Implants Therapy Function Compromised

Normal Battery Depletions
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Device Survival

Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion

at 128
Years 1 2 3 4 5 6 7 8 9 10 mo

Excluding NBD = 100.0%  99.9% 99.9% 99.8% 99.7% 99.6% 99.6%  99.6%  99.6%  99.6%  99.6%
Including NBD | 99.8% 98.9% 95.1% 86.5% 66.5% 35.0% 23.3% 21.4% 20.7% | 20.4% | 20.3%

Effective = 54161 48933 42288 33507 21023 8847 4811 3971 3460 2382 296
Sample Size

Medtronic CRM Product Performance Report 18 Issue 88 2023 1st Edition

Online https://wwwp.medtronic.com/productperformance



D354TRM

US Market Release
CE Approval Date

Protecta XT CRT-D

Registered USA Implants
Estimated Active USA Implants
Normal Battery Depletions

Total Malfunctions (USA)
15Jul2010 Therapy Function Not Compromised

Therapy Function Compromised
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Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 128
Years 1 2 3 4 5 6 7 8 9 10 mo
Excluding NBD = 100.0% = 99.9% = 99.9%  99.8%  99.7% = 99.6%  99.6% = 99.6% = 99.6% = 99.6%  99.6%
Including NBD =~ 99.8% = 98.9% | 951%  86.5% @ 66.5% @ 35.0% | 23.3% @ 214%  207% 204% = 20.3%
Effective 54161 48933 42288 33507 21023 8847 4811 3971 3460 2382 296
Sample Size
D364TRG Protecta CRT-D
US Market Release Total Malfunctions (USA)
CE Approval Date 25Mar2010 Therapy Function Not Compromised
Registered USA Implants
Estimated Active USA Implants Therapy Function Compromised
Normal Battery Depletions
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Years After Implant

¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion

at 128
Years 1 2 3 4 5 6 7 8 9 10 mo
ExcludingNBD = 100.0% 99.9%  99.9% = 99.8%  99.7%  99.6%  99.6% 99.6% 99.6% 99.6% = 99.6%
Including NBD = 99.8% = 98.9% | 951% @ 86.5% @ 66.5% @ 35.0% @ 23.3% @ 214% 207% @ 204% = 20.3%
Effective ~ 54161 48933 42288 33507 21023 8847 4811 3971 3460 2382 296
Sample Size
Medtronic CRM Product Performance Report 19

Issue 88 2023 1st Edition
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D364TRM

US Market Release
CE Approval Date

Protecta CRT-D

Registered USA Implants
Estimated Active USA Implants
Normal Battery Depletions

Total Malfunctions (USA)
15Jul2010 Therapy Function Not Compromised

Therapy Function Compromised
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Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 128
Years 1 2 3 4 5 6 7 8 9 10 mo
Excluding NBD = 100.0% = 99.9% = 99.9%  99.8%  99.7% = 99.6%  99.6% = 99.6% = 99.6% = 99.6%  99.6%
Including NBD =~ 99.8% = 98.9% | 951%  86.5% @ 66.5% @ 35.0% | 23.3% @ 214%  207% 204% = 20.3%
Effective 54161 48933 42288 33507 21023 8847 4811 3971 3460 2382 296
Sample Size
D384TRG Cardia CRT-D
US Market Release Total Malfunctions (USA)
CE Approval Date 12Jan2011 Therapy Function Not Compromised
Registered USA Implants
Estimated Active USA Implants Therapy Function Compromised
Normal Battery Depletions
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Years After Implant

¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion

at 128
Years 1 2 3 4 5 6 7 8 9 10 mo
ExcludingNBD = 100.0% 99.9%  99.9% = 99.8%  99.7%  99.6%  99.6% 99.6% 99.6% 99.6% = 99.6%
Including NBD = 99.8% = 98.9% | 951% @ 86.5% @ 66.5% @ 35.0% @ 23.3% @ 214% 207% @ 204% = 20.3%
Effective ~ 54161 48933 42288 33507 21023 8847 4811 3971 3460 2382 296
Sample Size
Medtronic CRM Product Performance Report 20

Issue 88 2023 1st Edition
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D394TRG Egida CRT-D

US Market Release
CE Approval Date
Registered USA Implants

Estimated Active USA Implants

Normal Battery Depletions

Total Malfunctions (USA)
12Jan2011 Therapy Function Not Compromised

Therapy Function Compromised
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Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 128
Years 1 2 3 4 5 6 7 8 9 10 mo
Excluding NBD = 100.0% = 99.9% = 99.9% = 99.8%  99.7% = 99.6%  99.6%  99.6% = 99.6% = 99.6% = 99.6%
Including NBD | 99.8% = 98.9% = 95.1% | 86.5%  665% | 35.0% @ 23.3% @ 214%  20.7% = 204% | 20.3%
Effective ~ 54161 48933 42288 33507 21023 8847 4811 3971 3460 2382 296
Sample Size

DTBA1D1 Viva XT

US Market Release

29Jan2013 Total Malfunctions (USA)

CE Approval Date Therapy Function Not Compromised 45
Registered USA Implants 110,561 Battery 11
Estimated Active USA Implants 34,420 Electrical Component 31
Normal Battery Depletions 12,462 Possible Early Battery Depletion 1
Other 2
Therapy Function Compromised 23
Battery 18
Device-Related Current Pathway 1
Electrical Component 4
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Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 108
Years 1 2 3 4 5 6 7 8 mo
Excluding NBD = 100.0% = 100.0% 99.9% = 99.9% = 99.9%  99.8% = 99.8%  99.8%  99.8%
Including NBD = 99.9% = 99.7% = 98.8% | 96.4%  91.6% | 82.8%  687%  50.1% | 15.7%
Effective 86457 78603 71150 62767 52645 39251 22476 8147 121
Sample Size
Medtronic CRM Product Performance Report 21

Issue 88 2023 1st Edition
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DTBA1D4 Viva XT

US Market Release
CE Approval Date

29Jan2013 Total Malfunctions (USA)
Therapy Function Not Compromised 24

Registered USA Implants 37,782 Battery 6
Estimated Active USA Implants 10,737 Electrical Component 15
Normal Battery Depletions 5,688 Possible Early Battery Depletion 3
Therapy Function Compromised 8
Battery 5
Electrical Component 3
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Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 108
Years 1 2 3 4 5 6 7 8 mo
Excluding NBD = 100.0% 100.0% 99.9%  99.9%  99.9% 99.8%  99.8%  99.8%  99.8%
Including NBD = 99.9% = 99.7%  98.8% | 96.4% @ 91.6% | 82.8%  687%  50.1% | 15.7%
Effective 86457 78603 71150 62767 52645 39251 22476 8147 121
Sample Size
Medtronic CRM Product Performance Report 22 Issue 88 2023 1st Edition
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DTBA1Q1 Viva Quad XT

US Market Release 03Jul2014  Total Malfunctions (USA) 12
CE Approval Date Therapy Function Not Compromised 8
Registered USA Implants 21,346 Battery 3
Estimated Active USA Implants 7,519 Electrical Component 3
Normal Battery Depletions 2,175 Possible Early Battery Depletion 1
Other 1
Therapy Function Compromised 4
Battery 3
Electrical Component 1
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Years 1

Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion

at 98
2 3 4 5 6 7 8 mo

Excluding NBD  100.0% 100.0%  99.9% 99.9% 99.9% 99.8% 99.8%  99.8%  99.8%
Including NBD | 99.9% 99.8% 99.3% 98.1% 94.5% 85.8% 71.5% 45.4% 25.9%
Effective =~ 33783 31354 28911 25964 22271 17131 10154 1262 189

Sample Size

Medtronic CRM Product Performance Report 23

Issue 88 2023 1st Edition
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DTBA1QQ Viva Quad XT

US Market Release 03Jul2014  Total Malfunctions (USA) 46
CE Approval Date Therapy Function Not Compromised 35
Registered USA Implants 53,399 Battery 11
Estimated Active USA Implants 20,860 Electrical Component 19
Normal Battery Depletions 6,212 Electrical Interconnect 1
Possible Early Battery Depletion 3
Other 1
Therapy Function Compromised 1
Battery 8
Electrical Component 3
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Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at9s
Years 1 2 3 4 5 6 7 8 mo
Excluding NBD = 100.0% 100.0% 99.9% = 99.9%  99.9%  99.8%  99.8%  99.8%  99.8%
Including NBD =~ 99.9% = 99.8% | 99.3% | 98.1% @ 945% 85.8% @ 715% 454% & 25.9%
Effective 33783 31354 28911 25964 22271 17131 10154 1262 189
Sample Size
DTBA2D1 Viva XT
US Market Release Total Malfunctions (USA)
CE Approval Date 29Aug2016 Therapy Function Not Compromised
Registered USA Implants
Estimated Active USA Implants Therapy Function Compromised
Normal Battery Depletions
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Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 108
Years 1 2 3 4 5 6 7 8 mo
Excluding NBD = 100.0% 100.0% 99.9% = 99.9%  99.9% = 99.8% 99.8%  99.8%  99.8%
Including NBD =~ 99.9% = 99.7% | 98.8% | 96.4% @ 91.6% 82.8% @ 687% 50.1% | 157%
Effective 86457 78603 71150 62767 52645 39251 22476 8147 121
Sample Size
Medtronic CRM Product Performance Report 24 Issue 88 2023 1st Edition
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DTBA2D4 Viva XT

US Market Release Total Malfunctions (USA)

CE Approval Date 08Aug2012 Therapy Function Not Compromised
Registered USA Implants

Estimated Active USA Implants Therapy Function Compromised
Normal Battery Depletions

100%

= 80% -
2
€ 60% -
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0 A g2 D B 5 © 1 % 9 AD
Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 108
Years 1 2 3 4 5 6 7 8 mo
Excluding NBD = 100.0% = 100.0% 99.9% = 99.9% = 99.9%  99.8% = 99.8% = 99.8%  99.8%
Including NBD = 99.9% = 99.7% = 98.8% | 96.4%  91.6% | 82.8%  687%  50.1% | 15.7%
Effective 86457 78603 71150 62767 52645 39251 22476 8147 121
Sample Size
DTBA2Q1 Viva Quad XT
US Market Release Total Malfunctions (USA)
CE Approval Date 12Sep2013 Therapy Function Not Compromised
Registered USA Implants
Estimated Active USA Implants Therapy Function Compromised
Normal Battery Depletions
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Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 98
Years 1 2 3 4 5 6 7 8 mo

Excluding NBD  100.0% 100.0%  99.9% 99.9% 99.9% 99.8% 99.8%  99.8% = 99.8%
Including NBD | 99.9% 99.8% 99.3% 98.1% 94.5% 85.8% 71.5% 45.4% 25.9%

Effective 33783 31354 28911 25964 22271 17131 10154 1262 189
Sample Size
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DTBA2QQ Viva Quad XT

US Market Release Total Malfunctions (USA)

CE Approval Date 08Aug2012 Therapy Function Not Compromised
Registered USA Implants

Estimated Active USA Implants Therapy Function Compromised

Normal Battery Depletions
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Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 98
Years 1 2 3 4 5 6 7 8 mo
Excluding NBD = 100.0% 100.0% 99.9% = 99.9%  99.9%  99.8%  99.8%  99.8%  99.8%
Including NBD = 99.9% = 99.8% = 99.3% | 98.1% | 945% | 85.8%  71.5% @ 454% | 25.9%
Effective 33783 31354 28911 25964 22271 17131 10154 1262 189
Sample Size
DTBB1D1 Viva S
US Market Release 29Jan2013 Total Malfunctions (USA)
CE Approval Date Therapy Function Not Compromised 16
Registered USA Implants 27,548 Battery 9
Estimated Active USA Implants 7,018 Electrical Component 4
Normal Battery Depletions 4,002 Possible Early Battery Depletion 2
Other 1
Therapy Function Compromised 4
Battery 3
Electrical Component 1
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Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 108
Years 1 2 3 4 5 6 7 8 mo
Excluding NBD = 100.0% 100.0% 99.9% @ 99.9%  99.9%  99.8% = 99.8%  99.8%  99.8%
Including NBD = 99.9% = 99.7% = 98.8% | 96.4%  91.6% | 82.8%  687%  50.1% | 15.7%
Effective 86457 78603 71150 62767 52645 39251 22476 8147 121
Sample Size
Medtronic CRM Product Performance Report 26 Issue 88 2023 1st Edition
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DTBB1D4 Viva S

US Market Release 29Jan2013 Total Malfunctions (USA) 9
CE Approval Date Therapy Function Not Compromised 6
Registered USA Implants 8,836 Battery 3
Estimated Active USA Implants 2,222 Electrical Component 2
Normal Battery Depletions 1,488 Other 1
Therapy Function Compromised 3
Battery 3
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Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 108
Years 1 2 3 4 5 6 7 8 mo
Excluding NBD = 100.0% 100.0% 99.9% = 99.9%  99.9%  99.8%  99.8%  99.8%  99.8%
Including NBD = 99.9% = 99.7% = 98.8% | 96.4%  916% & 82.8%  687%  50.1% | 15.7%
Effective 86457 78603 71150 62767 52645 39251 22476 8147 121
Sample Size
DTBB1Q1 Viva Quad S
US Market Release 03Jul2014 Total Malfunctions (USA) 2
CE Approval Date Therapy Function Not Compromised 2
Registered USA Implants 4,537 Battery 1
Estimated Active USA Implants 1,537 Electrical Component 1
Normal Battery Depletions 586 Therapy Function Compromised 0
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Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 108
Years 1 2 3 4 5 6 7 8 mo
Excluding NBD = 100.0% 100.0% 99.9% = 99.9%  99.9%  99.8%  99.8%  99.8%  99.8%
Including NBD = 99.9% = 99.7% | 98.8% | 96.4% @ 91.6% 82.8% 687% 50.1% & 157%
Effective 86457 78603 71150 62767 52645 39251 22476 8147 121
Sample Size
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DTBB1QQ Viva Quad S

US Market Release

Therapy Function Compromised

03Jul2014  Total Malfunctions (USA) 9

CE Approval Date Therapy Function Not Compromised 7
Registered USA Implants 9,869 Battery 1
Estimated Active USA Implants 3,585 Electrical Component 3
Normal Battery Depletions 1,408 Possible Early Battery Depletion 2
Other 1

2

2

Electrical Component
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Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 108
Years 1 2 3 4 5 6 7 8 mo

Excluding NBD = 100.0% 100.0%  99.9% 99.9% 99.9% 99.8% 99.8%  99.8%  99.8%
Including NBD | 99.9% 99.7% 98.8% 96.4% 91.6% 82.8% 68.7% 50.1% 15.7%
Effective = 86457 78603 71150 62767 52645 39251 22476 8147 121

Sample Size

DTBB2D1 Viva S

US Market Release

CE Approval Date

Registered USA Implants
Estimated Active USA Implants
Normal Battery Depletions

Total Malfunctions (USA)
08Aug2012 Therapy Function Not Compromised

Therapy Function Compromised
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Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 108
Years 1 2 3 4 5 6 7 8 mo
Excluding NBD = 100.0% 100.0% 99.9% = 99.9%  99.9%  99.8% 99.8%  99.8%  99.8%
Including NBD = 99.9% = 99.7%  98.8% | 96.4%  91.6% | 82.8%  687%  50.1% | 15.7%
Effective 86457 78603 71150 62767 52645 39251 22476 8147 121
Sample Size
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DTBB2D4 Viva S

US Market Release Total Malfunctions (USA)

CE Approval Date 08Aug2012 Therapy Function Not Compromised
Registered USA Implants

Estimated Active USA Implants Therapy Function Compromised
Normal Battery Depletions
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Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 108
Years 1 2 3 4 5 6 7 8 mo
Excluding NBD = 100.0% = 100.0% 99.9% = 99.9% = 99.9%  99.8% = 99.8% = 99.8%  99.8%
Including NBD = 99.9% = 99.7% = 98.8% | 96.4%  91.6% | 82.8%  687%  50.1% | 15.7%
Effective 86457 78603 71150 62767 52645 39251 22476 8147 121
Sample Size
DTBB2QQ Viva Quad S
US Market Release Total Malfunctions (USA)
CE Approval Date 08Aug2012 Therapy Function Not Compromised
Registered USA Implants
Estimated Active USA Implants Therapy Function Compromised
Normal Battery Depletions
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Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 108
Years 1 2 3 4 5 6 7 8 mo

Excluding NBD  100.0% 100.0%  99.9% 99.9% 99.9% 99.8% 99.8%  99.8% = 99.8%
Including NBD | 99.9% 99.7% 98.8% 96.4% 91.6% 82.8% 68.7% 50.1% 15.7%

Effective 86457 78603 71150 62767 52645 39251 22476 8147 121
Sample Size
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DTBC2D1 Brava

US Market Release

CE Approval Date

Registered USA Implants
Estimated Active USA Implants
Normal Battery Depletions

Total Malfunctions (USA)
08Aug2012 Therapy Function Not Compromised

Therapy Function Compromised
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Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 108
Years 1 2 3 4 5 6 7 8 mo
Excluding NBD = 100.0% = 100.0% 99.9% = 99.9% = 99.9%  99.8% = 99.8% = 99.8%  99.8%
Including NBD = 99.9% = 99.7% = 98.8% | 96.4%  91.6% | 828%  687% 50.1% | 157%
Effective 86457 78603 71150 62767 52645 39251 22476 8147 121
Sample Size

DTBC2D4 Brava

US Market Release

CE Approval Date

Registered USA Implants
Estimated Active USA Implants
Normal Battery Depletions

Total Malfunctions (USA)
08Aug2012 Therapy Function Not Compromised

Therapy Function Compromised
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Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 108
Years 1 2 3 4 5 6 7 8 mo
Excluding NBD = 100.0% 100.0% 99.9% = 99.9% = 99.9%  99.8% = 99.8%  99.8%  99.8%
Including NBD =~ 99.9% = 99.7% = 98.8% | 96.4%  91.6% | 82.8%  687%  50.1% | 15.7%
Effective 86457 78603 71150 62767 52645 39251 22476 8147 121
Sample Size
Medtronic CRM Product Performance Report 30
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DTBC2Q1 Brava Quad

US Market Release Total Malfunctions (USA)

CE Approval Date 12Sep2013 Therapy Function Not Compromised
Registered USA Implants

Estimated Active USA Implants Therapy Function Compromised
Normal Battery Depletions
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Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 108
Years 1 2 3 4 5 6 7 8 mo
Excluding NBD = 100.0% = 100.0% 99.9% = 99.9% = 99.9%  99.8% = 99.8% = 99.8%  99.8%
Including NBD = 99.9% = 99.7% = 98.8% | 96.4%  91.6% | 82.8%  687%  50.1% | 15.7%
Effective 86457 78603 71150 62767 52645 39251 22476 8147 121
Sample Size
DTBC2QQ Brava Quad
US Market Release Total Malfunctions (USA)
CE Approval Date 08Aug2012 Therapy Function Not Compromised
Registered USA Implants 2
Estimated Active USA Implants Therapy Function Compromised
Normal Battery Depletions
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Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 108
Years 1 2 3 4 5 6 7 8 mo

Excluding NBD  100.0% 100.0%  99.9% 99.9% 99.9% 99.8% 99.8%  99.8% = 99.8%
Including NBD | 99.9% 99.7% 98.8% 96.4% 91.6% 82.8% 68.7% 50.1% 15.7%

Effective 86457 78603 71150 62767 52645 39251 22476 8147 121
Sample Size
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DTBX1QQ Viva Quad C
US Market Release 03Jul2014  Total Malfunctions (USA) 1
CE Approval Date Therapy Function Not Compromised 1
Registered USA Implants 1,276 Electrical Component 1
Estimated Active USA Implants 144 Therapy Function Compromised 0
Normal Battery Depletions 382
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Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 98
Years 1 2 3 4 5 6 7 8 mo
Excluding NBD = 100.0% 100.0% 99.9% = 99.9%  99.9% 99.8% 99.8%  99.8%  99.8%
Including NBD = 99.9% = 99.8% = 99.3% | 98.1% | 945% | 85.8% 71.5% @ 454% | 25.9%
Effective 33783 31354 28911 25964 22271 17131 10154 1262 189
Sample Size
DTBX2QQ Viva Quad C
US Market Release 03Jul2014 Total Malfunctions (USA)
CE Approval Date Therapy Function Not Compromised
Registered USA Implants
Estimated Active USA Implants Therapy Function Compromised
Normal Battery Depletions
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Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 98
Years 1 2 3 4 5 6 7 8 mo
Excluding NBD = 100.0% 100.0% 99.9%  99.9%  99.9% 99.8% 99.8%  99.8%  99.8%
Including NBD = 99.9% = 99.8% = 99.3% | 98.1% | 945% | 85.8%  71.5% @ 454% | 25.9%
Effective 33783 31354 28911 25964 22271 17131 10154 1262 189
Sample Size
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DTMA1D1 Claria MRI

US Market Release 05Dec2016 Total Malfunctions (USA) 8
CE Approval Date Therapy Function Not Compromised 7
Registered USA Implants 18,485 Battery 4
Estimated Active USA Implants 14,342 Electrical Component 1
Normal Battery Depletions 259 Electrical Interconnect 1
Other 1
Therapy Function Compromised 1
Battery 1
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Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at77
Years 1 2 3 4 5 6 mo
Excluding NBD = 100.0% 100.0% 99.9% = 99.9% = 99.9%  99.9%  99.9%
Including NBD = 99.9% = 99.8% | 98.8% | 96.3% @ 93.5% 87.3% @ 83.2%
Effective 35512 27877 20341 13621 7113 1586 195
Sample Size
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DTMA1D4 Claria MRI

US Market Release 05Dec2016 Total Malfunctions (USA) 10
CE Approval Date Therapy Function Not Compromised 4
Registered USA Implants 16,739 Battery 1
Estimated Active USA Implants 13,534 Electrical Component 3
Normal Battery Depletions 214 Therapy Function Compromised 6
Battery 1
Device-Related Current Pathway 2
Electrical Component 2
Electrical Interconnect 1
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Years After Implant

¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion

at77
Years 1 2 3 4 5 6 mo
Excluding NBD  100.0% 100.0%  99.9% 99.9% 99.9% 99.9% 99.9%
Including NBD | 99.9% 99.8% 98.8% 96.3% 93.5% 87.3% 83.2%
Effective = 35512 27877 20341 13621 7113 1586 195

Sample Size

DTMA1Q1 Claria MR

US Market Release 05Dec2016 Total Malfunctions (USA) 3
CE Approval Date Therapy Function Not Compromised 3
Registered USA Implants 12,424 Electrical Interconnect 1
Estimated Active USA Implants 9,951 Possible Early Battery Depletion 1
Normal Battery Depletions 113 Other 1
Therapy Function Compromised 0
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Years After Implant

¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion

at 84
Years 1 2 3 4 5 6 mo

Excluding NBD  100.0% 100.0% 100.0%  99.9% 99.9% 99.9% 99.9%
Including NBD = 100.0% = 99.9% 99.6% 98.5% 96.2% 91.3% 81.7%

Effective 101195 83323 63803 42877 24731 9944 375
Sample Size
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DTMA1QQ Claria MRI

US Market Release 05Dec2016 Total Malfunctions (USA) 27

CE Approval Date Therapy Function Not Compromised 18

Registered USA Implants 79,512 Battery 1

Estimated Active USA Implants 67,204 Electrical Component 11

Normal Battery Depletions 621 Electrical Interconnect 1
Possible Early Battery Depletion 1
Software/Firmware 1
Other 3

Therapy Function Compromised 9
Device-Related Current Pathway 4
Electrical Component 5
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Years After Implant

¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion

at 84
Years 1 2 3 4 5 6 mo

Excluding NBD  100.0% 100.0% 100.0% 99.9% 99.9% 99.9% 99.9%
Including NBD = 100.0% = 99.9% 99.6% 98.5% 96.2% 91.3% 81.7%
Effective = 101195 83323 63803 42877 24731 9944 375

Sample Size
DTMA2D1 Claria MRI
US Market Release Total Malfunctions (USA)
CE Approval Date 29Aug2016 Therapy Function Not Compromised
Registered USA Implants
Estimated Active USA Implants Therapy Function Compromised

Normal Battery Depletions
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Years After Implant

¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion

at 77
Years 1 2 3 4 5 6 mo

Excluding NBD  100.0% 100.0%  99.9% 99.9% 99.9% 99.9% 99.9%
Including NBD | 99.9% 99.8% 98.8% 96.3% 93.5% 87.3% 83.2%

Effective = 35512 27877 20341 13621 7113 1586 195
Sample Size
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DTMA2D4 Claria MRI

US Market Release Total Malfunctions (USA)
CE Approval Date 19Feb2016 Therapy Function Not Compromised
Registered USA Implants
Estimated Active USA Implants Therapy Function Compromised
Normal Battery Depletions
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Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at77
Years 1 2 3 4 5 6 mo
Excluding NBD = 100.0% 100.0% 99.9% = 99.9%  99.9% = 99.9%  99.9%
Including NBD = 99.9% = 99.8% | 98.8% | 96.3% @ 93.5% 87.3% @ 83.2%
Effective = 35512 27877 20341 13621 7113 1586 195

Sample Size

DTMA2Q1 Claria MRI

US Market Release Total Malfunctions (USA)
CE Approval Date 29Aug2016 Therapy Function Not Compromised

Registered USA Implants

Estimated Active USA Implants Therapy Function Compromised

Normal Battery Depletions
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Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 84
Years 1 2 3 4 5 6 mo
Excluding NBD = 100.0% 100.0% 100.0% 99.9% = 99.9%  99.9% = 99.9%
Including NBD | 100.0% = 99.9% = 99.6% | 98.5% | 962% & 91.3% | 81.7%
Effective 101195 83323 63803 42877 24731 9944 375

Sample Size
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DTMA2QQ Claria MRI

US Market Release Total Malfunctions (USA)

CE Approval Date 19Feb2016 Therapy Function Not Compromised
Registered USA Implants

Estimated Active USA Implants Therapy Function Compromised

Normal Battery Depletions
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Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 84
Years 1 2 3 4 5 6 mo
Excluding NBD = 100.0% 100.0% 100.0% 99.9% = 99.9%  99.9%  99.9%
Including NBD | 100.0% = 99.9% = 99.6% | 98.5% | 96.2%  91.3%  81.7%
Effective 101195 83323 63803 42877 24731 9944 375
Sample Size
DTMB1D1 Amplia MRI
US Market Release 05Dec2016 Total Malfunctions (USA) 5
CE Approval Date Therapy Function Not Compromised 4
Registered USA Implants 8,965 Battery 1
Estimated Active USA Implants 6,204 Electrical Component 2
Normal Battery Depletions 201 Other 1
Therapy Function Compromised 1
Battery 1
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Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at77
Years 1 2 3 4 5 6 mo
Excluding NBD =~ 100.0% 100.0% 99.9% = 99.9% = 99.9%  99.9%  99.9%
Including NBD = 99.9% = 99.8% = 98.8% | 96.3% | 93.5%  87.3%  83.2%
Effective 35512 27877 20341 13621 7113 1586 195
Sample Size
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DTMB1D4 Amplia MRI

US Market Release 01Feb2016 Total Malfunctions (USA) 3

CE Approval Date Therapy Function Not Compromised 2

Registered USA Implants 9,589 Electrical Component 2

Estimated Active USA Implants 6,155 Therapy Function Compromised 1

Normal Battery Depletions 314 Possible Early Battery Depletion 1
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Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at77
Years 1 2 3 4 5 6 mo

Excluding NBD  100.0% 100.0%  99.9% 99.9% 99.9% 99.9% 99.9%
Including NBD | 99.9% 99.8% 98.8% 96.3% 93.5% 87.3% 83.2%

Effective = 35512 27877 20341 13621 7113 1586 195
Sample Size
DTMB1Q1 Amplia MRI
US Market Release 05Dec2016 Total Malfunctions (USA)
CE Approval Date Therapy Function Not Compromised 0
Registered USA Implants 5,708
Estimated Active USA Implants 4,068 Therapy Function Compromised 1
Normal Battery Depletions 104 Battery 1
100%: A_\
= 80%
.
€ 60% -
7]
8 40% -
=
L]
Q  20% -
00/0 I 1 1 1 1 1 1 1 1 1 1
] A i’ D B 5 © 1 % 9 AD
Years After Implant

¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion

at 84
Years 1 2 3 4 5 6 mo

Excluding NBD  100.0% 100.0% 100.0% 99.9% 99.9% 99.9% 99.9%
Including NBD = 100.0% = 99.9% 99.6% 98.5% 96.2% 91.3% 81.7%

Effective 101195 83323 63803 42877 24731 9944 375
Sample Size
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DTMB1QQ Amplia MRI

US Market Release 01Feb2016 Total Malfunctions (USA) 36
CE Approval Date Therapy Function Not Compromised 29
Registered USA Implants 48,612 Battery 13
Estimated Active USA Implants 33,137 Electrical Component 10
Normal Battery Depletions 1,474 Possible Early Battery Depletion 3
Other 3
Therapy Function Compromised 7
Battery 6
Device-Related Current Pathway 1
100% ~ 4_\
= 80% -
2
€ 60% -
(7]
8 40% -
=
L]
Q  20% -
00/0 I 1 1 1 1 1 1 1 1 1
0 A g2 D B 5 © 1 % 9 AD
Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 84
Years 1 2 3 4 5 6 mo
Excluding NBD = 100.0% 100.0% 100.0% 99.9%  99.9% = 99.9%  99.9%
Including NBD | 100.0% = 99.9% = 99.6% | 98.5% & 96.2% & 91.3%  81.7%
Effective 101195 83323 63803 42877 24731 9944 375
Sample Size

DTMB2D1 Amplia MRI

US Market Release

CE Approval Date

Registered USA Implants
Estimated Active USA Implants
Normal Battery Depletions

Total Malfunctions (USA)

29Aug2016 Therapy Function Not Compromised

Therapy Function Compromised

100% — —
= 80% -
2
€ 60% -
7}
Q
o 40% -
>
@
Q  20% -
00/0 I I T T I L] 1 1 1 1 I
Qo A 1 > B 5 © 1 % 9 AD
Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at77
Years 1 2 3 4 5 6 mo
Excluding NBD = 100.0% 100.0% 99.9% = 99.9% = 99.9%  99.9%  99.9%
Including NBD = 99.9% = 99.8% = 98.8% | 96.3% | 935%  87.3%  83.2%
Effective 35512 27877 20341 13621 7113 1586 195
Sample Size

Medtronic CRM Product Performance Report

39 Issue 88 2023 1st Edition

Online https://wwwp.medtronic.com/productperformance



DTMB2D4 Amplia MRI

US Market Release Total Malfunctions (USA)
CE Approval Date 19Feb2016 Therapy Function Not Compromised
Registered USA Implants
Estimated Active USA Implants Therapy Function Compromised
Normal Battery Depletions
100% - ———
= 80% -
.
€ 60% -
7]
8 40% -
=
L]
Q  20% -
00/0 I 1 1 1 1 1 1 1 1 1 1
0 A g2 D B 5 © 1 % 9 AD
Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at77
Years 1 2 3 4 5 6 mo
Excluding NBD = 100.0% 100.0% 99.9% = 99.9%  99.9% = 99.9%  99.9%
Including NBD = 99.9% = 99.8% | 98.8% | 96.3% @ 93.5% 87.3% @ 83.2%
Effective = 35512 27877 20341 13621 7113 1586 195
Sample Size
DTMB2Q1 Amplia MRI
US Market Release Total Malfunctions (USA)
CE Approval Date 29Aug2016 Therapy Function Not Compromised
Registered USA Implants
Estimated Active USA Implants Therapy Function Compromised
Normal Battery Depletions
100%: A_\
= 80%
.
€ 60% -
7]
8 40% -
=
L]
Q  20% -
00/0 I 1 1 1 1 1 1 1 1 1 1
0 A g2 D B 5 © 1 % 9 AD
Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 84
Years 1 2 3 4 5 6 mo

Excluding NBD  100.0% 100.0% 100.0% 99.9% 99.9% 99.9% 99.9%
Including NBD = 100.0% = 99.9% 99.6% 98.5% 96.2% 91.3% 81.7%

Effective 101195 83323 63803 42877 24731 9944 375
Sample Size
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DTMB2QQ Amplia MRI

US Market Release Total Malfunctions (USA)

CE Approval Date 19Feb2016 Therapy Function Not Compromised
Registered USA Implants

Estimated Active USA Implants Therapy Function Compromised

Normal Battery Depletions

100%: A_\
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7]
8 40% -
>
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00/0 I I T T I L] 1 1 1 1 I
Qo A 1 > B 5 © 1 % 9 AD
Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at84
Years 1 2 3 4 5 6 mo

Excluding NBD  100.0% 100.0% 100.0% 99.9% 99.9% 99.9% 99.9%
Including NBD = 100.0% | 99.9% 99.6% 98.5% 96.2% 91.3% 81.7%
Effective = 101195 83323 63803 42877 24731 9944 375

Sample Size
DTMC1D1 Compia MRI
US Market Release 05Dec2016 Total Malfunctions (USA) 1
CE Approval Date Therapy Function Not Compromised 0
Registered USA Implants 1,323
Estimated Active USA Implants 965 Therapy Function Compromised 1
Normal Battery Depletions 33 Device-Related Current Pathway 1
100% - —————
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€ 60% -
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8 40% -
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00/0 I 1 1 1 1 1 1 1 1 1 1
0 A g2 D B 5 © 1 % 9 AD
Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at77
Years 1 2 3 4 5 6 mo

Excluding NBD  100.0% 100.0%  99.9% 99.9% 99.9% 99.9% 99.9%
Including NBD | 99.9% 99.8% 98.8% 96.3% 93.5% 87.3% 83.2%

Effective = 35512 27877 20341 13621 7113 1586 195
Sample Size
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DTMC1QQ Compia MRI

US Market Release 01Feb2016 Total Malfunctions (USA) 3
CE Approval Date Therapy Function Not Compromised 3
Registered USA Implants 6,236 Battery 1
Estimated Active USA Implants 4,558 Electrical Component 2
Normal Battery Depletions 211 Therapy Function Compromised 0
100%: A_\
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2
€ 60% -
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=
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00/0 I 1 1 1 1 1 1 1 1 1 1

0 A g2 D B 5 © 1 % 9 AD
Years After Implant

¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion

at 84
Years 1 2 3 4 5 6 mo

Excluding NBD  100.0% 100.0% 100.0%  99.9% 99.9% 99.9% 99.9%
Including NBD = 100.0% = 99.9% 99.6% 98.5% 96.2% 91.3% 81.7%
Effective = 101195 83323 63803 42877 24731 9944 375

Sample Size
DTMC2D1 Compia MRI
US Market Release Total Malfunctions (USA)
CE Approval Date 29Aug2016 Therapy Function Not Compromised
Registered USA Implants
Estimated Active USA Implants Therapy Function Compromised

Normal Battery Depletions

100% — ———

— ==

80% -
60% -

40% -

Device Survival

20%

00/ o T T T T
Qo A 1 > B 5 © 1 % 9 AD

Years After Implant

¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion

at77
Years 1 2 3 4 5 6 mo

Excluding NBD = 100.0% 100.0%  99.9% 99.9% 99.9% 99.9% 99.9%
Including NBD | 99.9% 99.8% 98.8% 96.3% 93.5% 87.3% 83.2%

Effective = 35512 27877 20341 13621 7113 1586 195
Sample Size
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DTMC2D4 Compia MRI

US Market Release Total Malfunctions (USA)
CE Approval Date 19Feb2016 Therapy Function Not Compromised
Registered USA Implants
Estimated Active USA Implants Therapy Function Compromised
Normal Battery Depletions
100% - ———
= 80% -
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€ 60% -
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=
L]
Q  20% -
00/0 I 1 1 1 1 1 1 1 1 1 1
0 A g2 D B 5 © 1 % 9 AD
Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at77
Years 1 2 3 4 5 6 mo
Excluding NBD = 100.0% 100.0% 99.9% = 99.9%  99.9% = 99.9%  99.9%
Including NBD = 99.9% = 99.8% | 98.8% | 96.3% @ 93.5% 87.3% @ 83.2%
Effective = 35512 27877 20341 13621 7113 1586 195
Sample Size
DTMC2QQ Compia MRI
US Market Release Total Malfunctions (USA)
CE Approval Date 19Feb2016 Therapy Function Not Compromised
Registered USA Implants
Estimated Active USA Implants Therapy Function Compromised
Normal Battery Depletions
100%: A_\
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€ 60% -
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8 40% -
=
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Q  20% -
00/0 I 1 1 1 1 1 1 1 1 1 1
0 A g2 D B 5 © 1 % 9 AD
Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 84
Years 1 2 3 4 5 6 mo

Excluding NBD  100.0% 100.0% 100.0% 99.9% 99.9% 99.9% 99.9%
Including NBD = 100.0% = 99.9% 99.6% 98.5% 96.2% 91.3% 81.7%

Effective 101195 83323 63803 42877 24731 9944 375
Sample Size
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DTPA2D1 Cobalt XT HF

US Market Release 23Apr2020 Total Malfunctions (USA) 1
CE Approval Date 18Dec2019 Therapy Function Not Compromised 1
Registered USA Implants 2,441 Other 1
Estimated Active USA Implants 2,338 Therapy Function Compromised 0
Normal Battery Depletions 1
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00/0 I 1 1 1 1 1 1 1 1 1 1
] A i’ D B 5 © 1 % 9 AD

Years After Implant

¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion

at 34
Years 1 2 mo

Excluding NBD = 100.0% = 99.9% 99.9%
Including NBD = 100.0% = 99.8% 99.8%

Effective = 25114 8576 212
Sample Size

DTPA2D4 Cobalt XT HF

US Market Release 23Apr2020 Total Malfunctions (USA) 1
CE Approval Date 18Dec2019 Therapy Function Not Compromised 1
Registered USA Implants 2,535 Electrical Interconnect 1
Estimated Active USA Implants 2,429 Therapy Function Compromised 0
Normal Battery Depletions

100%
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8 40% -
=
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00/0 I 1 1 1 1 1 1 1 1 1 1
0 A g2 D B 5 © 1 % 9 AD
Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 34
Years 1 2 mo

Excluding NBD  100.0%  99.9% 99.9%
Including NBD = 100.0% @ 99.8% 99.8%

Effective = 25114 8576 212
Sample Size

Medtronic CRM Product Performance Report 44 Issue 88 2023 1st Edition
Online https://wwwp.medtronic.com/productperformance



DTPA2Q1 Cobalt XT HF Quad

US Market Release 23Apr2020 Total Malfunctions (USA) 1
CE Approval Date 18Dec2019 Therapy Function Not Compromised 1
Registered USA Implants 1,715 Software/Firmware 1
Estimated Active USA Implants 1,633 Therapy Function Compromised 0
Normal Battery Depletions 1

100%
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Q  20% -
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0 A g2 D B 5 © 1 % 9 AD
Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 34
Years 1 2 mo

Excluding NBD = 100.0% = 99.9% 99.9%
Including NBD = 100.0% = 99.8% 99.8%

Effective = 25114 8576
Sample Size

212

DTPA2QQ Cobalt XT HF Quad

US Market Release 23Apr2020 Total Malfunctions (USA) 3
CE Approval Date 18Dec2019 Therapy Function Not Compromised 2
Registered USA Implants 15,522 Electrical Component 1
Estimated Active USA Implants 15,094 Software/Firmware 1
Normal Battery Depletions 1 Therapy Function Compromised 1
Electrical Component 1
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=
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00/0 I 1 1 1 1 1 1 1 1 1 1
] A i’ D B 5 © 1 % 9 AD
Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 34
Years 1 2 mo

Excluding NBD  100.0%  99.9% 99.9%
Including NBD = 100.0% = 99.8% 99.8%
Effective = 25114 8576 212

Sample Size

Medtronic CRM Product Performance Report 45 Issue 88 2023 1st Edition

Online https://wwwp.medtronic.com/productperformance



DTPB2D1 Cobalt HF

US Market Release 23Apr2020 Total Malfunctions (USA) 3
CE Approval Date 18Dec2019 Therapy Function Not Compromised 1
Registered USA Implants 2,680 Electrical Component 1
Estimated Active USA Implants 2,504 Therapy Function Compromised 2
Normal Battery Depletions 1 Electrical Component 1
Electrical Interconnect 1
100% -
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.
€ 60% -
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8 40% -
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Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 34
Years 1 2 mo

Excluding NBD = 100.0% 99.9% = 99.9%
Including NBD = 100.0% @ 99.8% | 99.8%
Effective = 25114 8576 212

Sample Size

DTPB2D4 Cobalt HF

US Market Release 23Apr2020 Total Malfunctions (USA) 5
CE Approval Date 18Dec2019 Therapy Function Not Compromised 4
Registered USA Implants 2,631 Electrical Interconnect 3
Estimated Active USA Implants 2,475 Software/Firmware 1
Normal Battery Depletions 1 Therapy Function Compromised 1
Electrical Component 1
100%
= 80% -
2
€ 60% -
(7]
8 40% -
=
L]
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Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 34
Years 1 2 mo

Excluding NBD  100.0%  99.9% 99.9%
Including NBD = 100.0% = 99.8% 99.8%
Effective = 25114 8576 212

Sample Size
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DTPB2Q1 Cobalt HF Quad

US Market Release
CE Approval Date

100% —
80% -
60% -

40% -

Device Survival

20% -

0% -1

23Apr2020 Total Malfunctions (USA)

18Dec2019 Therapy Function Not Compromised
Registered USA Implants 1,783
Estimated Active USA Implants 1,666
Normal Battery Depletions

Therapy Function Compromised

Years
Excluding NBD
Including NBD

Effective
Sample Size

b % © 1 ® ) AQ

Years After Implant

¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion

1
100.0%
100.0%

25114

at 34
2 mo

99.9% = 99.9%
99.8% = 99.8%
8576 212

DTPB2QQ Cobalt HF Quad

US Market Release 23Apr2020 Total Malfunctions (USA) 8
CE Approval Date 18Dec2019 Therapy Function Not Compromised 3
Registered USA Implants 14,218 Electrical Component 1
Estimated Active USA Implants 13,572 Electrical Interconnect 1
Normal Battery Depletions 4 Other 1
Therapy Function Compromised 5
Electrical Component 2
Electrical Interconnect 3
100%
= 80% -
2
S 60% -
(7]
8 40% -
=
L]
Q  20% -
00/0 I 1 1 1 1 1 1 1 1 1 1
0 A g2 D B 5 © 1 % 9 AD

Years

Excluding NBD

Years After Implant

¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion

1
100.0%

at 34
2 mo

99.9%  99.9%

Including NBD | 100.0% = 99.8% | 99.8%
Effective = 25114 8576 212
Sample Size
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DTPC2D1 Crome HF

US Market Release
CE Approval Date
Registered USA Implants 206
Estimated Active USA Implants 188
Normal Battery Depletions

23Apr2020 Total Malfunctions (USA)
18Dec2019 Therapy Function Not Compromised

Therapy Function Compromised

100% —
80% -
60% -

40% -

Device Survival

20%

0% -1

'y B 5 © 1 %

Years After Implant

¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion

at 34
Years 1 2 mo

Excluding NBD  100.0%  99.9% 99.9%
Including NBD = 100.0% & 99.8% @ 99.8%

Effective = 25114 8576 212
Sample Size

DTPC2D4 Crome HF

US Market Release
CE Approval Date

23Apr2020 Total Malfunctions (USA)
18Dec2019 Therapy Function Not Compromised

Registered USA Implants 186
Estimated Active USA Implants 173 Therapy Function Compromised
Normal Battery Depletions
100% -
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00/0 I 1 I L] 1 1 1 I
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Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 34
Years 1 2 mo
Excluding NBD = 100.0% 99.9% = 99.9%
Including NBD = 100.0% @ 99.8% | 99.8%
Effective = 25114 8576 212
Sample Size
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DTPC2Q1 Crome HF Quad

US Market Release
CE Approval Date
Registered USA Implants 96
Estimated Active USA Implants 92
Normal Battery Depletions

23Apr2020 Total Malfunctions (USA)
18Dec2019 Therapy Function Not Compromised

Therapy Function Compromised

100% —
80% -
60% -

40% -

Device Survival

20%

0% -1

'y B 5 © 1 %

Years After Implant

¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion

at 34
Years 1 2 mo

Excluding NBD  100.0%  99.9% 99.9%
Including NBD = 100.0% & 99.8% @ 99.8%

Effective = 25114 8576 212
Sample Size

DTPC2QQ Crome HF Quad

US Market Release
CE Approval Date

23Apr2020 Total Malfunctions (USA)
18Dec2019 Therapy Function Not Compromised

Registered USA Implants 903
Estimated Active USA Implants 863 Therapy Function Compromised
Normal Battery Depletions
100% -
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8 40% -
=
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00/0 I 1 I L] 1 1 1 I
0 e 4 5 ) 1 ? AQ
Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 34
Years 1 2 mo
Excluding NBD = 100.0% 99.9% = 99.9%
Including NBD = 100.0% @ 99.8% | 99.8%
Effective = 25114 8576 212
Sample Size
Medtronic CRM Product Performance Report 49 Issue 88 2023 1st Edition

Online https://wwwp.medtronic.com/productperformance



8042 InSync Il

US Market Release 25Feb2003 Total Malfunctions (USA) 116

CE Approval Date 07Feb2001 Therapy Function Not Compromised 67

Registered USA Implants 39,276 Battery 55

Estimated Active USA Implants 1,876 Electrical Component

Normal Battery Depletions 5,246 Electrical Interconnect
Possible Early Battery Depletion 2
Other

Therapy Function Compromised 49
Battery 37
Electrical Interconnect 12
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Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion

at 176
Years 1 2 3 4 5 6 7 8 9 10 1" 12 13 14 mo

Excluding NBD  100.0% 100.0% 100.0% 100.0% 100.0% 99.9% @ 99.7%  99.3%  98.9%  985% @ 982%  982%  982%  982%  98.2%
Including NBD = 99.8% @ 99.5% | 99.0% | 97.5% | 94.7% 88.9% @ 78.6% | 626% | 457% | 351% | 309% | 28.6% @ 27.4% @ 266% @ 252%

Effective 30382 26389 22924 19730 16593 12737 9039 5905 3405 2138 1609 1271 836 13
Sample Size

C2TRO1 Syncra CRT-P

US Market Release 22Mar2011 Total Malfunctions (USA) 7

CE Approval Date 11May2010 Therapy Function Not Compromised 6

Registered USA Implants 10,235 Possible Early Battery Depletion 5

Estimated Active USA Implants 2,438 Other 1

Normal Battery Depletions 894 Therapy Function Compromised 1

Possible Early Battery Depletion 1
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Q  20% -

00/0 I 1 1 1 1 1 1 1 1 1 I
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Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 119
Years 1 2 3 4 5 6 7 8 9 mo

Excluding NBD  100.0% 100.0% 100.0% 100.0% 99.9% 99.9% 99.9%  99.9%  99.9% = 99.9%
Including NBD | 99.9% 99.8% 99.5% 98.0% 95.5% 91.2% 84.6% 74.1% 59.0% 33.8%

Effective = 26180 23386 20948 18300 15659 12955 9647 5844 2450 175
Sample Size
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C3TRO1

US Market Release

CE Approval Date

Registered USA Implants
Estimated Active USA Implants
Normal Battery Depletions

Consulta CRT-P

Total Malfunctions (USA)

11May2010 Therapy Function Not Compromised

Therapy Function Compromised
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Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 119
Years 1 2 3 4 5 6 7 8 9 mo
Excluding NBD = 100.0% 100.0% 100.0% 100.0% 99.9% = 99.9% = 99.9% = 99.9%  99.9%  99.9%
Including NBD =~ 99.9% = 99.8% = 995% | 98.0% & 955% = 91.2% | 84.6% 74.1%  59.0% | 33.8%
Effective 26180 23386 20948 18300 15659 12955 9647 5844 2450 175
Sample Size

C4TRO1

Consulta CRT-P

US Market Release 22Mar2011 Total Malfunctions (USA) 8
CE Approval Date Therapy Function Not Compromised 5
Registered USA Implants 23,406 Possible Early Battery Depletion 5
Estimated Active USA Implants 6,534 Therapy Function Compromised 3
Normal Battery Depletions 1,900 Electrical Component 2
Possible Early Battery Depletion 1
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Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 119
Years 1 2 3 4 5 6 7 8 9 mo
Excluding NBD = 100.0% = 100.0% 100.0% 100.0% 99.9% = 99.9% = 99.9% = 99.9%  99.9%  99.9%
Including NBD = 99.9% = 99.8% = 99.5% | 98.0% & 955% @ 91.2% | 84.6% 741%  59.0% | 33.8%
Effective 26180 23386 20948 18300 15659 12955 9647 5844 2450 175
Sample Size
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C5TRO1 Viva CRT-P

US Market Release Total Malfunctions (USA)
CE Approval Date 04Apr2014 Therapy Function Not Compromised

Registered USA Implants

Estimated Active USA Implants Therapy Function Compromised

Normal Battery Depletions
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Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 89
Years 1 2 3 4 5 6 7 mo

Excluding NBD  100.0% 100.0% 100.0% 99.9% 99.9% 99.9%
Including NBD = 99.9% 99.7% 99.3% 97.5% 95.0% 91.0%
Effective 7368 6607 5921 5148 4403 3288

99.9% = 99.9%
83.1% 72.6%

1092 260
Sample Size
C6TRO1 Viva CRT-P
US Market Release 09Jul2014  Total Malfunctions (USA) 5
CE Approval Date Therapy Function Not Compromised 5
Registered USA Implants 9,197 Possible Early Battery Depletion 5
Estimated Active USA Implants 4,455 Therapy Function Compromised 0
Normal Battery Depletions 384
10[]0/0 = —
E 800/0 | \
.
€ 60% -
7]
8 40% -
=
L]
Q  20% -
00/0 I 1 1 1 1 1 1 1 1 1 1
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Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 89
Years 1 2 3 4 5 6 7 mo
Excluding NBD = 100.0% 100.0% 100.0% 99.9% = 99.9%  99.9%  99.9%  99.9%
Including NBD = 99.9% | 99.7% | 99.3% | 97.5% | 950% @ 91.0%  83.1%  726%
Effective = 7368 6607 5921 5148 4403 3288 1092 260
Sample Size
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W1TRO1 Percepta CRTP MRI

US Market Release 06May2017 Total Malfunctions (USA) 5
CE Approval Date Therapy Function Not Compromised 3
Registered USA Implants 13,150 Electrical Component 1
Estimated Active USA Implants 11,221 Possible Early Battery Depletion 1
Normal Battery Depletions 72 Other 1
Therapy Function Compromised 2
Electrical Component 2
100% - _=\___~\
= 80% -
2
€ 60% -
7]
8 40% -
=
L]
Q  20% -
00/0 I 1 1 1 1 1 1 1 1 I
0 A 2 D B 5 © 1 ? AD
Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 66
Years 1 2 3 4 5 mo

Excluding NBD = 100.0% 100.0%

100.0%  99.9% 99.9% 99.9%

Including NBD | 99.9% 99.9% 99.3% 97.2% 91.8% 89.3%

Effective = 13569 9536 6
Sample Size

001 3103 800 159

W1TRO02 Serena CRTP MRI

US Market Release 06May2017 Total Malfunctions (USA) 2

CE Approval Date Therapy Function Not Compromised 2

Registered USA Implants 2,541 Electrical Component 1

Estimated Active USA Implants 2,094 Other 1

Normal Battery Depletions 17 Therapy Function Compromised 0

10[10/0 ] _=\_-—~\

= 80% -

2

€ 60% -

(7]

8 40% -

=

L]

Q  20% -

00/0 I 1 1 1 1 1 1 1 1 1
0 A % > B 5 ) 1 ® AD
Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 66
Years 1 2 3 4 5 mo

Excluding NBD = 100.0% = 100.0%
Including NBD = 99.9% = 99.9% | 99

100.0%  99.9% 99.9% 99.9%

.3% 97.2% 91.8% 89.3%

Effective = 13569 9536 6001 3103 800 159

Sample Size
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W1TRO03 Solara CRTP MRI

US Market Release 06May2017 Total Malfunctions (USA) 1
CE Approval Date Therapy Function Not Compromised 1
Registered USA Implants 3,437 Electrical Component 1
Estimated Active USA Implants 2,708 Therapy Function Compromised 0
Normal Battery Depletions 36
100% - _=\___~\
= 80% -
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€ 60% -
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8 40% -
=
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Q  20% -
00/0 I 1 1 1 1 1 1 1 I
0 A % B 5 © 1 ? AD
Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 66
Years 1 2 3 4 mo

Excluding NBD  100.0% 100.0% 100.0%  99.9%
Including NBD | 99.9% 99.9% 99.3% 97.2%
Effective = 13569 9536 6001 3103

Sample Size

99.9% 99.9%
91.8% 89.3%

159

W1TRO04 Percepta CRTP MRI

US Market Release

CE Approval Date

Registered USA Implants
Estimated Active USA Implants
Normal Battery Depletions

Total Malfunctions (USA)

10Feb2017 Therapy Function Not Compromised

Therapy Function Compromised

100% - _=\-'_~\
= 80% -
2
€ 60% -
(7]
8 40% -
>
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Q  20% -
00/0 I I T I L] 1 1 1 I
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Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 66
Years 1 2 3 4 mo
Excluding NBD = 100.0% = 100.0% 100.0% = 99.9% 99.9%
Including NBD = 99.9% = 99.9% = 99.3% @ 97.2% 89.3%
Effective = 13569 9536 6001 3103 159
Sample Size
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W1TRO05 Serena CRTP MRI

US Market Release

CE Approval Date

Registered USA Implants
Estimated Active USA Implants
Normal Battery Depletions

Total Malfunctions (USA)
10Feb2017 Therapy Function Not Compromised
1

Therapy Function Compromised

100% - _=\___~\
= 80% -
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€ 60% -
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8 40% -
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Q  20% -
00/0 I I T I ] 1 1 1 I
0 A D B 5 © 1 ? AQ
Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 66
Years 1 2 4 5 mo

Excluding NBD = 100.0% 100.0% 100.0%
IncludingNBD = 99.9% | 99.9% @ 99.3%
Effective = 13569 9536 6001

Sample Size

99.9%  99.9%  99.9%
97.2% | 91.8%  89.3%
3103 800 159

W1TRO06 Solara CRTP MRI

US Market Release

CE Approval Date

Registered USA Implants
Estimated Active USA Implants
Normal Battery Depletions

Total Malfunctions (USA)
10Feb2017 Therapy Function Not Compromised

Therapy Function Compromised

100% - _=\___~\
= 80%
2
€ 60% -
7]
8 40% -
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Q  20% -
00/0 I I T I ] 1 1 1 I
0 A D B 5 © 1 ? AQ
Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 66
Years 1 2 3 4 5 mo

Excluding NBD = 100.0% 100.0% = 100.0%
Including NBD = 99.9% = 99.9% | 99.3%

99.9% 99.9% 99.9%
97.2% 91.8% 89.3%

Effective = 13569 9536 6001 3103 800 159
Sample Size
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W4TRO1 Percepta Quad CRTP MRI SureScan

US Market Release 06May2017 Total Malfunctions (USA) 10

CE Approval Date Therapy Function Not Compromised 9

Registered USA Implants 47,669 Electrical Component 7

Estimated Active USA Implants 40,917 Possible Early Battery Depletion 1

Normal Battery Depletions 80 Other 1
Therapy Function Compromised 1

Electrical Component 1
100% - —

= 80% -
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€ 60% -

(7]
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=
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Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 70
Years 1 2 4 5 mo

Excluding NBD  100.0% 100.0% @ 100.0%
Including NBD = 100.0% = 100.0% | 99.8%
Effective = 46004 32455 20708

Sample Size

100.0% 99.9% = 99.9%
99.2% | 982% | 97.6%
11803 4412 200

WA4TRO02 Serena Quad CRTP MRI SureScan

US Market Release 06May2017 Total Malfunctions (USA) 1
CE Approval Date Therapy Function Not Compromised 1
Registered USA Implants 7,240 Electrical Component 1
Estimated Active USA Implants 6,021 Therapy Function Compromised 0
Normal Battery Depletions 13
100% —
= 80% -
2
€ 60% -
(7]
8 40% -
=
L]
Q  20% -
00/0 I 1 1 1 1 1 1 1 1
0 A e B 5 ) 1 ® AD
Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 70
Years 1 2 4 5 mo

Excluding NBD  100.0% 100.0% = 100.0%
Including NBD = 100.0% @ 100.0% @ 99.8%
Effective = 46004 32455 20708

Sample Size

100.0% 99.9% = 99.9%
99.2% | 98.2% | 97.6%
11803 4412 200
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WA4TRO03 Solara Quad CRTP MRI SureScan

US Market Release
CE Approval Date

06May2017 Total Malfunctions (USA)

Therapy Function Not Compromised 0

Registered USA Implants 9,420
Estimated Active USA Implants 7,563 Therapy Function Compromised 3
Normal Battery Depletions 23 Electrical Component 2
Possible Early Battery Depletion 1
100% —
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2
€ 60% -
(7]
8 40% -
=
L]
Q  20% -
00/0 I 1 1 1 1 1 1 1 1 I
0 A 2 D B 5 © 1 ? AD
Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at70
Years 1 2 3 4 5 mo

Excluding NBD  100.0% 100.0% 10l

0.0% 100.0% 99.9% = 99.9%

Including NBD = 100.0% = 100.0% | 99.8% 99.2% 98.2% 97.6%
Effective = 46004 32455 20708 11803 4412 200

Sample Size

W4TR04 Percepta Quad CRT-P MRI SureScan

US Market Release

CE Approval Date

Registered USA Implants
Estimated Active USA Implants
Normal Battery Depletions

Total Malfunctions (USA)
10Feb2017 Therapy Function Not Compromised

Therapy Function Compromised

100% —
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2
€ 60% -
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8 40% -
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Q  20% -
00/0 I I T T I L] 1 1 1 I
0 A 2 D B 5 © 1 ? AQ
Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at70
Years 1 2 3 4 5 mo

Excluding NBD = 100.0% 100.0% 100.0% 100.0% 99.9% = 99.9%

Including NBD = 100.0% @ 100.0% | 99

.8% 99.2% 98.2% 97.6%

Effective = 46004 32455 20708 11803 4412 200

Sample Size
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WA4TRO05 Serena Quad CRTP MRI SureScan

US Market Release
CE Approval Date
Registered USA Implants

Estimated Active USA Implants

Total Malfunctions (USA)
10Feb2017 Therapy Function Not Compromised

Therapy Function Compromised

Normal Battery Depletions

100% -

80% -

60% -

40% -

Device Survival

20% -

0% -1

Years
Excluding NBD
Including NBD

Effective
Sample Size

A 1 > B 5 © 1 %

Years After Implant

¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion

1
100.0%
100.0%
46004

at70
2 3 4 5 mo

100.0% 100.0% 100.0% @ 99.9%  99.9%
100.0% @ 99.8% | 99.2% | 98.2% | 97.6%
32455 20708 11803 4412 200

WA4TRO06 Solara Quad CRTP MRI SureScan

US Market Release
CE Approval Date
Registered USA Implants

Estimated Active USA Implants

Total Malfunctions (USA)
10Feb2017 Therapy Function Not Compromised

Therapy Function Compromised

Normal Battery Depletions

100% —
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2
€ 60% -
(7]
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o  40%
=
L]
Q  20% -
00/0 I I T T I L] 1 1 1 I
0 A 2 D B 5 © 1 ? AD
Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at70
Years 1 2 3 4 5 mo
Excluding NBD = 100.0% = 100.0% 100.0% 100.0% 99.9% = 99.9%
Including NBD | 100.0% = 100.0% = 99.8% | 99.2%  982% | 97.6%
Effective = 46004 32455 20708 11803 4412 200
Sample Size
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7232Cx Maximo VR

US Market Release 060ct2003 Total Malfunctions (USA) 73
CE Approval Date 280ct2003 Therapy Function Not Compromised 58
Registered USA Implants 43,623 Electrical Component 29
Estimated Active USA Implants 2,763 Possible Early Battery Depletion 25
Normal Battery Depletions 10,385 Software/Firmware 2
Other 2
Therapy Function Compromised 15
Electrical Component 12
Electrical Interconnect 1
Possible Early Battery Depletion 1
Other 1
100%
g 80% -
€ 60% -
7]
8 40% -
=
a 20% -
0% - T T T T T T T T T T

I 1
Q A A - B -] © 1 > 9 ;\Q \’\ 1\1 AD \b 1\‘.) \El 1\1 J\% \Q tLQ rﬁ\
Years After Implant

¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion

at 203
Years 1 2 3 4 5 6 7 8 9 10 " 12 13 14 15 16 mo

Excluding NBD  100.0% 100.0%  99.9% 99.9% 99.9% 99.9% 99.8%  99.8%  99.7%  99.7% = 99.7% 99.7% 99.7% 99.6% 99.6% 99.6% 99.6%
Including NBD | 99.8% 99.7% 99.3% 98.9% 97.6% 92.7% 85.8% 75.5% 52.4% | 272% @ 22.4% 21.2% 20.1% 19.4% 18.4% 17.6% 16.2%

Effective = 38515 35191 31911 28427 24997 21608 18235 14649 9032 3699 2508 2010 1570 1224 907 582 136
Sample Size

D164AWG Virtuoso DR

US Market Release Total Malfunctions (USA)

CE Approval Date 07Mar2006 Therapy Function Not Compromised
Registered USA Implants 3

Estimated Active USA Implants Therapy Function Compromised
Normal Battery Depletions 2

100% -

80% -

60% -

40% -

Device Survival

20% -

0 0/ o T T T T T T T T T T T T T T T T T T T T T T
V] A % D B 5 © 1 k-] 2 A0 AN AT AD \b 1\‘.) I\ A AD A9 tLQ rﬁ\

Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion

at 176
Years 1 2 3 4 5 6 7 8 9 10 " 12 13 14 mo

Excluding NBD  100.0% 100.0%  99.9% 99.4% 97.1% 96.9% 96.8%  96.8%  96.7% = 96.6% 96.5% 96.4% 96.4% 96.4% 96.4%
Including NBD | 99.8% 99.6% 99.1% 97.8% 90.3% 73.4% 49.1% 29.9% 18.0% 13.5% 12.2% 11.5% 11.0% 10.5% 10.1%

Effective = 63549 58489 53187 47918 40411 29765 17354 8889 4459 2822 2329 1987 1675 1039 213
Sample Size
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D164VWC Virtuoso VR

US Market Release
CE Approval Date

Total Malfunctions (USA)
07Mar2006 Therapy Function Not Compromised

Registered USA Implants 1
Estimated Active USA Implants 1 Therapy Function Compromised
Normal Battery Depletions
100%
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Q N A D B ) © 1 ? 9 ;\Q \’\ 1\1 AD \b 1\‘.) \El 1\1 J\% \Q tLQ rﬁ\
Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at175
Years 1 2 3 4 5 6 7 8 9 10 1 12 13 14 mo
Excluding NBD = 100.0% 100.0% 99.9% = 99.7%  98.1%  96.8% 96.7% 96.6% 96.5% 96.5% = 96.4%  96.4% 96.4%  96.4% = 96.4%
Including NBD = 99.8% = 99.6% | 99.3% @ 98.8%  96.0% @ 87.7% | 77.4%  60.3%  44.3% 31.8%  226% | 17.9% 16.1% 151%  14.2%
Effective 28533 26122 23727 21527 19157 16192 13280 9318 6090 3936 2463 1591 1144
Sample Size

D204DRM Secura DR

US Market Release 09Jan2012 Total Malfunctions (USA) 5
CE Approval Date Therapy Function Not Compromised 1
Registered USA Implants 1,850 Other 1
Estimated Active USA Implants 316 Therapy Function Compromised 4
Normal Battery Depletions 320 Battery 2
Electrical Component 2
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Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 150
Years 1 2 3 4 5 6 7 8 9 10 11 12 mo
Excluding NBD = 100.0% = 99.9% = 99.9% = 99.8%  99.7% = 99.7%  99.6% = 99.4%  99.4%  99.4% = 99.4%  99.4% = 99.4%
Including NBD = 99.7% | 99.4% | 99.1% | 98.0% | 953% @ 87.9% | 70.0% @ 383% 232% | 21.1%  20.3% | 19.8% @ 19.3%
Effective 44539 41184 38104 34984 31060 25090 16328 6713 3241 2529 1874 1042 104

Sample Size
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D204VRM Secura VR

US Market Release

02May2012 Total Malfunctions (USA) 3
CE Approval Date Therapy Function Not Compromised 1
Registered USA Implants 1,152 Electrical Component 1
Estimated Active USA Implants 313 Therapy Function Compromised 2
Normal Battery Depletions 80 Battery 2
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8 40% -
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Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 156
Years 1 2 3 4 5 6 7 8 9 10 1 12 mo
ExcludingNBD = 100.0% = 99.9%  99.9%  99.9%  99.8%  99.8%  99.7%  99.6% 99.6% 99.6% 99.6% = 99.6%  99.6%
Including NBD = 99.8% = 99.6% | 99.3% | 99.0% 98.6% 98.0% @ 962% | 91.1% | 77.0% | 54.3% 455% @ 437% 414%
Effective 17638 16330 15177 14072 12960 11844 10615 8585 5542 2672 1623 1017 131
Sample Size

D214DRM Secura DR

US Market Release

CE Approval Date

Registered USA Implants
Estimated Active USA Implants
Normal Battery Depletions

Total Malfunctions (USA)
22Jul2010 Therapy Function Not Compromised

Therapy Function Compromised
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Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 150
Years 1 2 3 4 5 6 7 8 9 10 1 12 mo
Excluding NBD = 100.0% 99.9% = 99.9%  99.8% = 99.7% @ 99.7%  99.6% = 99.4% = 99.4%  99.4% = 99.4% = 99.4%  99.4%
Including NBD = 99.7% = 99.4% | 99.1% | 98.0% @ 953% 87.9%  70.0%  38.3% | 232% @ 21.1% 20.3% = 19.8%  19.3%
Effective 44539 41184 38104 34984 31060 25090 16328 6713 3241 2529 1874 1042 104
Sample Size
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D214VRM Secura VR

US Market Release
CE Approval Date
Registered USA Implants

Estimated Active USA Implants

Normal Battery Depletions

Total Malfunctions (USA)

17Dec2010 Therapy Function Not Compromised

Therapy Function Compromised
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Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 156
Years 1 2 3 4 5 6 7 8 9 10 11 12 mo
Excluding NBD = 100.0% = 99.9%  99.9% = 99.9% = 99.8%  99.8% = 99.7%  99.6% = 99.6% = 99.6% = 99.6% = 99.6% = 99.6%
Including NBD =~ 99.8% | 99.6% = 99.3% | 99.0% | 98.6% = 98.0% & 96.2% @ 91.1% 77.0% | 54.3%  455% @ 43.7% @ 414%
Effective 17638 16330 15177 14072 12960 11844 10615 8585 5542 2672 1623 1017 131
Sample Size
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D224DRG Secura DR

US Market Release 15Sep2008 Total Malfunctions (USA) 152
CE Approval Date Therapy Function Not Compromised 115
Registered USA Implants 49,639 Battery 14
Estimated Active USA Implants 5,403 Electrical Component 38
Normal Battery Depletions 10,310 Possible Early Battery Depletion 50
Software/Firmware
Other 4
Therapy Function Compromised 37
Battery 21
Electrical Component 13
Possible Early Battery Depletion 1
Software/Firmware 1
Other 1
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Years After Implant
¢ Including Normal Battery Depletion e Excluding Normal Battery Depletion
at 150
Years 1 2 3 4 5 6 7 8 9 10 11 12 mo
Excluding NBD = 100.0% 99.9% = 99.9% 99.8%  99.7% 99.7% 99.6% 99.4% 99.4%  99.4% 99.4%  99.4% = 99.4%
Including NBD = 99.7% | 99.4% | 99.1% | 98.0% | 953%  87.9%  70.0%  383% 232% | 21.1%  20.3% | 19.8% = 19.3%
Effective 44539 41184 38104 34984 31060 25090 16328 6713 3241 2529 1874 1042 104
Sample Size
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D224VRC Secura VR

US Market Release 15Sep2008 Total Malfunctions (USA) 52

CE Approval Date Therapy Function Not Compromised 35

Registered USA Implants 19,672 Battery 14

Estimated Active USA Implants 2,992 Electrical Component 10

Normal Battery Depletions 2,141 Possible Early Battery Depletion 8
Software/Firmware 2
Other 1

Therapy Function Compromised 17
Battery 9
Electrical Component 6
Possible Early Battery Depletion 1
Software/Firmware 1
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Years After Implant

* Including Normal Battery Depletion

Years 1 2 3 4 5 6
Excluding NBD  100.0% 99.9% @ 99.9%  99.9%  99.8%  99.8%
IncludingNBD =~ 99.8% | 99.6% = 99.3% = 99.0% @ 98.6% | 98.0%

Effective = 17638 16330 15177 14072 12960 11844
Sample Size

Medtronic CRM Product Performance Report

e Excluding Normal Battery Depletion

7
99.7%
96.2%
10615

8
99.6%
91.1%

8585

64

at 156
9 10 11 12 mo

99.6% = 99.6% 99.6% 99.6% 99.6%
77.0% 543% | 455%  43.7% @ 41.4%
5542 2672 1623 1017 131
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D234DRG Secura DR

US Market Release Total Malfunctions (USA)

CE Approval Date 14Mar2008 Therapy Function Not Compromised
Registered USA Implants 2

Estimated Active USA Implants 1 Therapy Func