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Dear Physician or Healthcare Professional,

Our records indicate that your facility has received one or more Medtronic Reveal LINQ™ Insertable Cardiac
Monitor (ICM) devices. Medtronic has identified a performance issue that affects the Recommended
Replacement Time (RRT) alert of a small subset of these devices. Medtronic has not received any reports of
patient complications or injury related to this issue. No other Medtronic devices are affected.

Issue Description: Medtronic has identified an issue with the sensitivity of an algorithm used in the Reveal
LINQ ICM that may prematurely trigger the RRT alert in some devices. As of February 12, 2016, Medtronic has
observed an occurrence rate of 0.45% of devices experiencing this issue. Battery capacity is not affected and
the device will continue to support data collection and manual data transmissions. As stated in Reveal LINQ
labeling, the typical device will experience an average of 3 years longevity (refer to the device labelling for the
corresponding use conditions). As part of the normal behavior of the device, 30 days after RRT status is
reached, Reveal LINQ devices will display an End of Service (EOS) status at which time the device disables
automatic wireless alerts and transmissions. Thereafter, patients will still be able to send remote manual
transmissions for clinics to receive alerts and stored device data. Due to the design of the RRT algorithm,
devices are not susceptible to this issue until 200 days (6.5 months) post-implant. As of February 12, 2016 the
earliest reported occurrence of RRT is 7.3 months post-implant, with median implant to RRT duration of 16.5
months.

Medtronic is developing a software update to prevent and correct this issue in the field. For those devices that
have experienced this issue, the update will reset RRT & EOS status as well as re-enable wireless
transmissions. Further information will be communicated once it becomes available. If Reveal LINQ device
software is not updated, Medtronic projects that a small percentage of the total patient population
(approximately 4%) may experience this issue with their device.

Patient Management Guidance: In consultation with our Independent Physician Quality Panel (IPQP), the
following patient management guidance is provided:

® Prophylactic device replacement is not recommended and clinicians may continue to monitor Reveal
LINQ patients per their clinic's normal practice for devices that have not triggered an RRT alert.

e After premature RRT alert has been confirmed (directions for confirmation are noted below) and EOS
status is displayed, options to continue ongoing monitoring include requesting remote manual
transmissions or bringing the patient in for a programmer interrogation until the software update is
made available.

e Explant of devices that have experienced a premature RRT alert is not recommended unless the
clinician determines that the loss of daily wireless transmissions outweighs the potential complications
associated with device replacement.

For assistance with determining if an RRT alert is due to the algorithm sensitivity issue, contact your Medtronic

representative at <XXXXX>.

e To assess battery voltage status and provide a remaining-longevity estimate, Medtronic will require a
manual transmission file (obtained via the CareLink® Network or a 2090 Programmer).



Medtronic

Medtronic has notified the Competent Authority of your country of this action.

We regret any difficulties this may cause you and your patients. If you have any questions, or if we can be of
further assistance, please contact your local Medtronic Representative at <XXXX>.

Sincerely,



