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Urgent Field Safety Notice

Subject: Field Safety Notice — Update to December 2024 Field Safety Notice: Software designed
to prevent initiation of Safety Mode in an ambulatory setting due to a high battery impedance state
in ACCOLADE™ Pacemakers and CRT-Ps (Boston Scientific Reference: 97125289F-FA).

Dear Physician or Healthcare Professional (HCP),

This letter is a notification of the availability of enhanced software intended to detect high battery impedance
and prevent initiation of Safety Mode in ACCOLADE™ devices' in an ambulatory setting; it also includes a
description of possible unintended behaviors associated with this software and applicable
recommendations for device management.
o Model 3869 v2.04 software is designed to detect high battery impedance and prevent initiation of
Safety Mode in ACCOLADE devices in an ambulatory setting.
e Possible unintended behaviors have been observed with Model 3869 v2.04 software:
— Incomplete disablement of wandless automatic telemetry after detecting a high battery
impedance condition;
— Potential for the new daily battery test to misinterpret measurements in the presence of a
magnet, initiating a false positive response and disablement of wandless telemetry.
¢ Device sensing, therapy delivery, and all programmed functions remain unaffected, except for the
noted changes to wandless telemetry operation described below.
e Despite the possible occurrence of these unintended behaviors, the benefits of
implementing the Model 3869 v2.04 software outweigh the risks associated with prophylactic
replacement.

Note: Appendices at the end of this letter provide further information regarding high battery impedance-
related behaviors described in the original December 2024 Field Safety Notice (Appendix A) and precise
details about the bounding of affected devices (Appendix B).

TACCOLADE family of devices include ACCOLADE, PROPONENT™, ESSENTIO™, and ALTRUA™ 2 single chamber (SR), dual chamber (DR) standard life
(SL) and DR extended life (EL) pacemakers; and VISIONIST™ and VALITUDE™ cardiac resynchronization therapy pacemakers (CRT-Ps).
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Model 3869 v2.04 Software Availability
This notice provides an update to December 2024 Field Safety Notice regarding the potential for the
ACCOLADE family of pacemakers to initiate Safety Mode due to a high battery impedance state.

A software upgrade (Model 3869 v 2.04) is now available for the LATITUDE™ Programming
System, Model 3300 (programmer). Upon interrogation and download of Model 3869 v2.04 to an
ACCOLADE pacemaker, this software is intended to enable detection of an elevated battery
impedance via an alert and disable wandless ZIP™ telemetry (i.e., wandless, two-way
radiofrequency communication) in a device with high impedance to prevent initiation of Safety
Mode in an ambulatory setting.

When a pacemaker receives this enhanced software, prophylactic replacement is no longer
recommended for patients at risk of harm due to the non-programmable parameters in Safety
Mode, see updated recommendations below in Table 1.

All ACCOLADE pacemakers will benefit from this software upgrade, thus Boston Scientific
recommends that patients have their devices interrogated by an upgraded programmer at their
next in-person visit. Boston Scientific is expanding our recommendations to all device types in
the ACCOLADE family. For precise details about the bounding of affected devices, see Appendix
B.

Updated device management recommendations

These updated recommendations are intended to promote a risk-stratified, timely upgrade of pacemaker
software to mitigate the occurrence of Safety Mode in an ambulatory setting due to a high battery
impedance state. [Note: until the Model 3869 v2.04 software is downloaded onto the ACCOLADE
pacemaker, recommendations from the December 2024 Field Safety Notice still apply.]

Connect your LATITUDE programmer to the internet (e.g., via WiFi, ethernet, or cell adapter), select
Utilities>Software Update>Easy Install, and wait for the programmer to install Model 3869 v2.04
software. Maintain internet connection and power until the installation is complete. Verify successful
installation.

If your programmer cannot be connected to the internet, contact your local Boston Scientific sales

professional or call Technical Services to arrange for your programmer’s software to be upgraded.

Table 1 Updated recommendations for ACCOLADE pacemakers with availability of Model 3869 v2.04

software.

Actions Recommendations

Prophylactic
Replacement

Not recommended for patients with any ACCOLADE device that has been
interrogated with a Model 3300 LATITUDE programmer with Model 3869
v2.04 installed.

Upgrade p_acemaker the next scheduled follow-up, promptly schedule
or CRT-P firmware an in-person follow-up.

For patients at risk of harm due to Safety For all other patients:
Mode: If longevity remaining is four (4) years or | Schedule the next follow-
less OR will reach four (4) years or less before up in-person.

During the in-person follow-up, interrogate the device using a Model 3300
LATITUDE programmer installed with Model 3869 v2.04 software.
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Follow-up

Consider enrolling/following patients via remote monitoring (RM) who
are deemed at risk of harm due to Safety Mode and who are not currently
followed remotely.

After device firmware has been upgraded by Model 3869 v2.04 software on a

Model 3300 LATITUDE programmer, perform system follow-up as described

below:

e For patients followed via RM, continue monitoring. If the battery voltage is
too low for projected remaining capacity (Code-1003 is detected), or
wandless telemetry is disabled, a Red Alert will be displayed in LATITUDE.

e For patients who cannot be monitored remotely:

o For patients at risk of harm due to Safety Mode, perform system
follow-up one week after pacemaker firmware has been upgraded
to assess whether an elevated or high battery impedance has
been detected. This provides the new software algorithm time to
detect and declare a sufficiently high impedance state via a Code-
1003 alert or disablement of wandless telemetry (in the event the
device is very near entering Safety Mode at the time of the software
upgrade). After that, perform device follow-ups at three (3) month
intervals.

o For all other patients, perform system follow-up at an interval in
accordance with the Instructions for Use (IFU).

Contact Technical
Services if a high
battery impedance
state is detected after
receiving the software
upgrade

If either an alert for voltage too low for remaining longevity (Code-1003) and/or
disablement of wandless telemetry is observed after device software has been
upgraded by Model 3869 v2.04 software, contact Technical Services.
e Technical Services can provide a customized recommended
replacement interval for high battery impedance conditions

e Technical Services can assist in determining if disabled wandless
telemetry is due to a false positive detection due to the presence of a
magnet.

Replace the device if
it enters Safety Mode
before receiving the
software upgrade

For patients at risk of harm due to Safety
Mode non-programmable parameters:
Emergent/urgent replacement

All other patients:
Non-emergent
replacement

Replacement
procedure
considerations for a
device in Safety Mode

e When choosing a replacement interval, do not rely on previously reported
battery time remaining estimates; these do not account for Safety Mode’s
increased outputs nor the battery’s high impedance state.

¢ During replacement of a device in Safety Mode, pacing inhibition should
be anticipated during electrocautery and when the device is removed from
the pocket due to unipolar pacing and high sensitivity.

Append Patient’s
Medical Records

e For each patient with an affected device, append/update the patient’s
medical record with this letter to maintain physician awareness of this topic
for the remaining service life of the device.

o A patient letter is available upon request, which can be distributed to the
patient.
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Model 3869 v2.04 Software Unintended Behaviors

The Model 3869 v2.04 software was designed to prevent potential initiation of Safety Mode due to a high
battery impedance condition in ACCOLADE pacemakers (originally described in the December 2024 Field
Safety Notice). This software update introduces two separate mechanisms to mitigate risks associated with
this battery condition. First, the software enables detection of an elevated battery impedance condition via
a telemetry activated battery test, triggering a red alert (voltage is too low for projected remaining capacity,
also known as Code-1003). Second, the software disables wandless telemetry when the battery reaches a
high impedance state to prevent initiation of Safety Mode in an ambulatory setting.

Since the launch of Model 3869 v2.04 software in August 2025 and subsequent device firmware upgrades
via the Model 3300 LATITUDE™ programmer, Boston Scientific has identified two unintended behaviors
associated with the software. Device sensing, therapy delivery, and all programmed functions remain
unaffected, except for the noted changes to wandless telemetry operation (described below). Despite the
possible occurrence of these unintended behaviors, the benefits of implementing the Model 3869
v2.04 software outweigh the risks associated with prophylactic replacement. As such, Boston
Scientific strongly recommends the continued installation of this software for all devices within the
ACCOLADE family; all ACCOLADE pacemakers are intended to receive this software/firmware upgrade.

Although Model 3869 v2.04 software has significantly mitigated the initiation of Safety Mode associated
with a high battery impedance condition, it does not fully eliminate this potential risk. Boston Scientific has
identified two possible unintended behaviors associated with the Model 3869 v2.04 software design:

1. Incomplete disablement of wandless automatic telemetry after detecting a high battery impedance
condition. If an ACCOLADE family device with an elevated battery impedance induced Code-1003
remains in service, the software’s new telemetry activated battery test is designed to continue
assessing battery impedance and disable all wandless telemetry operation before high impedance
is achieved and device resets can initiate Safety Mode.

e For devices exhibiting a high battery impedance condition, Safety Mode typically occurs
during active LATITUDE programmer or communicator interrogation sessions, which draw
the highest power. The software’s new telemetry activated battery test is operating as
intended and is effective in disabling wandless telemetry operation before successive
device resets can initiate Safety Mode associated with these active-telemetry
scenarios.

o However, automatic low power telemetry wakeups are not disabled as intended in
association with a high battery impedance condition. The software allows for continuation of
automatic, low power telemetry wakeups used to initiate a Remote Monitoring session after
a high battery impedance condition is detected in the device. As the battery impedance
continues to increase, the telemetry wakeup power draws may trigger Safety Mode. The risk
of automatic telemetry wakeups causing a device to enter Safety Mode increases as the
battery nears its normal replacement time, albeit at a much lower observed occurrence than
active telemetry-associated Safety Mode initiations.

2. Potential for the software’s new daily battery test to misinterpret measurements in the presence of
a magnet, initiating a false positive response that results in disablement of wandless telemetry
sessions. For patients monitored via LATITUDE, an alert message will indicate an erroneous explant
indicator (e.g., explant indicator was reached January 1, 2000) if the device had not previously
reached replacement indication, stating that LATITUDE is no longer available, and prompting to
contact Technical Services. This false positive behavior is not possible if the device’s magnet
response is turned off. Disabled wandless telemetry prevents subsequent Remote Monitoring and
wandless telemetry sessions using a LATITUDE Programmer; note that wanded telemetry
continues to operate as intended and will be required during programming sessions.
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Boston Scientific is actively developing a software update to address these unintended behaviors
associated with the Model 3869 v2.04 software design. Specifically, forthcoming updated software will fully
disable the remaining wandless automatic telemetry wakeups after detecting a high battery impedance
state, eliminate false positive detection of high battery impedance due to interaction with a magnet, and re-
enable wandless telemetry in the case of a previous false positive response and telemetry inactivation due
to interaction with a magnet. Until this updated software is available, please refer to the recommendations
in Table 1.

The Regulatory Authority of your country has been informed about this customer communication. Adverse
events should be reported to Boston Scientific and Regulatory Authorities if appropriate.

Please complete the enclosed Acknowledgment Form and send it to Boston Scientific at
«Customer_Service_Fax_Number» by 10 October 2025. A completed form is required from every facility
who receives this letter.

Boston Scientific requests that this notice is transferred (as appropriate) to other organizations impacted by
this action. We also advise maintaining awareness of this notice and resulting action for an appropriate
period to ensure effectiveness of the corrective action.

Additional Information

Patient safety remains Boston Scientific’s highest priority, and we are committed to communicating up-to-
date information with physicians and healthcare professionals to ensure you have timely, relevant
information for managing your patients. Product performance information, including this topic, a device
lookup tool, and resources for returning product are available within our Product Performance Resource
Center at www.bostonscientific.com/ppr.

If you have additional questions regarding this information, please contact your Boston Scientific
representative or Technical Services.

Sincerely,
At Ny ~——

Alexandra Naughton Attachment: Acknowledgement Form
Vice President, Quality Assurance
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Appendix A — Battery High Impedance Condition/Potential for Safety Mode
and Software Update

Clinical Impact

Safety Mode provides back-up pacing under critical circumstances; it is not intended to be a substitute for
chronic pacing therapy. The non-programmable Safety Mode pacing parameters (Error! Reference
source not found.) may not provide optimal support of a patient’s cardiac condition; patients at risk of harm
for Safety Mode include those with an inadequate underlying escape rhythm, a need for AV/VV pacing for
cardiac synchrony, and/or a potential for pacing inhibition due to myopotential oversensing. Pacing
inhibition due to myopotential oversensing for unipolar sensing configurations is well documented; however,
provocative maneuvers, including isometric exercises, are not a reliable predictor of myopotential
oversensing susceptibility for patients who may transition to Safety Mode.

The most common clinical outcome of this behavior is early device replacement. In certain patients, Safety
Mode may result in unintended clinical impact such as pacing inhibition/pauses, muscle stimulation (e.g.,
skeletal muscle or phrenic nerve stimulation), or heart failure decompensation prior to device replacement.
Among patients at risk of harm whose pacemaker initiates Safety Mode, Caughron et al. reported a 52%
rate of major complications due to presyncope, syncope, fall with trauma, pauses/asystole, and death.’
Remote monitoring, a standard of care?, is a critical device management capability, and is an important
means to detect onset of high battery impedance with this software upgrade.

The worst case reported patient harm has been loss of pacing with serious injury or life-threatening
outcome. There have been two (2) deaths in pacemaker-dependent patients after initiating Safety Mode in
an ambulatory setting and no additional deaths have been reported. Details about the ACCOLADE
subpopulations and lifetime occurrence rate for each device type are reported in Table 2. Occurrence rates
for various device types are reported in Figures 1 and 2.

Table 2 ACCOLADE populations and occurrence rates for Safety Mode (SM) due to high battery
impedance

.| Device | Estimated WW Estimated WW SM Lifetime SM

Population Active Distributed

Type . . Events Occurrence Rate

Population Population

Dec 2024 | CRT-P 8,500 21,300 281 | 3.27% at 117 months
Advisory DR EL 34,300 58,600 183 | 3.27% at 158 months’
Population | DR SL 56,500 123,400 605 | 0.75% at 102 months
All oth CRT-P 92,500 124,100 83 | 1.16% at 117 months
devices | DREL 444,300 534,200 23 | 1.16% at 158 months’

DR SL 539,700 683,000 125 | 0.14% at 102 months

SR SL 189,500 294,900 60 | 0.19% at 117 months
Total 1,365,300 1,839,400 1,360

*DR-EL rate is projected based on the experience of CRT-P which uses the same EL battery

Caughron H, Dhruva SS, Raitt MH. Complications Associated With Safety Mode Initiation in Recalled Boston Scientific Pacemakers. J Am Coll Cardiol. 2025
Apr 5:50735-1097(25)05926-1. doi: 10.1016/j.jacc.2025.03.501. Epub ahead of print. PMID: 40202463.
2ln patients with CIEDs, RM is recommended as part of the standard of care (COR-1/LOE-A) pg €99. Ferrick AM Raj SR, Deneke T, et al. 2023
HRS/EHRA/APHRS/LAHRS expert consensus statement on practical management of the remote device clinic. Heart Rhythm, ISSN: 1547-5271, Vol: 20,
Issue: 9, Page: 92-e144. https://doi.org/10.1016/j.hrthm.2023.03.1525.
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Figure 1 Occurrence rates for high battery impedance Figure 2 Occurrence rates for high battery impedance induced
induced Safety Mode in the December 2024 advisory Safety Mode in remaining devices
population

Description of Software Enhancement

Wandless ZIP telemetry operations (such as active telemetry sessions and automatic ZIP wakeups) are
the highest power operations performed in the ACCOLADE family of pacemakers and account for all
confirmed instances of Safety Mode events associated with high battery impedance conditions. This
software (Model 3869 v2.04) enhances Safety Architecture by adding a new daily wandless ZIP telemetry
activated battery test' that assesses the battery’s response to short bursts (e.g., milliseconds) of telemetry,
detects/alerts onset of a high battery impedance state, and intervenes to prevent Safety Mode initiation.
Note that this time period may be shortened for devices that triggered a voltage alert within a week of the
software upgrade.

This is accomplished in two separate stages:

1- If this telemetry activated battery test detects an elevated battery impedance state, the following
alert: “Voltage too low for projected remaining longevity” (Code-1003) will be displayed via the
LATITUDE programmer or LATITUDE RM. This first stage is designed to detect and alert users
about an elevated battery impedance condition before pacemakers without this software would have
initiated Safety Mode.

2- If a pacemaker from the ACCOLADE family with an elevated battery impedance induced Code-
1003 remains in service, this telemetry activated battery test continues assessing the battery
impedance and disables wandless ZIP telemetry operation before a high impedance condition
results in successive device resets leading to initiation of Safety Mode.

Note: In certain cases in which a device has a sufficiently high battery impedance at the time of
receiving the software, the algorithm will disable ZIP wandless telemetry without first issuing a Code-
1003.

The daily wandless ZIP telemetry activated battery test is estimated to reduce device longevity by one (1) day for every 10 years of testing.
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By design, this daily wandless ZIP telemetry activated battery test enhances the ACCOLADE family’s
Safety Architecture by mitigating the potential for Safety Mode initiation in an ambulatory setting due to a
high battery impedance state. Please note the following:
e Code-1003 is a general alert condition that can be initiated for a high battery impedance state or
detection of other anomalous system conditions. By contacting Technical Services when a Code-
1003 is observed, an engineering analysis can determine a customized replacement interval.
e The earliest a Code-1003 alert will be initiated is four (4) days after the in-office programmer
interrogation when the pacemaker’s software is upgraded.

Description of High Battery Impedance Behavior Without Software Upgrade

As described in the original December 2024 advisory, ACCOLADE devices have a potential to exhibit a
high impedance condition because of an unanticipated concentration of lithium salts resulting from
variability of battery assembly techniques. This may result in a lack of available electrolyte between the
battery anode and cathode.

High battery impedance may cause a device to exhibit transient voltage decreases during wandless ZIP
telemetry operations. If the battery voltage drops below a minimum threshold during a high-power state
(e.g., active ZIP telemetry), a system reset is automatically performed, and the conditions of the high-power
state are interrupted. Subsequent high-power states may result in additional system resets due to the high
battery impedance.

If three (3) system resets occur within a 48-hour period, the device is designed to enter Safety Mode to
maintain backup pacing with pre-defined, non-programmable settings (Table 3). When a device is in Safety
Mode, healthcare professionals (HCPs) are directed to contact Boston Scientific via a LATITUDE
programmer warning screen and a LATITUDE remote patient management system red alert. Once a device
enters Safety Mode, life-sustaining therapy continues to be available while battery capacity is available.
The susceptibility of experiencing a high battery impedance and entering Safety Mode has been observed
when the device reaches approximately four (4) years or less of remaining battery longevity.

Table 3 Safety Mode Non-Programmable Settings

Per the IFU, Safety Parameter Setting

Mode is intended to Mode VVI, biventricular pacing for CRT-Ps
provide life-sustaining Rate 72.5 ppm

therapy if repeated Sensitivity Automatic Gain Control (AGC) 0.25 mV
system resets occur with | Qutput 5.0 V at 1.0 ms RV (and LV for CRT-Ps)
the following pre-defined, | | ead Configuration RV/LV Unipolar sensing/pacing
non-programmable RVRP 250 ms

parameters. A device Noise response VOO

that enters Safety Mode " v Offset (CRT-Ps only) 0ms

should be replaced. Magnet Response Disabled

When replacing a device in Safety Mode, the following conditions may interrupt pacing during the
procedure:
¢ During applications of electrocautery, pacing may be inhibited due to Safety Mode’s high sensitivity
setting and unipolar sensing configuration.
¢ When removing the device from the pocket, loss of capture will occur due to Safety Mode’s unipolar
pacing configuration.

During normal operations when a device is indicated for replacement, the system is designed to reserve
sufficient battery capacity to support device operations for three (3) months to allow for a replacement
procedure to be scheduled. However, if a device without upgraded software enters Safety Mode due to
high battery impedance, the reserve battery capacity may not be sufficient to support device operations for
three months and should be scheduled for replacement soon thereafter and emergently for patients at risk
of harm from Safety Mode parameters.

8/22



The ACCOLADE family of pacemakers includes a standard life (SL) battery for single chamber (SR) and
dual chamber (DR) pacemakers and a larger, extended life (EL) battery for DR pacemakers and cardiac
resynchronization therapy pacemakers (CRT-Ps). Because of disparate batteries (e.g., SL vs. EL) and
therapies provided (e.g., SR/DR pacemakers vs. CRT-Ps), the occurrence rates vary (Figures 1 and 2).
However, the susceptibility for a device to enter Safety Mode due to high battery impedance occurs when
the device reaches approximately four (4) years or less of remaining battery longevity. A retrospective study
of 121 US Department of Veterans Affairs (VA) Centers found that, of ACCOLADE and INGENIO devices
initiating Safety Mode due to high battery impedance, 100% did so with 4 years or less time remaining and
92% with 2 years or less time remaining."

1Caughron H,. 2025 Apr 5:50735-1097(25)05926-1. doi: https://doi.org/10.1016/}.jacc.2025.03.501.
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Appendix B — Advisory Population

Although high battery impedance induced Safety Mode occurs later in the life of the pacemaker, the
population has been expanded to include recently implanted devices from the ACCOLADE family with a
use-by-date (UBD) on or before 30 June 2025. All patients will benefit from this software update. This
bounding is intended to prioritize pacemakers presently susceptible to Safety Mode due to a high battery
impedance state with consideration for the additional in-clinic follow-up burden. The expanded advisory
population includes the following model numbers; however, these device attributes are not sufficient to
precisely identify individual devices in the advisory population. Contact your local Boston Scientific sales
professional for an affected serialized device list or enter a model/serial into the device lookup tool at
www.BostonScientific.com/lookup.

GTIN Model Product Name GTIN Model Product Name GTIN Model Product Name
00802526558900 L100 ESSENTIO SR SL 00802526593246 L201 PROPONENT DR SL 00802526609015 L310 ACCOLADE MRI SR SL
00802526558917 L100 ESSENTIO SR SL 00802526611834 L201 PROPONENT DR SL 00802526611803 L310 ACCOLADE MRI SR SL
00802526571923 L100 ESSENTIO SR SL 00802526559068 L209 PROPONENT VDDR SL 00802526559228 L311 ACCOLADE MRIDR SL
00802526571930 L100 ESSENTIO SR SL 00802526572166 L209 PROPONENT VDDR SL 00802526559235 L311 ACCOLADE MRIDR SL
00802526571947 L100 ESSENTIO SR SL 00802526576386 L209 PROPONENT VDDR SL 00802526572395 L311 ACCOLADE MRIDR SL
00802526576300 L100 ESSENTIO SR SL 00802526576881 L209 PROPONENT VDDR SL 00802526572401 L311 ACCOLADE MRIDR SL
00802526576805 L100 ESSENTIO SR SL 00802526611889 L209 PROPONENT VDDR SL 00802526572418 L311 ACCOLADE MRIDR SL
00802526593109 L100 ESSENTIO SR SL 00802526559075 L210 PROPONENT MRI SR SL 00802526576461 L311 ACCOLADE MRIDR SL
00802526611605 L100 ESSENTIO SR SL 00802526559082 L210 PROPONENT MRI SR SL 00802526576966 L311 ACCOLADE MRIDR SL
00802526558924 L101 ESSENTIO DR SL 00802526572180 L210 PROPONENT MRI SR SL 00802526578076 L311 ACCOLADE MRIDR SL
00802526558931 L101 ESSENTIO DR SL 00802526576393 L210 PROPONENT MRI SR SL 00802526609008 L311 ACCOLADE MRIDR SL
00802526571961 L101 ESSENTIO DR SL 00802526576898 L210 PROPONENT MRI SR SL 00802526611896 L311 ACCOLADE MRIDR SL
00802526571978 L101 ESSENTIO DR SL 00802526578021 L210 PROPONENT MRI SR SL 00802526559242 L321 ACCOLADE DR EL
00802526576317 L101 ESSENTIO DR SL 00802526609077 L210 PROPONENT MRI SR SL 00802526559259 L321 ACCOLADE DR EL
00802526576812 L101 ESSENTIO DR SL 00802526611773 L210 PROPONENT MRI SR SL 00802526572425 L321 ACCOLADE DR EL
00802526593116 L101 ESSENTIO DR SL 00802526559099 L211 PROPONENT MRI DR SL 00802526572432 L321 ACCOLADE DR EL
00802526611629 L101 ESSENTIO DR SL 00802526559105 L211 PROPONENT MRI DR SL 00802526576478 L321 ACCOLADE DR EL
00802526558948 L110 ESSENTIO MRI SR SL 00802526572210 L211 PROPONENT MRI DR SL 00802526576973 L321 ACCOLADE DR EL
00802526558955 L110 ESSENTIO MRI SR SL 00802526576409 L211 PROPONENT MRI DR SL 00802526593260 L321 ACCOLADE DR EL
00802526571985 L110 ESSENTIO MRI SR SL 00802526576904 L211 PROPONENT MRI DR SL 00802526611766 L321 ACCOLADE DR EL
00802526572005 L110 ESSENTIO MRI SR SL 00802526578038 L211 PROPONENT MRI DR SL 00802526559266 L331 ACCOLADE MRIDR EL
00802526576324 L110 ESSENTIO MRI SR SL 00802526609022 L211 PROPONENT MRI DR SL 00802526559273 L331 ACCOLADE MRIDR EL
00802526576829 L110 ESSENTIO MRI SR SL 00802526611704 L211 PROPONENT MRI DR SL 00802526572456 L331 ACCOLADE MRIDR EL
00802526609039 L110 ESSENTIO MRI SR SL 00802526559112 L221 PROPONENT DR EL 00802526572463 L331 ACCOLADE MRIDR EL
00802526611636 L110 ESSENTIO MRI SR SL 00802526559129 L221 PROPONENT DR EL 00802526572470 L331 ACCOLADE MRIDR EL
00802526558962 L111 ESSENTIO MRI DR SL 00802526572265 L221 PROPONENT DR EL 00802526576485 L331 ACCOLADE MRIDR EL
00802526558979 L111 ESSENTIO MRI DR SL 00802526576416 L221 PROPONENT DR EL 00802526576980 L331 ACCOLADE MRIDR EL
00802526572012 L111 ESSENTIO MRI DR SL 00802526576911 L221 PROPONENT DR EL 00802526578083 L331 ACCOLADE MRIDR EL
00802526572029 L111 ESSENTIO MRI DR SL 00802526578045 L221 PROPONENT DR EL 00802526592201 L331 ACCOLADE MRIDR EL
00802526572036 L111 ESSENTIO MRIDR SL 00802526593307 L221 PROPONENT DR EL 00802526609084 L331 ACCOLADE MRIDR EL
00802526576331 L111 ESSENTIO MRI DR SL 00802526611858 L221 PROPONENT DR EL 00802526611872 L331 ACCOLADE MRIDR EL
00802526576836 L111 ESSENTIO MRIDR SL 00802526559136 L231 PROPONENT MRI DR EL 00802526559327 S701 ALTRUA 2 SR SL
00802526609060 L111 ESSENTIO MRIDR SL 00802526559143 L231 PROPONENT MRI DR EL 00802526559334 S701 ALTRUA 2 SR SL
00802526611612 L111 ESSENTIO MRI DR SL 00802526572272 L231 PROPONENT MRI DR EL 00802526572487 S701 ALTRUA 2 SR SL
00802526558986 L121 ESSENTIO DR EL 00802526576423 L231 PROPONENT MRI DR EL 00802526576492 S701 ALTRUA 2 SR SL
00802526558993 L121 ESSENTIO DR EL 00802526576928 L231 PROPONENT MRI DR EL 00802526576997 S701 ALTRUA 2 SR SL
00802526572043 L121 ESSENTIO DR EL 00802526578052 L231 PROPONENT MRI DR EL 00802526578090 S701 ALTRUA 2 SR SL
00802526576348 L121 ESSENTIO DR EL 00802526609046 L231 PROPONENT MRI DR EL 00802526593222 S701 ALTRUA 2 SR SL
00802526576843 L121 ESSENTIO DR EL 00802526611780 L231 PROPONENT MRI DR EL 00802526611841 S701 ALTRUA 2 SR SL
00802526593277 L121 ESSENTIO DR EL 00802526559150 L300 ACCOLADE SR SL 00802526559341 S702 ALTRUA 2 DR SL
00802526611650 L121 ESSENTIO DR EL 00802526559167 L300 ACCOLADE SR SL 00802526559358 S702 ALTRUA 2 DR SL
00802526559006 L131 ESSENTIO MRI DR EL 00802526572302 L300 ACCOLADE SR SL 00802526572517 S702 ALTRUA 2 DR SL
00802526559013 L131 ESSENTIO MRIDR EL 00802526576430 L300 ACCOLADE SR SL 00802526576508 S702 ALTRUA 2 DR SL
00802526572074 L131 ESSENTIO MRI DR EL 00802526576935 L300 ACCOLADE SR SL 00802526577000 S702 ALTRUA 2 DR SL
00802526572081 L131 ESSENTIO MRIDR EL 00802526593321 L300 ACCOLADE SR SL 00802526578106 S702 ALTRUA 2 DR SL
00802526576355 L131 ESSENTIO MRI DR EL 00802526611810 L300 ACCOLADE SR SL 00802526593208 S702 ALTRUA 2 DR SL
00802526576850 L131 ESSENTIO MRIDR EL 00802526559174 L301 ACCOLADE DR SL 00802526611759 S702 ALTRUA 2 DR SL
00802526609053 L131 ESSENTIO MRI DR EL 00802526559181 L301 ACCOLADE DR SL 00802526559365 S722 ALTRUA 2 DR EL
00802526611643 L131 ESSENTIO MRIDR EL 00802526572333 L301 ACCOLADE DR SL 00802526559372 S722 ALTRUA 2 DR EL
00802526559020 L200 PROPONENT SR SL 00802526572340 L301 ACCOLADE DR SL 00802526573071 S722 ALTRUA 2 DR EL
00802526559037 L200 PROPONENT SR SL 00802526572357 L301 ACCOLADE DR SL 00802526576515 S722 ALTRUA 2 DR EL
00802526572104 L200 PROPONENT SR SL 00802526576447 L301 ACCOLADE DR SL 00802526577017 S722 ALTRUA 2 DR EL
00802526576362 L200 PROPONENT SR SL 00802526576942 L301 ACCOLADE DR SL 00802526578113 S722 ALTRUA 2 DR EL
00802526576867 L200 PROPONENT SR SL 00802526593215 L301 ACCOLADE DR SL 00802526593239 S722 ALTRUA 2 DR EL
00802526578007 L200 PROPONENT SR SL 00802526611865 L301 ACCOLADE DR SL 00802526611711 S722 ALTRUA 2 DR EL
00802526593338 L200 PROPONENT SR SL 00802526559204 L310 ACCOLADE MRI SR SL 00802526559389 U125 VALITUDE CRT-P EL IS-1
00802526611827 L200 PROPONENT SR SL 00802526559211 L310 ACCOLADE MRI SR SL 00802526559396 U125 VALITUDE CRT-P EL IS-1
00802526559044 L201 PROPONENT DR SL 00802526572364 L310 ACCOLADE MRI SR SL 00802526573101 U125 VALITUDE CRT-P EL IS-1
00802526559051 L201 PROPONENT DR SL 00802526572371 L310 ACCOLADE MRI SR SL 00802526573118 U125 VALITUDE CRT-P EL IS-1
00802526572135 L201 PROPONENT DR SL 00802526572388 L310 ACCOLADE MRI SR SL 00802526573125 U125 VALITUDE CRT-P EL IS-1
00802526576379 L201 PROPONENT DR SL 00802526576454 L310 ACCOLADE MRI SR SL 00802526577024 U125 VALITUDE CRT-P EL IS-1
00802526576874 L201 PROPONENT DR SL 00802526576959 L310 ACCOLADE MRI SR SL 00802526577109 U125 VALITUDE CRT-P EL IS-1
00802526578014 L201 PROPONENT DR SL 00802526578069 L310 ACCOLADE MRI SR SL 00802526578793 U125 VALITUDE CRT-P EL IS-1
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GTIN Model Product Name GTIN Model Product Name GTIN Model Product Name

00802526593291 U125 VALITUDE CRT-P EL IS-1 00802526559433 U225 VISIONIST CRT-P EL IS-1 00802526577123 U226 VISIONIST CRT-P EL IS-1/LV-1

00802526611735 U125 VALITUDE CRT-P EL IS-1 00802526572630 U225 VISIONIST CRT-P EL I1S-1 00802526578816 U226 VISIONIST CRT-P EL IS-1/LV-1

00802526559402 U128 VALITUDE X4 CRT-P EL I1S-1/1S4 00802526572647 U225 VISIONIST CRT-P EL IS-1 00802526611728 U226 VISIONIST CRT-P EL IS-1/LV-1

00802526559419 U128 VALITUDE X4 CRT-P EL IS-1/1S4 00802526577048 U225 VISIONIST CRT-P EL I1S-1 00802526559471 U228 VISIONIST X4 CRT-P EL IS-1/1S4
00802526572609 U128 VALITUDE X4 CRT-P EL IS-1/IS4 00802526577116 U225 VISIONIST CRT-P EL I1S-1 00802526559488 U228 VISIONIST X4 CRT-P EL IS-1/1S4
00802526572616 U128 VALITUDE X4 CRT-P EL I1S-1/1S4 00802526578809 U225 VISIONIST CRT-P EL IS-1 00802526572692 U228 VISIONIST X4 CRT-P EL 1S-1/1S4
00802526572623 U128 VALITUDE X4 CRT-P EL IS-1/1S4 00802526593253 U225 VISIONIST CRT-P EL IS-1 00802526572708 U228 VISIONIST X4 CRT-P EL IS-1/1S4
00802526576522 U128 VALITUDE X4 CRT-P EL IS-1/IS4 00802526611742 U225 VISIONIST CRT-P EL I1S-1 00802526572715 U228 VISIONIST X4 CRT-P EL IS-1/1S4
00802526577031 U128 VALITUDE X4 CRT-P EL I1S-1/1S4 00802526559457 U226 VISIONIST CRT-P EL IS-1/LV-1 00802526577055 U228 VISIONIST X4 CRT-P EL 1S-1/1S4
00802526578120 U128 VALITUDE X4 CRT-P EL IS-1/1S4 00802526559464 U226 VISIONIST CRT-P EL IS-1/LV-1 00802526577130 U228 VISIONIST X4 CRT-P EL IS-1/1S4
00802526593284 U128 VALITUDE X4 CRT-P EL IS-1/IS4 00802526572661 U226 VISIONIST CRT-P EL IS-1/LV-1 00802526578830 U228 VISIONIST X4 CRT-P EL IS-1/1S4
00802526611797 U128 VALITUDE X4 CRT-P EL I1S-1/1S4 00802526572678 U226 VISIONIST CRT-P EL IS-1/LV-1 00802526593314 U228 VISIONIST X4 CRT-P EL 1S-1/1S4
00802526559426 U225 VISIONIST CRT-P EL I1S-1 00802526577062 U226 VISIONIST CRT-P EL IS-1/LV-1 00802526611902 U228 VISIONIST X4 CRT-P EL IS-1/1S4
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Reference: 97125289F-FA September 2025

Vigtig sikkerhedsmeddelelse

Emne: Sikkerhedsmeddelelse — opdatering vedrgrende sikkerhedsmeddelelse fra december
2024: Software, der har til formal at forhindre aktivering af Safety Mode (Sikkerhedstilstand) i en
ambulant situation pa grund af hgj batterimpedans i ACCOLADE™-pacemakere og CRT-P'er
(Boston Scientifics referencenummer: 97125289F-FA).

Keere laege eller sundhedsfaglige medarbejder

Formalet med dette brev er at informere om, at der nu er adgang til forbedret software til registrering af hgj
batteriimpedans og forhindring af aktivering af Safety Mode (Sikkerhedstilstand) i enheder af typen
ACCOLADE™' i en ambulant situation. Brevet indeholder ogsa en beskrivelse af de mulige problemer, der
er forboundet med denne software, og anbefalinger vedrgrende enhedsadministration.

e Formalet med softwaremodel 3869 version 2.04 er at registrere hgj batterimpedans og forhindre
aktivering af Safety Mode (Sikkerhedstilstand) i enheder af typen ACCOLADE i en ambulant
situation.

o Der er registreret falgende mulige problemer med softwaremodel 3869 version 2.04:

— ufuldsteendig deaktivering af automatisk telemetri uden brug af telemetrinoved efter
registrering af hgj batterimpedans

— risiko for fejltolkning af malinger i forbindelse med den nye daglige batteritest i neerveer af en
magnet med deraf folgende falsk positivt svar og deaktivering af telemetri uden brug af
telemetrihoved.

e Hverken enhedsregistrering, behandlingslevering eller programmerede funktioner er bergrt af dette
ud over de nedenfor beskrevne aendringer med hensyn til telemetri uden brug af telemetrihoved.

e Trods disse mulige problemer opvejer fordelene ved implementering af softwaremodel 3869
version 2.04 de risici, der er forbundet med profylaktisk udskiftning.

Bemeerk: Bilagene i slutningen af dette brev indeholder yderligere oplysninger om de konsekvenser af hgj
batterimpedans, der var beskrevet i den oprindelige sikkerhedsmeddelelse fra december 2024 (bilag A),
og praecise oplysninger om afgreensning med hensyn til bergrte enheder (bilag B).

"Enhederne i ACCOLADE-serien omfatter pacemakere af typen ACCOLADE, PROPONENT™, ESSENTIO™ og ALTRUA™ 2 med enkeltkammer (SR) eller
dobbeltkammer (DR) og standardlevetid (SL) eller forleenget levetid (EL) samt pacemakere af typen VISIONIST™ og VALITUDE™ il kardial

resynkroniseringsterapi (CRT-P'er).
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Tilgeengeligheden af softwaremodel 3869 version 2.04

Denne meddelelse er en opdatering af sikkerhedsmeddelelsen fra december 2024 vedrerende risikoen for,
at pacemakere i ACCOLADE-serien skifter til Safety Mode (Sikkerhedstilstand) pa grund af hgj
batterimpedans.

e En softwareopgradering (model 3869 version 2.04) er nu tilgeengelig til LATITUDE™-
programmeringssystemet model 3300 (programmeringsenhed). Efter download til en
ACCOLADE-pacemaker er denne softwaremodel 3869 version 2.04 beregnet til at muliggere
registrering af forhgjet batterimpedans via en advarselsmeddelelse og deaktivering af ZIP™-
telemetri (dvs. tovejsradiofrekvenskommunikation uden brug af telemetrihoved) i en enhed med
hgj impedans for at forhindre aktivering af Safety Mode (Sikkerhedstilstand) i en ambulant
situation.

o Nardenne forbedrede software installeres i en pacemaker, anbefales profylaktisk udskiftning ikke
lzengere til patienter med risiko for skade pa grund af de ikke-programmerbare parametre i Safety
Mode (Sikkerhedstilstand). De opdaterede anbefalinger kan ses i tabel 1 nedenfor.

o Da denne softwareopgradering med fordel kan anvendes til alle ACCOLADE-pacemakere,
anbefaler vi hos Boston Scientific, at der benyttes en opgraderet programmeringsenhed il
kommunikation med patienters enhed i forbindelse med naeste kontrol ved fysisk fremmgade.
Boston Scientifics anbefalinger geelder med andre ord for alle typer enheder i ACCOLADE-
serien. Preecise oplysninger om afgraensning med hensyn til bergrte enheder kan ses i bilag B.

Opdaterede anbefalinger vedrgrende enhedsadministration

Formalet med disse opdaterede anbefalingerer er at sikre en risikoprioriteret, rettidig opgradering af
pacemakersoftwaren for at mindske risikoen for aktivering af Safety Mode (Sikkerhedstilstand) i en
ambulant situation pa grund af hgj batteriimpedans. [Bemaerk: Indtil softwaremodel 3869 version 2.04 er
downloadet til ACCOLADE-pacemakeren, gaelder anbefalingerne fra sikkerhedsmeddelelsen fra december
2024 stadig.]

e Opret internetforbindelse til LATITUDE-programmeringsenheden (f.eks. via wi-fi, Ethernet eller
mobiladapter), veelg Hjeelpeprogrammer > Softwareopdatering > Nem installation, og vent, indtil
softwaren (model 3869 version 2.04) er installeret i programmeringsenheden. Internetforbindelsen
og streamforsyningen ma ikke afbrydes, far installationen er fuldfgrt. Kontrollér, at installationen er
fuldfert korrekt.

e Kontakt den lokale Boston Scientific-repreesentant (eller ring til afdelingen for teknisk service) for at
f& programmeringsenhedens software opgraderet, hvis der ikke kan oprettes internetforbindelse til
programmeringsenheden.

Tabel 4: Opdaterede anbefalinger vedrarende ACCOLADE-pacemakere, hvis software kan opgraderes til
model 3869 version 2.04

Handling Anbefalinger

Anbefales ikke til patienter med en ACCOLADE-enhed, hvis der er
kommunikeret med patientens enhed via en LATITUDE-
programmeringsenhed model 3300 med softwaremodel 3869 version 2.04
installeret.

Profylaktisk udskiftning

Patienter med risiko for skade pa grund af Alle gvrige
aktivering af Safety Mode (Sikkerhedstilstand): | patienter: Find en tid
Hvis den resterende levetid er maksimailt fire (4) ar | til naeste kontrol ved

Opgrader ELLER bliver maksimalt fire (4) ar fgr naeste fysisk fremmgde.
pacemakerens eller planlagte kontrol, skal der straks findes en tid til

CRT-P-enhedens kontrol ved fysisk fremmgde.

firmware

| forbindelse med kontrol ved fysisk fremmgde skal der kommunikeres med
enheden via en LATITUDE-programmeringsenhed model 3300 med
softwaremodel 3869 version 2.04 installeret.
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Kontrol

Overvej at bruge fjernmonitorering (RM) til patienter, som p.t. ikke
kontrolleres via denne metode, og som vurderes at vere i fare for
skade pa grund af aktivering af Safety Mode (Sikkerhedstilstand).

Nar enhedens firmware er blevet opgraderet til model 3869 version 2.04 via
en LATITUDE-programmeringsenhed model 3300, skal der udferes
systemkontrol som beskrevet nedenfor:

e Fortseet monitoreringen af patienter, der kontrolleres via RM. Huvis
batterispeendingen er for lav i forhold til den resterende levetid
(kode 1003 registreres), eller hvis telemetri uden brug af telemetrihoved
deaktiveres, vises der en advarselsmeddelelse i LATITUDE.

e Hovis der ikke er mulighed for fiernmonitorering af patienten:

o Hvad angar patienter med risiko for skade pa grund af
aktivering af Safety Mode (Sikkerhedstilstand), skal der udferes
systemkontrol en uge efter opgradering af
pacemakerfirmwaren for at fastsla, om der er registreret
forhojet eller hgj batterimpedans. Det giver den nye
softwarealgoritme tilstreekkelig tid til at registrere og reagere pa hg;j
impedans via en kode 1003-advarsel eller deaktivering af telemetri
uden brug af telemetrihoved (hvis enheden er meget teet pa at skifte
tili Safety Mode (Sikkerhedstilstand) pa tidspunktet for
softwareopgraderingen). Derefter skal der udferes enhedskontrol
med intervaller pa tre (3) maneder.

o For alle gvrige patienters vedkommende skal der udfgres
systemkontrol med det interval, der er angivet i brugsanvisningen.

Kontakt afdelingen for
teknisk service, hvis
der registreres hgj
batteriimpedans efter
softwareopgraderingen

| tilfeelde af en advarsel om, at spaendingen er for lav i forhold til den
resterende levetid (kode 1003), og/eller om deaktivering af telemetri uden
brug af telemetrihoved efter opgradering af enhedssoftwaren il
softwaremodel 3869 version 2.04 skal afdelingen for teknisk service
kontaktes.

o Afdelingen for teknisk service kan oplyse et
udskiftningsinterval i tilfeelde af hgj batterimpedans

anbefalet

e Afdelingen for teknisk service kan hjeelpe med at fastsla, om
deaktivering af telemetri uden brug af telemetrihoved skyldes en falsk
positiv registrering pa grund af naerveer af en magnet.

Udskift enheden, hvis
den skifter til Safety
Mode
(Sikkerhedstilstand)
inden

softwareopgraderingen.

Patienter med risiko for skade pa grund af ikke-
programmerbare parametre i Safety Mode
(Sikkerhedstilstand):

Akut udskiftning

Alle ovrige
patienter:
Ikke-akut udskiftning

Overvejelser med
hensyn til udskiftning
af en enhed, der er
skiftet til Safety Mode
(Sikkerhedstilstand)

e Ved valg af udskiftningsinterval mé man ikke forlade sig pa tidligere
rapporterede estimater for resterende batterilevetid, da der i disse
estimater hverken tages hgjde for det hgjere output i Safety Mode
(Sikkerhedstilstand) eller batteritilstanden med hgj impedans.

e Nar en enhed i Safety Mode (Sikkerhedstilstand) udskiftes, ma der pa
grund af unipoleer pacing og hgj falsomhed forventes paceinhibering
under elektrokauterisering, og nar enheden tages ud af lommen.
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e Sorg for, at dette brev vedlaegges patientjournalen for hver patient med
en bergrt enhed (eller at patientjournalen opdateres med oplysningerne
heri), sa der er opmaerksomhed pa dette problem i den resterende del af
enhedens levetid.

Opdater
patientjournalen

e Et brev til patienter kan fas pa anmodning.

Mulige problemer med softwaremodel 3869 version 2.04

Formalet med softwaremodel 3869 version2.04 er at forhindre aktivering af Safety Mode
(Sikkerhedstilstand) i ACCOLADE-pacemakere pa grund af hgj batterimpedans (som oprindeligt beskrevet
i sikkerhedsmeddelelsen fra december 2024). Med denne softwareopdatering introduceres der to saerskilte
mekanismer til minimering af de risici, der er forbundet med denne batteritilstand. For det farste muligger
softwaren registrering af forhgjet batteriimpedans via en telemetriaktiveret batteritest med deraf fglgende
visning af en advarselsmeddelelse (spaendingen er for lav i forhold til den forventede resterende levetid —
kode 1003). For det andet deaktiverer softwaren telemetri uden brug af telemetrihoved i tilfeelde af hgj
batterimpedans for at forhindre aktivering af Safety Mode (Sikkerhedstilstand) i en ambulant situation.

Siden lanceringen af softwaremodel 3869 version2.04 i august 2025 og de efterfglgende
firmwareopgraderinger af enheden via en LATITUDE™-programmeringsenhed model 3300 har Boston
Scientific identificeret to mulige problemer med softwaren. Hverken enhedsregistrering,
behandlingslevering eller programmerede funktioner er bergrt af dette ud over de registrerede sendringer
med hensyn til telemetri uden brug af telemetrihoved (beskrevet nedenfor). Trods disse mulige problemer
opvejer fordelene ved implementering af softwaremodel 3869 version 2.04 de risici, der er forbundet
med profylaktisk udskiftning. Hos Boston Scientific anbefaler vi derfor stadig pa det kraftigste installation
af denne software i alle enheder i ACCOLADE-serien. Denne software-/firmwareopgradering er med andre
ord beregnet til alle ACCOLADE-pacemakere.

Med softwaremodel 3869 version 2.04 er risikoen for aktivering af Safety Mode (Sikkerhedstilstand) i
tilfzelde af hgj batterimpedans mindsket betydeligt, men ikke fiernet helt. Hos Boston Scientific har vi
identificeret to mulige problemer med softwaremodel 3869 version 2.04:

3. Ufuldsteendig deaktivering af automatisk telemetri uden brug af telemetrihoved efter registrering af
hagj batteriimpedans. Hvis en enhed i ACCOLADE-serien, for hvilken der er registreret forhgjet
batterimpedans via kode 1003, fortsat benyttes, registreres batterimpedansen fortsat via
softwarens nye telemetriaktiverede batteritest, og telemetri uden brug af telemetrihoved
deaktiveres, inden hgj impedans udlgser nulstilling af enheden og aktivering af Safety Mode
(Sikkerhedstilstand).

e Hvad angéar enheder med hgj batterimpedans, aktiveres Safety Mode (Sikkerhedstilstand)
typisk under en session med aktiv brug af LATITUDE-programmeringsenheden eller -
kommunikatoren, da sadanne sessioner er de mest stramkreevende. Softwarens nye
telemetriaktiverede batteritest deaktiverer pa effektiv vis telemetri uden brug af
telemetrihoved, for der er risiko for gentagen nulstilling af enheden med deraf
folgende aktivering af Safety Mode (Sikkerhedstilstand) under sessioner med aktiv
telemetri.

e Automatisk "veekning" med lavt stramforbrug under telemetri deaktiveres dog ikke som
tilsigtet i tilfeelde af hgj batterimpedans. Softwaren muligger fortsat brug af automatisk
"vaekning" med lavt stremforbrug under telemetri med henblik pa start af en
fiernmonitoreringssession efter registrering af hgj batterimpedans i enheden. | takt med den
labende forggelse af batterimpedansen gges risikoen for, at stremforbruget ved "vaekning"
under telemetri far enheden til at skifte til Safety Mode (Sikkerhedstilstand), og risikoen bliver
gradvist starre, jo teettere man kommer pa det normale batteriudskiftningstidspunkt. Dette
scenarie forekommer dog langt sjeeldnere end aktivering af Safety Mode
(Sikkerhedstilstand) som felge af aktiv telemetri.
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4. Risiko for fejltolkning af malinger i forbindelse med softwarens nye daglige batteritest i neervaer af
en magnet med deraf falgende falsk positivt svar og deaktivering af sessioner med telemetri uden
brug af telemetrihoved. Nar det geelder patienter, der monitoreres via LATITUDE, angiver en
advarselsmeddelelse fejlagtigt aktivering af eksplantationsindikatoren (f.eks.
eksplantationsindikatoren blev aktiveret den 1. januar 2000), hvis indikatoren for udskiftning af
enheden ikke allerede er aktiveret, med oplysning om, at LATITUDE ikke leengere er tilgaengeligt,
og en opfordring til at kontakte afdelingen for teknisk service. Dette falsk positive resultat er ikke
muligt, hvis enhedens magnetrespons er deaktiveret. Deaktivering af telemetri uden brug af
telemetrihoved forhindrer efterfalgende fiernmonitorering og sessioner med telemetri uden brug af
telemetrihoved via en LATITUDE-programmeringsenhed. Bemeerk, at telemetri med telemetrihoved
fortsat fungerer efter hensigten og skal bruges under programmeringssessioner.

Hos Boston Scientific er vi i fuld gang med at udvikle en softwareopdatering med henblik pa Igsning af disse
mulige problemer med softwaremodel 3869 version 2.04. Malet med den opdaterede software er at opna
folgende: fuldsteendig deaktivering af automatisk "veekning" i forbindelse med telemetri uden brug af
telemetrihoved ved registrering af hgj batteriimpedans, eliminering af risikoen for falsk positiv registrering
af hgj batterimpedans pa grund af interaktion med en magnet og genaktivering af telemetri uden brug af
telemetrihoved i tilfeelde af et tidligere falsk positivt svar og deaktivering af telemetri pa grund af interaktion
med en magnet. Indtil denne opdaterede software er tilgaengelig, henvises der til anbefalingerne i tabel 1.

De relevante danske myndigheder er blevet informeret om denne kundemeddelelse. Eventuelle usnskede
haendelser eller bivirkninger skal indberettes til Boston Scientific og de relevante myndigheder.

Udfyld vedlagte kvitteringsblanket, og send den til Boston Scientific pa
«Customer_Service_Fax_Number» inden den 10. oktober 2025. Alle organisationer, der modtager dette
brev, skal returnere den udfyldte formular.

Hos Boston Scientific anmoder vi om, at denne meddelelse videresendes eller videreformidles til eventuelle
andre organisationer, der er bergrt af dette tiltag. Vi anmoder ogsa om, at der er opmaerksomhed pa denne
meddelelses indhold og den deraf fglgende korrigerende handling i et passende tidsrum til at sikre, at
tiltaget har den gnskede virkning.

Yderligere oplysninger

Patientsikkerhed er fortsat Boston Scientifics hgjeste prioritet, og vi er forpligtet til at kommunikere
opdaterede oplysninger med leeger og sundhedspersonale for at sikre, at du har rettidig, relevant
information til behandling af dine patienter. Der er adgang til produktfunktionsoplysninger, blandt andet
vedrgrende dette emne, og produktreturneringsrelaterede ressourcer i vores Product Performance
Resource Center pa adressen www.bostonscientific.com/ppr.

Kontakt din Boston Scientific-repraesentant eller teknisk service, hvis du har spgrgsmal vedrgrende denne
meddelelse.

Med venlig hilsen

Alexandra Naughton Bilag: Kvitteringsblanket
Vice President, Quality Assurance
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Bilag A — hgj batteriimpedans/risiko for aktivering af Safety Mode
(Sikkerhedstilstand) og softwareopdatering

Klinisk effekt

Formalet med Safety Mode (Sikkerhedstilstand) er at levere backuppacing i kritiske situationer, og den er
ikke beregnet til brug som erstatning for kronisk pacingterapi. De ikke-programmerbare pacingparametre i
Safety Mode (Sikkerhedstilstand) (Error! Reference source not found.) giver muligvis ikke optimal
understattelse af en patients hjertetilstand. Patienter med risiko for skade pa grund af aktivering af Safety
Mode (Sikkerhedstilstand) omfatter patienter med utilstraekkelig underliggende escape-rytme, behov for
AV/VV-pacing for hjertesynkronisering og/eller risiko for inhibering af pace pa grund af myopotentiale-
oversensing. Inhibering af pace pa grund af myopotentiale-oversensing i unipolaere sensing-konfigurationer
er et veldokumenteret faanomen, men provokative mangvrer, eksempelvis i form af isometriske gvelser, er
ikke en palidelig indikator for tendens til myopotentiale-oversensing hos patienter, hvis pacemaker er i fare
for at skifte til Safety Mode (Sikkerhedstilstand).

Det hyppigst forekommende kliniske resultat af dette problem er behov for udskiftning af enheden tidligere
end forventet. Hos visse patienter kan Safety Mode (Sikkerhedstilstand) resultere i utilsigtede kliniske
konsekvenser sasom paceinhibering/-pauser, muskelstimulering (f.eks. stimulering af skeletmuskulatur
eller N. phrenicus-stimulering) eller reduceret hjertesvigtkompensation for udskiftning af enheden. Ifglge
Caughron et al. er forekomsten af alvorlige komplikationer som fglge af praesynkope, synkope, fald med
traume eller pauser/asystoli og dedsfald 52 % blandt patienter med risiko for skade, hvis deres pacemaker
skifter til Safety Mode (Sikkerhedstilstand)." Fjernmonitorering, der indgar som en del af
standardbehandlingen?, er en meget vigtig enhedsstyringsfunktion og en vigtig metode til registrering af hgj
batterimpedans i kraft af denne softwareopgradering.

Den mest alvorlige rapporterede patientskade har veeret tab af pacing med alvorlig skade eller livstruende
udfald. Der har veeret to (2) dedsfald blandt pacemakerafheengige patienter efter skift til Safety Mode
(Sikkerhedstilstand) i en ambulant situation, og der er ikke rapporteret yderligere dgdsfald siden da.
Oplysninger om undergrupper af ACCOLADE-enheder og forekomstrate i hver enhedstypes levetid kan
ses i tabel 2, og forekomstraten for forskellige enhedstyper er vist i figur 1 og 2.

Tabel 5: ACCOLADE-enheder og forekomstrate for aktivering af Safety Mode (SM) (Sikkerhedstilstand)
a grund af hgj batterimpedans

Estimeret Estimeret antal
Enheder Enhedst | antal aktive distribuerede SM- SM-forekomstrate i
ype enheder pa enheder pa handelser enhedens levetid
verdensplan verdensplan
Enheder, der er | CRT-P 8.500 21.300 281 | 3,27 % efter 117 maneder
berort af DR EL 34.300 58.600 183 | 3,27 % efter 158 maneder’
meddelelsen
fra december DR SL 56.500 123.400 605 | 0,75 % efter 102 maneder
2024
. CRT-P 92.500 124.100 83 | 1,16 % efter 117 maneder
Alle gvrige o - ;
enheder DR EL 444 .300 534.200 23 | 1,16 % efter 158 maneder
DR SL 539.700 683.000 125 | 0,14 % efter 102 maneder
SR SL 189.500 294.900 60 | 0,19 % efter 117 maneder
| alt 1.365.300 1.839.400 1.360

*DR EL-raten er estimeret ud fra erfaringen med CRT-P, som strgmforsynes af samme type EL-batteri

Caughron H, Dhruva SS, Raitt MH. Complications Associated With Safety Mode Initiation in Recalled Boston Scientific Pacemakers. J Am Coll Cardiol. 2025
Apr 5:50735-1097(25)05926-1. doi: 10.1016/}.jacc.2025.03.501. Tilgaengelig elektronisk inden udgivelse af trykt version. PMID: 40202463.
2Fjernmonitorering anbefales som en del af standardbehandlingen hos patienter med en implanterbar kardiovaskuleer elektronisk enhed (CIED) (COR-1/LOE-

A, s. e99). Ferrick AM Raj SR, Deneke T, et al. 2023, HRS/EHRA/APHRS/LAHRS expert consensus statement on practical management of the remote

device clinic. Heart Rhythm, ISSN: 1547-5271, Vol: 20, Issue: 9, Page: €92-e144. https://doi.org/10.1016/j.hrthm.2023.03.1525.

17/22


https://doi.org/10.1016/j.jacc.2025.03.501

3.0% 3.0%
- CRTP
2.5% 2.5%
2.0% 2.0%
1.50% 1.5%
1.0% 1.0%
~=DRSL| | e CRT-P
.- e T
0.5% 2 - . DR-EL 0.5%
o e L~
- L~
ot - - .-
......... — - pp— -
0.00  -sessnsssssmsrasess 2 = 2T 0.0% =
4 5 6 7 8 9 4 5 6 7 8 9
CRT-P 0.01% 0.04% 0.24% 0.95% 1.97% 2.75% CRT-P 0.00% 0.01% 0.06% 0.26% 0.65% 0.80%
DR-SL 0.00% 0.02% 0.11% 0.38% 0.67% 0.80% SR-SL 0.00% 0.01% 0.01% 0.04% 0.10% 0.18%
DR-EL 0.00% 0.01% 0.02% 0.08% 0.21% 0.49% DR-SL 0.00% 0.00% 0.02% 0.08% 0.12% 0.16%
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Figur 1: Forekomstrate for aktivering af Safety Mode Figur 2: Forekomstrate for aktivering af Safety Mode
(Sikkerhedstilstand) som fglge af hgj batteriimpedans i de (Sikkerhedstilstand) som fglge af hgj batterimpedans i de gvrige
enheder, der er bergrt af meddelelsen fra december 2024 enheder

Beskrivelse af den opgraderede software

Nar det geelder pacemakere i ACCOLADE-serien, er situationer med ZIP-telemetri uden brug af
telemetrihoved, f.eks. i form af sessioner med aktiv telemetri og automatisk ZIP-aktiveret "vaekning", de
mest stremkraevende, og de tegner sig for alle bekreeftede forekomster af aktivering af Safety Mode (SM-
haendelser) som fglge af hgj batterimpedans. Denne software (model 3869 version 2.04) gger sikkerheden
takket veere tilfgjelse af en ny daglig batteritest aktiveret af ZIP-telemetri uden brug af telemetrihoved' med
vurdering af batteriets reaktion pa kortvarig aktivering af telemetri (f.eks. fa millisekunder), registrering
af/fadvarsel om en tilstand med hgj batterimpedans og forhindring af aktivering af Safety Mode
(Sikkerhedstilstand). Bemaerk, at dette tidsrum kan forkortes, hvis en spaendingsrelateret advarsel er blevet
aktiveret for enheden inden for en uge efter softwareopgraderingen.

Dette opnas i to saerskilte faser:

1. Hvis der ved denne telemetriaktiverede batteritest registreres forhgjet batteriimpedans, vises
advarselsmeddelelsen "For lav spaending i forhold til den forventet resterende levetid" (kode 1003)
via LATITUDE-programmeringsenheden eller LATITUDE-RM. Formalet med denne farste fase er
at registrere og advare brugeren om forhgjet batterimpedans inden aktivering af Safety Mode
(Sikkerhedstilstand) i en pacemaker uden denne software.

2. Hvis en pacemaker i ACCOLADE-serien fortsat bruges pa trods af visning af kode 1003 som
folge af forhgjet Dbatterimpedans, vurderes batterimpedansen Igbende via denne
telemetriaktiverede batteritest, og ZIP-telemetri uden brug af telemetrihoved deaktiveres, inden
tilstanden med hgj impedans medfgrer gentagen nulstilling af enheden med deraf fglgende
aktivering af Safety Mode (Sikkerhedstilstand).

Bemeaerk: Hvis der er tilstraekkeligt hgj batterimpedans i enheden pé det tidspunkt, hvor softwaren
installeres, er der risiko for, at ZIP-telemetri uden brug af telemetrihoved deaktiveres via algoritmen
uden visning af kode 1003.

Det anslas, at den daglige batteritest aktiveret af ZIP-telemetri uden brug af telemetrihoved reducerer enhedens levetid med én (1) dag pr. 10 ars test.
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Denne daglige batteritest aktiveret af ZIP-telemetri uden brug af telemetrihoved mindsker risikoen for
aktivering af Safety Mode (Sikkerhedstilstand) i en ambulant situation som falge af hgj batteriimpedans og
gger dermed sikkerheden for produkter i ACCOLADE-serien. Vaer opmeerksom pa felgende:

e Kode 1003 er en generel advarselstilstand, der kan aktiveres ved hgj batterimpedans eller
registrering af en anden unormal systemtilstand. Hvis afdelingen for teknisk service kontaktes i
tilfeelde af visning af kode 1003, kan der pa grundlag af en teknisk analyse findes frem til et
passende udskiftningsinterval.

e Nar pacemakerens software er opgraderet, bliver kode 1003 tidligst vist fire (4) dage efter
tidspunktet for kommunikation via programmeringsenheden pa klinikken.

Beskrivelse af konsekvenserne af hgj batteriimpedans i en enhed uden opgraderet software

Som beskrevet i den oprindelige meddelelse fra december 2024 er der risiko for, at ACCOLADE-enheder
skifter til en tilstand med hgj impedans pa grund af en uventet koncentration af litiumsalte som fglge af
variation i batterisamlingsteknikkerne. Dette kan medfgre mangel pa tilgeengelig elektrolyt mellem
batterianoden og batterikatoden.

Hgj batteriimpedans kan medfare forbigaende speendingsfald i en enhed ved ZIP-telemetri uden brug af
telemetrihoved. Hvis batterispaendingen falder til under en minimumgraense under en hgijeffekttilstand
(f.eks. aktiv ZIP-telemetri), nulstilles systemet automatisk, og hgjeffekttilstanden afbrydes. Efterfalgende
hgjeffekttilstande kan fare til systemnulstilling igen som fglge af den hgje batterimpedans.

Enheden er konstrueret til at skifte til Safety Mode (Sikkerhedstilstand) med henblik pa opretholdelse af
backuppacing med foruddefinerede, ikke-programmerbare indstillinger (tabel 3) i tilfeelde af tre (3)
systemnulstillinger inden for et tidsrum pa 48 timer. Nar en enhed er i Safety Mode (Sikkerhedstilstand),
bliver leegen eller sundhedspersonalet via et advarselsskeermbillede pa LATITUDE-
programmeringsenheden og en alarm i LATITUDE-telepatientadministrationssystemet bedt om at kontakte
Boston Scientific. Nar en enhed skifter til Safety Mode (Sikkerhedstilstand), er livsopretholdende behandling
fortsat tilgeengelig, sa leenge der er batterikapacitet. Tendensen til at skifte til en tilstand med hgj
batterimpedans og Safety Mode (Sikkerhedstilstand) er blevet registreret, nar den resterende batterilevetid
for enheden er cirka fire (4) ar eller mindre.

Tabel 6: Ikke-programmerbare indstillinger i Safety Mode (Sikkerhedstilstand)

I henhold til brugsanvisningen | Parameter Indstilling

er formalet med Safety Mode Tilstand VVI, biventrikuleer pacing for CRT-P'er
(Sikkerhedstilstand) at yde Rate 72,5 ppm

livsopretholdende terapi i Sensitivitet AGC (Automatic Gain Control), 0,25 mV
tilfeelde af gentagne Udgangssignal 5,0 V ved 1,0 ms for RV (og LV for CRT-
systemnulstillinger med P'er)

nedenstaende Ledningskonfiguration RV/LV-unipoleer sensing/pacing
foruddefinerede, ikke- RVRP 250 ms

programmerbare parametre. Stgjrespons VOO

En enhed, der skifter til Safety | \/_offset (kun CRT-P'er) 0ms

Mode (Sikkerhedstilstand), Magnetrespons Deaktiveret

skal udskiftes.

| forbindelse med udskiftning af en enhed i Safety Mode (Sikkerhedstilstand) kan felgende forhold medfare
afbrydelse af pacing:
e Under elektrokauterisering er pacing muligvis inhiberet pa grund af den hgje felsomhedsindstilling
og unipoleere sensing-konfiguration i Safety Mode (Sikkerhedstilstand).
e Nar enheden tages ud af lommen, afbrydes registreringen pa grund den unipolaere
pacingkonfiguration i Safety Mode (Sikkerhedstilstand).

Nar en enhed skal udskiftes, er systemet under normal brug konstrueret til at have tilstraekkelig
batterikapacitet til at understgtte enhedens funktion i tre (3) maneder, sa der er tid til at finde et passende
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tidspunkt til udskiftning. Hvis en enhed skifter til Safety Mode (Sikkerhedstilstand) pa grund af hgj
batterimpedans, er reservebatterikapaciteten dog muligvis ikke tilstreekkelig til at understgtte enhedens
funktion i tre maneder, og der bgr derfor findes et tidspunkt til udskiftning hurtigst muligt, hvis der er fare for
patientskade som fglge af parametrene i Safety Mode (Sikkerhedstilstand).

Pacemakerne i ACCOLADE-serien er enten udstyret med et batteri med standardlevetid (SL), som er
beregnet til pacemakere med enkeltkammer (SR) eller dobbeltkammer (DR), eller et starre batteri med
forlenget levetid (EL), som er beregnet til DR-pacemakere og pacemakere til Kkardial
resynkroniseringsterapi (CRT-P'er). Pa grund af de forskellige batterityper (SL eller EL) og terapityper
(SR/DR-pacemakere og CRT-P'er) varierer forekomstraten (figur 1 og 2). Tendensen til, at en enhed skifter
til Safety Mode (Sikkerhedstilstand) som fglge af hgj batterimpedans, registreres dog, nar den resterende
batterilevetid for enheden er cirka fire (4) ar eller mindre. Ved en retrospektiv undersggelse udfert pa 121
centre under US Department of Veterans Affairs (VA-centre) er det blevet pavist, at skift til Safety Mode
(Sikkerhedstilstand) i ACCOLADE- og INGENIO-enheder pa grund af hgj batteriimpedans i 100 % af
tilfeeldene forekom, da den resterende levetid var 4 ar eller mindre, og i 92 % af tilfeeldene forekom, da den
resterende levetid var 2 ar eller mindre."

Caughron H., 2025 Apr 5:50735-1097(25)05926-1. doi: https://doi.org/10.1016/}.jacc.2025.03.501.
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Bilag B — enheder, der er berort af meddelelsen

Selv om aktivering af Safety Mode (Sikkerhedstilstand) som fglge af hgj batterimpedans farst forekommer
i den sidste del af pacemakerens levetid, er gruppen af bergrte enheder blevet udvidet, sa den nu ogsa
omfatter nyligt implanterede enheder i ACCOLADE-serien med udlgbsdato (UBD) 30. juni 2025 eller
tidligere. Denne softwareopdatering er til gavn for alle patienter. Formalet med denne afgreensning er at
prioritere de pacemakere, som p.t. er i stgrst fare for at skifte til Safety Mode (Sikkerhedstilstand) som felge
af hgj batteriimpedans, med henblik pa at begreense den yderligere arbejdsbyrde i form af behov for kontrol
pa klinikken. Den udvidede gruppe af bergrte enheder omfatter nedenstdende modelnumre. Disse
enhedsoplysninger er dog ikke tilstraekkelige til at sikre preecis identifikation af individuelle enheder i denne
gruppe. Kontakt den lokale Boston Scientific-repraesentant for at fa en liste over bergrte enheder med
serienummer, eller indtast et model-/serienummer i enhedssggningsveerkigjet pa adressen
www.BostonScientific.com/lookup.

GTIN Model Product Name GTIN Model Product Name GTIN Model Product Name
00802526558900 L100 ESSENTIO SR SL 00802526593246 L201 PROPONENT DR SL 00802526609015 L310 ACCOLADE MRI SR SL
00802526558917 L100 ESSENTIO SR SL 00802526611834 L201 PROPONENT DR SL 00802526611803 L310 ACCOLADE MRI SR SL
00802526571923 L100 ESSENTIO SR SL 00802526559068 L209 PROPONENT VDDR SL 00802526559228 L311 ACCOLADE MRIDR SL
00802526571930 L100 ESSENTIO SR SL 00802526572166 1209 PROPONENT VDDR SL 00802526559235 L311 ACCOLADE MRIDR SL
00802526571947 L100 ESSENTIO SR SL 00802526576386 L209 PROPONENT VDDR SL 00802526572395 L311 ACCOLADE MRIDR SL
00802526576300 L100 ESSENTIO SR SL 00802526576881 1209 PROPONENT VDDR SL 00802526572401 L311 ACCOLADE MRIDR SL
00802526576805 L100 ESSENTIO SR SL 00802526611889 L209 PROPONENT VDDR SL 00802526572418 L311 ACCOLADE MRIDR SL
00802526593109 L100 ESSENTIO SR SL 00802526559075 1210 PROPONENT MRI SR SL 00802526576461 L311 ACCOLADE MRIDR SL
00802526611605 L100 ESSENTIO SR SL 00802526559082 L210 PROPONENT MRI SR SL 00802526576966 L311 ACCOLADE MRIDR SL
00802526558924 L101 ESSENTIO DR SL 00802526572180 L210 PROPONENT MRI SR SL 00802526578076 L311 ACCOLADE MRIDR SL
00802526558931 L101 ESSENTIO DR SL 00802526576393 L210 PROPONENT MRI SR SL 00802526609008 L311 ACCOLADE MRIDR SL
00802526571961 L101 ESSENTIO DR SL 00802526576898 L210 PROPONENT MRI SR SL 00802526611896 L311 ACCOLADE MRIDR SL
00802526571978 L101 ESSENTIO DR SL 00802526578021 L210 PROPONENT MRI SR SL 00802526559242 L321 ACCOLADE DR EL
00802526576317 L101 ESSENTIO DR SL 00802526609077 1210 PROPONENT MRI SR SL 00802526559259 L321 ACCOLADE DR EL
00802526576812 L101 ESSENTIO DR SL 00802526611773 L210 PROPONENT MRI SR SL 00802526572425 L321 ACCOLADE DR EL
00802526593116 L101 ESSENTIO DR SL 00802526559099 L211 PROPONENT MRI DR SL 00802526572432 L321 ACCOLADE DR EL
00802526611629 L101 ESSENTIO DR SL 00802526559105 L211 PROPONENT MRI DR SL 00802526576478 L321 ACCOLADE DR EL
00802526558948 L110 ESSENTIO MRI SR SL 00802526572210 L211 PROPONENT MRI DR SL 00802526576973 L321 ACCOLADE DR EL
00802526558955 L110 ESSENTIO MRI SR SL 00802526576409 L211 PROPONENT MRI DR SL 00802526593260 L321 ACCOLADE DR EL
00802526571985 L110 ESSENTIO MRI SR SL 00802526576904 L211 PROPONENT MRI DR SL 00802526611766 L321 ACCOLADE DR EL
00802526572005 L110 ESSENTIO MRI SR SL 00802526578038 L211 PROPONENT MRI DR SL 00802526559266 L331 ACCOLADE MRIDR EL
00802526576324 L110 ESSENTIO MRI SR SL 00802526609022 L211 PROPONENT MRI DR SL 00802526559273 L331 ACCOLADE MRIDR EL
00802526576829 L110 ESSENTIO MRI SR SL 00802526611704 L211 PROPONENT MRI DR SL 00802526572456 L331 ACCOLADE MRIDR EL
00802526609039 L110 ESSENTIO MRI SR SL 00802526559112 L221 PROPONENT DR EL 00802526572463 L331 ACCOLADE MRIDR EL
00802526611636 L110 ESSENTIO MRI SR SL 00802526559129 L221 PROPONENT DR EL 00802526572470 L331 ACCOLADE MRIDR EL
00802526558962 L111 ESSENTIO MRI DR SL 00802526572265 L221 PROPONENT DR EL 00802526576485 L331 ACCOLADE MRIDR EL
00802526558979 L111 ESSENTIO MRIDR SL 00802526576416 L221 PROPONENT DR EL 00802526576980 L331 ACCOLADE MRIDR EL
00802526572012 L111 ESSENTIO MRI DR SL 00802526576911 L221 PROPONENT DR EL 00802526578083 L331 ACCOLADE MRIDR EL
00802526572029 L111 ESSENTIO MRIDR SL 00802526578045 L221 PROPONENT DR EL 00802526592201 L331 ACCOLADE MRIDR EL
00802526572036 L111 ESSENTIO MRI DR SL 00802526593307 L221 PROPONENT DR EL 00802526609084 L331 ACCOLADE MRIDR EL
00802526576331 L111 ESSENTIO MRIDR SL 00802526611858 L221 PROPONENT DR EL 00802526611872 L331 ACCOLADE MRIDR EL
00802526576836 L111 ESSENTIO MRI DR SL 00802526559136 L231 PROPONENT MRI DR EL 00802526559327 S701 ALTRUA 2 SR SL
00802526609060 L111 ESSENTIO MRIDR SL 00802526559143 L231 PROPONENT MRI DR EL 00802526559334 S701 ALTRUA 2 SR SL
00802526611612 L111 ESSENTIO MRI DR SL 00802526572272 L231 PROPONENT MRI DR EL 00802526572487 S701 ALTRUA 2 SR SL
00802526558986 L121 ESSENTIO DR EL 00802526576423 L231 PROPONENT MRI DR EL 00802526576492 S701 ALTRUA 2 SR SL
00802526558993 L121 ESSENTIO DR EL 00802526576928 L231 PROPONENT MRI DR EL 00802526576997 S701 ALTRUA 2 SR SL
00802526572043 L121 ESSENTIO DREL 00802526578052 L231 PROPONENT MRI DR EL 00802526578090 S701 ALTRUA 2 SR SL
00802526576348 L121 ESSENTIO DR EL 00802526609046 L231 PROPONENT MRI DR EL 00802526593222 S701 ALTRUA 2 SR SL
00802526576843 L121 ESSENTIO DREL 00802526611780 L231 PROPONENT MRI DR EL 00802526611841 S701 ALTRUA 2 SR SL
00802526593277 L121 ESSENTIO DR EL 00802526559150 L300 ACCOLADE SR SL 00802526559341 S702 ALTRUA 2 DR SL
00802526611650 L121 ESSENTIO DR EL 00802526559167 L300 ACCOLADE SR SL 00802526559358 S702 ALTRUA 2 DR SL
00802526559006 L131 ESSENTIO MRI DR EL 00802526572302 L300 ACCOLADE SR SL 00802526572517 S702 ALTRUA 2 DR SL
00802526559013 L131 ESSENTIO MRIDR EL 00802526576430 L300 ACCOLADE SR SL 00802526576508 S702 ALTRUA 2 DR SL
00802526572074 L131 ESSENTIO MRI DR EL 00802526576935 L300 ACCOLADE SR SL 00802526577000 S702 ALTRUA 2 DR SL
00802526572081 L131 ESSENTIO MRIDR EL 00802526593321 L300 ACCOLADE SR SL 00802526578106 S702 ALTRUA 2 DR SL
00802526576355 L131 ESSENTIO MRI DR EL 00802526611810 L300 ACCOLADE SR SL 00802526593208 S702 ALTRUA 2 DR SL
00802526576850 L131 ESSENTIO MRIDR EL 00802526559174 L301 ACCOLADE DR SL 00802526611759 S702 ALTRUA 2 DR SL
00802526609053 L131 ESSENTIO MRI DR EL 00802526559181 L301 ACCOLADE DR SL 00802526559365 S722 ALTRUA 2 DR EL
00802526611643 L131 ESSENTIO MRIDR EL 00802526572333 L301 ACCOLADE DR SL 00802526559372 S722 ALTRUA 2 DREL
00802526559020 L200 PROPONENT SR SL 00802526572340 L301 ACCOLADE DR SL 00802526573071 S722 ALTRUA 2 DR EL
00802526559037 L200 PROPONENT SR SL 00802526572357 L301 ACCOLADE DR SL 00802526576515 S722 ALTRUA 2 DR EL
00802526572104 L200 PROPONENT SR SL 00802526576447 L301 ACCOLADE DR SL 00802526577017 S722 ALTRUA 2 DR EL
00802526576362 1200 PROPONENT SR SL 00802526576942 L301 ACCOLADE DR SL 00802526578113 S722 ALTRUA 2 DREL
00802526576867 L200 PROPONENT SR SL 00802526593215 L301 ACCOLADE DR SL 00802526593239 S722 ALTRUA 2 DR EL
00802526578007 L200 PROPONENT SR SL 00802526611865 L301 ACCOLADE DR SL 00802526611711 S722 ALTRUA 2 DR EL
00802526593338 L200 PROPONENT SR SL 00802526559204 L310 ACCOLADE MRI SR SL 00802526559389 U125 VALITUDE CRT-P EL IS-1
00802526611827 1200 PROPONENT SR SL 00802526559211 L310 ACCOLADE MRI SR SL 00802526559396 U125 VALITUDE CRT-P EL IS-1
00802526559044 L201 PROPONENT DR SL 00802526572364 L310 ACCOLADE MRI SR SL 00802526573101 U125 VALITUDE CRT-P EL IS-1
00802526559051 L201 PROPONENT DR SL 00802526572371 L310 ACCOLADE MRI SR SL 00802526573118 U125 VALITUDE CRT-P EL IS-1
00802526572135 L201 PROPONENT DR SL 00802526572388 L310 ACCOLADE MRI SR SL 00802526573125 U125 VALITUDE CRT-P EL IS-1
00802526576379 L201 PROPONENT DR SL 00802526576454 L310 ACCOLADE MRI SR SL 00802526577024 U125 VALITUDE CRT-P EL IS-1
00802526576874 L201 PROPONENT DR SL 00802526576959 L310 ACCOLADE MRI SR SL 00802526577109 U125 VALITUDE CRT-P EL IS-1
00802526578014 L201 PROPONENT DR SL 00802526578069 L310 ACCOLADE MRI SR SL 00802526578793 U125 VALITUDE CRT-P EL IS-1
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GTIN Model Product Name GTIN Model Product Name GTIN Model Product Name

00802526593291 U125 VALITUDE CRT-P EL IS-1 00802526559433 U225 VISIONIST CRT-P EL IS-1 00802526577123 U226 VISIONIST CRT-P EL IS-1/LV-1

00802526611735 U125 VALITUDE CRT-P EL IS-1 00802526572630 U225 VISIONIST CRT-P EL I1S-1 00802526578816 U226 VISIONIST CRT-P EL IS-1/LV-1

00802526559402 U128 VALITUDE X4 CRT-P EL I1S-1/1S4 00802526572647 U225 VISIONIST CRT-P EL IS-1 00802526611728 U226 VISIONIST CRT-P EL IS-1/LV-1

00802526559419 U128 VALITUDE X4 CRT-P EL IS-1/1S4 00802526577048 U225 VISIONIST CRT-P EL I1S-1 00802526559471 U228 VISIONIST X4 CRT-P EL IS-1/1S4
00802526572609 U128 VALITUDE X4 CRT-P EL IS-1/IS4 00802526577116 U225 VISIONIST CRT-P EL I1S-1 00802526559488 U228 VISIONIST X4 CRT-P EL IS-1/1S4
00802526572616 U128 VALITUDE X4 CRT-P EL I1S-1/1S4 00802526578809 U225 VISIONIST CRT-P EL IS-1 00802526572692 U228 VISIONIST X4 CRT-P EL 1S-1/1S4
00802526572623 U128 VALITUDE X4 CRT-P EL IS-1/1S4 00802526593253 U225 VISIONIST CRT-P EL IS-1 00802526572708 U228 VISIONIST X4 CRT-P EL IS-1/1S4
00802526576522 U128 VALITUDE X4 CRT-P EL IS-1/IS4 00802526611742 U225 VISIONIST CRT-P EL I1S-1 00802526572715 U228 VISIONIST X4 CRT-P EL IS-1/1S4
00802526577031 U128 VALITUDE X4 CRT-P EL I1S-1/1S4 00802526559457 U226 VISIONIST CRT-P EL IS-1/LV-1 00802526577055 U228 VISIONIST X4 CRT-P EL 1S-1/1S4
00802526578120 U128 VALITUDE X4 CRT-P EL IS-1/1S4 00802526559464 U226 VISIONIST CRT-P EL IS-1/LV-1 00802526577130 U228 VISIONIST X4 CRT-P EL IS-1/1S4
00802526593284 U128 VALITUDE X4 CRT-P EL IS-1/IS4 00802526572661 U226 VISIONIST CRT-P EL IS-1/LV-1 00802526578830 U228 VISIONIST X4 CRT-P EL IS-1/1S4
00802526611797 U128 VALITUDE X4 CRT-P EL I1S-1/1S4 00802526572678 U226 VISIONIST CRT-P EL IS-1/LV-1 00802526593314 U228 VISIONIST X4 CRT-P EL 1S-1/1S4
00802526559426 U225 VISIONIST CRT-P EL I1S-1 00802526577062 U226 VISIONIST CRT-P EL IS-1/LV-1 00802526611902 U228 VISIONIST X4 CRT-P EL IS-1/1S4
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Udfyld denne blanket, og send den til:
«Customer_Service_Fax_Number»

«Sold_to» — «Hospital_ Name» — «City» — «Country_Name»

Kvitteringsblanket — vigtig sikkerhedsmeddelelse

Software, der har til formal at forhindre aktivering af Safety Mode
(Sikkerhedstilstand) i en ambulant situation pa grund af hgj batteriimpedans
i ACCOLADE™-pacemakere og CRT-P'er

97125289F-FA

Med min underskrift pa denne blanket bekrafter jeg, at

jeg har last og forstaet
Boston Scientifics sikkerhedsmeddelelse fra
september 2025 vedrorende folgende:

Software, der har til formal at forhindre aktivering af Safety Mode
(Sikkerhedstilstand) i en ambulant situation pa grund af hgj batteriimpedans
i ACCOLADE ™-pacemakere og CRT-P'er

NAVN* Titel

Telefonnummer: E-mailadresse:

UNDERSKRIFT* DATO*
* Skal udfyldes dd/mm/aaaa

nm



	«Customer_Service_Fax_Number»
	-------------------------------------------------------------------------------------------------------------------------------
	Kvitteringsblanket – vigtig sikkerhedsmeddelelse
	Software, der har til formål at forhindre aktivering af Safety Mode (Sikkerhedstilstand) i en ambulant situation på grund af høj batteriimpedans i ACCOLADE™-pacemakere og CRT-P'er
	Med min underskrift på denne blanket bekræfter jeg, at
	jeg har læst og forstået
	Boston Scientifics sikkerhedsmeddelelse fra
	september 2025 vedrørende følgende:
	Software, der har til formål at forhindre aktivering af Safety Mode (Sikkerhedstilstand) i en ambulant situation på grund af høj batteriimpedans i ACCOLADE™-pacemakere og CRT-P'er




