Medtronic

Urgent Field Safety Notice
A610 Replacement workflow with DBS Pocket Adaptor
affecting MRI eligibility display

Customer Notification

May 2024
Medtronic Reference: FA1412

< For use in countries that follow EU MDR: EU Manufacturer Single Registration Number (SRN): US-MF-
0000019977 >

Dear Health Care Professional,

The purpose of this letter is to inform you of an issue related to the Magnetic Resonance Imaging (MRI)
Eligibility status displayed in certain versions of the Deep Brain Stimulation (DBS) Clinician Programmer
(Model A610) and DBS Patient Programmer (Model A620) applications. Patients implanted with a pocket
adaptor (Model 64001 and/or 64002) are limited to "HEAD ONLY"” MRI eligibility. With this issue, the
clinician and patient programmers may incorrectly display MRI eligibility as “FULL BODY" scan eligible,

as shown in Figure 1.

& MRIELIGIBILITY | PatientName Stimulation -

» System Eligibility » T

SYSTEM ELIGIBILITY

SYSTEM COMPONENTS FULL BODY

Neurostimulator Implant Location Left Chest

Left Lead 3387-Left STN
Adaptors implanted

Device Type Activa SC-b 37603

OTHER ELIGIBILITY FACTORS
Abandoned components implanted None
IMPEDANCE

Electrode impedance

A Refer to the Medtronic Deep Brain Stimulation MRI Guidelines before conducting an MRI scan.

Figure 1: A610 Clinician Programmer MRI ELIGIBILTY workflow with red annotations added.
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This issue only occurs when using the A610 “REPLACEMENT" workflow during an Implantable
Neurological Stimulator (INS) replacement from Activa™ SC (Model 37602) to Activa™ SC (Model
37603), Percept™ PC (Model B35200), or Percept™ RC (Model B35300) and a pocket adaptor.

Issue Description:
Since January 2020 with the initial launch of A610 version 2.0 and higher, there has been one (1)
reported event of this issue, which was identified during initial programming. As of April 2024, there

have been no reported patient harms for this issue.

This issue impacts patients who have a pocket adaptor with INS Models Activa™ SC 37603, Percept™
PC B35200, or Percept™ RC B35300 that previously used the A610 "REPLACEMENT"” workflow to
transfer settings from Model 37602. This issue may also impact patients who currently have an Activa
SC™ Model 37602 implanted and are implanted with a pocket adaptor in the future during an INS
replacement, with settings transferred using the A610 "REPLACEMENT” workflow.

This issue has the potential to result in exposure of the patient to an incorrect MRI (e.g., “Full Body”
instead of “Head Only” scan eligibility), which could result in heating at the lead electrode(s) and
potential tissue damage. Excessive heating can result in serious or permanent injury including coma,

paralysis, and death.

This issue occurs only for those patients with a pocket adaptor and, for reasons related to the A610
"REPLACEMENT" workflow, the programmer does not display a pocket adaptor in the MRI ELIGIBILITY
workflow. For patients where the programmer incorrectly displays no pocket adaptor, a pocket adaptor
component can be added on the physician programmer SETUP workflow. This will set the “"Adaptor
implanted” status to “Yes” and lead to automatic correction of the MRI eligibility display. Detailed
instructions are provided below. If the programmer does display a pocket adaptor, no further action is

needed.

Recommended Actions to confirm or revise the MRI eligibility display on the programmer:

1. To check if a patient has an implanted pocket adaptor, review your patient's medical records and
determine if they have an implanted pocket adaptor with INS Models Activa™ SC 37603, Percept™
PC B35200, or Percept™ RC B35300.
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2. Forevery patientidentified, use the A610 CP application MRI ELIGIBILITY workflow to determine the

status of the ‘Adaptors Implanted’. Note that the patient will need to be in the clinic for this step.

& MRIELIGIBILITY | PatientName Stimulation -

Settings » stem Eligibility The

CONFIRM SETTINGS

MRl eligibility is based on the following configuration settings. Confirm these settings or go to Setup to make changes.

SYSTEM COMPONENTS —> GO TO COMPONENTS

Neurostimulator Implant Location eft Chest

L
Left Lead 3387-Left STN
Adaptors implanted None

OTHER ELIGIBILITY FACTORS = GOTOOTHER

Abandoned components implanted None

A Refer to the Medtronic Deep Brain Stimulation MRI Guidelines before conducting an MRI scan.

CANCEL

Figure 2: A610 Clinician Programmer MRI ELIGIBILTY workflow with red arrow pointing to “Adaptor

implanted” status.

2.1. If the status is 'Yes,’ no further action is needed. This confirms the clinician programmer and

patient programmer applications will display the correct MRI eligibility for that patient.

2.2. If the status is “None” or “?” (Figure 2), follow steps 3 to 5 to revise the status of MRI eligibility

on the programmer. Once these steps are completed, both the clinician programmer and

patient programmer applications will display the correct MRI eligibility for that patient.

Obtain the current stimulation settings (i.e., via a session report) as you may be required to re-enter

them.
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4. Go to the SETUP workflow on the Clinician Programmer to determine if the pocket adaptor is

shown in the Components screen.
€< DEMO: SETUP | [Noname] Stimulation

Patient » Diag » Components » Other » A

ACTIVA SC

NEUROSTIMULATOR IMPLANT LOCATION

A Ensure all information is accurate. It is used for calculations throughout the application.

Figure 3: Example of A610 Clinician Programmer SETUP workflow for Activa SC with a pocket

NO ALERTS

adaptor with red annotation added.

4.1. If the pocket adaptor is NOT shown in the Components screen, add a pocket adaptor into the
connected components of the system; OR

4.2 If the pocket adaptor is shown in the Components screen e.g., as the example in Figure 3,

remove the pocket adaptor and then add the pocket adaptor back into the connected components.

5. Confirm that the ‘Adaptors implanted’ status within the MRI ELIGIBILITY workflow indicates ‘Yes.’

For patients that have an Activa SC Model 37602 and who may undergo an INS replacement in the
future, if a pocket adaptor is used during that replacement, perform these recommended actions during

initial setup and programming of the INS.

Required Actions:

e Complete and return the Customer Acknowledgement Form enclosed with this letter
acknowledging receipt of this information.

e Pass on this notice to all those who need to be aware within your organization and to other
organizations on which this action has an impact.

e Please keep a copy of this letter in your file.
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e Medtronic has provided an Optional Patient Letter template to facilitate your discussions with

patients (attached).
Additional Information:
Medtronic is working on a Clinician Programmer software update to address this issue and will notify
you once it is available. Medtronic has notified the Competent authority of your country of this action.
We regret any inconvenience this may cause. We are committed to patient safety and appreciate your
prompt attention to this matter. If you have any questions regarding this communication, please contact

your Medtronic Representative at <XXXX>.

Sincerely,

Local/BU Manager

Enclosures:
e Customer Acknowledgement Form

e Optional Patient Letter Template - For Clinic and Physician Use Only
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