Medtronic

Urgent Field Safety Notice

Adapta™, Versa™, Sensia™, Relia™, Attesta™, Sphera™, and Vitatron™ A, E, G, Q Pacemakers
Software Update

September 2019
Medtronic reference: FA857 Phase I
Dear Physician or Healthcare Professional,

In January 2019, Medtronicissued an Urgent Field Safety Notice letter regarding a subset of Medtronic dual chamber
pacemakers distributed worldwide between 10 March 2017 and 7 January 2019 under the brands Adapta™, Versa™,
Sensia™, Relia™, Attesta™, Sphera™, and Vitatron™ A, E, G, Q series (see enclosed letter). Devices in the affected
subset, when programmed to a dual chamber mode with atrial-sensing, may experience a pacing pause due to a circuit
error.

Medtronic has received approval to distribute a software update to address the potential for a pacing pause in these
devices (software models SW003 v8.2 Adapta/Versa/Sensia, SW010 v8.2 Relia, SW043 v8.2 Attesta/Sphera, VSF20 v8.2
Vitatron and VSF21 v8.2 Vitatron). Medtronic Representatives or authorized personnel will be updating all Medtronic
CareLink™ 2090 and CareLink Encore™ 29901 Programmers.

Patient Management Recommendations

After the new software is installed on the Medtronic CareLink™ 2090 and CareLink Encore™ 29901 programmers,
pacemakers will automatically receive the update at the next in-clinic interrogation. This one-time pacemaker update
process may result in a slightly longer interrogation time and is likely to temporarily interfere with the real-time waveform
display. Pacing operation is not impacted.

Following receipt of the software update, pacemakers that were programmed to a pacing mode specifically to avoid a
circuit error may be reprogrammed to any pacing mode. Once a device is updated, if the circuit error were to occur, the
pacing cycle will automatically reset; this may be observed as a single dropped beat.

Physicians should use medical judgement to prioritize the scheduling of patients to receive the update based on their
unique clinical conditions. Consider prioritizing patients who were not able to tolerate programming to a non-susceptible
pacing mode and either; have no underlying ventricular escape rhythm; or are at risk for a symptomatic pause until a
ventricular escape beat occurs.

Additional Information and Actions
Directions for applying these software updates to patient pacemakers and to Medtronic programmers can be found on
the enclosed Updating a Pacemaker to Correct the Dual Chamber Circuit Error tip card.

The Competent Authority of your country has been notified of this action.

We are committed to patient safety and appreciate your prompt attention to this matter. Please share this notification
with others in your organization as appropriate.

If you have any questions, please contact your Medtronic Representative.

Sincerely,

Enclosure:
- January 2019, Urgent Field Safety Notice letter
- Updating a Pacemaker to Correct the Dual Chamber Circuit Error tip card.



UPDATING A PACEMAKER TO CORRECT THE
DUAL CHAMBER IPG CIRCUIT ERROR

Thisisa 14-step process. Please review these instructions to the last page.

1. Identify the patient’'s implanted pacemaker model.

This update applies to the following devices: Adapta™, Versa™, Sensia™, Relia™, Attesta™,

Sphera™, and Vitatron™ A, E, G, Q series.
2. Turnonthe 2090 or Encore programmer.

3. Press “Cancel” on the Find Patientwindow.
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4. Tapon"“Programmer”icon on the main programmerscreen.
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5. Tapon"Software".

Select Model

Wiew: = Dual chamber pacemakers

© Single chamber pacemakers

~ Tachyarrhythmia devices

i~
Other Preferences

MEDTROMIC PACEMAKERS:
Attesta ATDROT
Altesta S ATDRS1

Time and Date

Artifact Detection

Attesta L ATDRL1 Software
Sphera SPDROT n Select Madel
Sphera L SPDRL1 Demonstrations 5
Percepta Quad CRT-P MRI Programmer Profile ==
Percepta Quad CRT-P MRI - Read From Media 3 Print Queue
Percepta CRT-P MR SessionSync Status
Percepta CRT-FP MRI - Read From Media 5 Syne Network Configuration...
Serena Quad CRT-P MRI : 5 3
Serena Quad CRT-P MRI - Read From Media RemoteView Network Configuration... Z
Serena CRT-P MRI Network Configuration.., ==
< Programmer
| Huominals Other Software
diidls Analyzer
Find Patient... I | 5 Meitronic | | wvitatron I Licensing
. r
6. Search for the patient’s pacemaker model.
Software on This Programmer
Vision Release: 2090 2.11
Maodel Software Version
Antesta ATDRO1 82 =]
Attesta ATSRO1 8.2 —!
Attesta L ATDRLY 82
Attesta 5 ATDRS1 82
Auto ID Update 8.7 =l
SelectModel
Update History @,
Update Name Time of Update i
Frint Queue
|
- 2
. " . < Drngra:mﬁr
‘ Install from Medtronic... Install from Media... Uninstall Software...

[ Find Patient.. | [ Bwetsonic | [ vatatron | [ fouvaMed | [ @ufeteen |

Anabezar

Continue to the next page >

Page 2 of 6



Verify the software version is 8.2 or higher for the patient’s implanted pacemakermodel.

If the software versionis less than 8.2, stop and contact your Medtronic representative to update the

programmer.

WARNING

If the programmer is running a software version less than 8.2:
e DO NOT run EP Study; and
e DO NOT program any parameters under “Clinician Selected...” in the Data Collection Setup

window.

Either action will delete the circuit error correction update if the device was previously updated,
and the patient will be susceptible to circuit error.
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9. Place the programming head over the patient’s pacemaker.

10. Tap on "Start” when the programmer has detected the patient'spacemaker.
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11. Wait for the interrogation tocomplete.

Note: Initial interrogation can take up to 2 minutes as the pacemaker downloads the circuit error
correction update. Subsequent interrogations will proceed normally.
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12. Tap on the Parametersicon.
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14. Verify the "Device Configuration ID"” at the bottom of the Parameters Report starts with “1-".
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Look for"1-"  These values may differ

If it starts with “1-", the pacemaker has been updated successfully.
No further action is required.
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Otherwise, which of the two options below apply to the report?
The Device Configuration ID does not appear | The Device Configuration ID starts with “??2?2-"

e Reprint the Parameters Report fromthe e Reprint the Parameters Reportand recheck
Parametersscreen. the Device Configuration|D.

e Ifthereport still does not display Device o [f"??7-"is still present, the pacemakerwas
ConfigurationID, the programmer has not unable to successfully receive the update.
been updated to a software version e Contact your Medtronic representativeor
required to complete the pacemaker Technical Services for additional
update. instructions.

e Contact your Medtronic representativeor
Technical Services to ensure the
programmer software for the patient's
device has been updated to at least the
software version 8.2.
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