Medtronic

URGENT FIELD SAFETY NOTICE
Medtronic Cobalt XT™, Cobalt™ and Crome™ Implantable Cardioverter Defibrillators (ICDs)
and Cardiac Resynchronization Therapy Defibrillators (CRT-Ds)
Potential for Intermittent-Reduced-Energy Shock Due To Short Circuit Protection Event
Software update

CareLink SmartSync™ Device Manager Application Implantable Device Models

CareLink™ SmartSync™ Device Managerapplication software |All Cobalt XT, Cobaltand Crome Models
DO0U005

August 2022
Medtronic reference: FA1225 Phase IT
< Foruse in countries that follow EUMDR: EU Manufacturer Single Registration Number (SRN): US-MF-000019977>

Dear Risk Managers:

Medtronic is notifying Risk Managersofa software update for CareLink™ SmartSync™ Device Managers (SmartSync) that will
address anadvisoryfrom June 2022 (enclosed) related to Cobaltand Crome implantable cardioverter defibrillators (ICDs) and
cardiac resynchronization therapy defibrillators (CRT-Ds). The attached Software Release Notes provide details associated with
the newly released software application DOOUOO5 version 7.1.1.

Youcan install the software by connecting each SmartSync tablet to the internet, opening the SmartSync App, and accepting
the on-screen prompts (refer to Appendix A). Medtronic Representatives or authorized personnel can assist with installing this
update on SmartSync tablets in your account, based on your facility’s needsand accessibility.

Actions:

e Updateall SmartSynctablets in your facility.

e  Please complete the enclosed Customer Acknowledgement Formand email to <XXXXX>.

e  Share this notice with those who need to be aware within your organization, or with any organization where SmartSync
programmers may have been transferred.

Medtronic has notified the Competent Authority of your countryofthis action. We regret any difficulties this issue may have
caused you or your patients. We remain dedicated to ensuring the highestlevel of quality and will continue to monitor
performanceof our productsto ensure we meet your needs and those of your patients. Ifyou have any questions regarding this
communication, please contact your local Medtronic representativeat < XXXXX>.

Sincerely,
Local/OU Manager
APPENDIX A
1. How do I update my SmartSync™ application software for the issue?
On any tablet, you can update to the mostrecent version for all applicationsresident on that tablet by simply connecting to the
internetand either automatically discover if new software is available by launching the SmartSync App (see imagesbelow), OR

manually discover if new software is available by navigating to the Software Information screen and perform “Check for
Updates.” Contact your local Medtronicrepresentative if you need assistance.
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2. How do I confirm if a SmartSync tablet has already been installed with the updated software?
On any tablet, you can confirm the application softwareversion for any device family by:

1) Selecting the MENU in the upper right corner of the SmartSync App [1]
2) Selecting PROFILE [2]

3) Selecting the SOFTW ARE tab and scrolling through the SOFTWAREINFO list [3]

Ifthe software update for this issue has already been installed, youwill see the following versionslisted:
e The Cobalt/Crome application versionis 7.1.1 (or higher)
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ANALYZER (SIMULATOR)
ORION (SIMULATOR)
CRTP-QUAD (SIMULATOR)

8 POLARIS (SIMULATOR)
CRTD-MRI (SIMULATOR)
Gen2-IPG (SIMULATOR)
MICRAVR (SIMULATOR)
MICRAAV (SIMULATOR)
HELLO-WORLD (SIMULATOR)
ADAPTA (SIMULATOR)

MCS (SIMULATOR)
INTERROGATE (ALL)
LAUNCH ANALYZER
BLACKWELL (SIMULATOR)
INTEGRATION TESTS

CONNECT

Medtronic | CareLink Smart

3- updated application
versions

BASE TABLET PATIENT CONN
CONNECTED APPLE IPAD15.2 S/N:RFA030624A
CONNECTED
LOCATION INFO

HARDWARE INFO SOFTWARE INFO

SOFTWARE COMPONENT VERSION SOFTWARE MODEL
Host Application 365 DOOU0O1 0643169833746(10)030505
PSA Application 351 DOOU002 (01)00643169833753(10)030501
Cobalt Crome Application AN DOOU005 (01)00763000002053(10)070101
Common Application 36.4 MO1A02 (01)00843169833739(10)030604
Platform 364 MO1A01 (01)00643169833722(10)030604

CHECK FOR UPDATES

If the tablet does not show Cobalt Crome Application version7.1.1 (or higher) after following these instructions, contact your
local Medtronic representative.
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