Urgent Field Safety Notice
Medtronic CoreValve™ Evolut™ R Transcatheter Aortic Valve
Medtronic CoreValve™ Evolut™ PRO Transcatheter Aortic Valve
Updated precaution instructions
Bioprosthesis Model Numbers
CoreValve™ EVOLUT™R
EVOLUT™PRO

EVOLUTR-23
EVOLUTPRO-23

EVOLUTR-26
EVOLUTPRO-26

EVOLUTR-29
EVOLUTPRO-29

EVOLUTR-34

October 2020
Medtronic reference: FA935
Dear Physician or Healthcare Professional:
This notification is to provide you with important information regarding updates to the Instructions for Use (IFU) manuals for
the Medtronic EvolutTM Transcatheter Aortic Valves (TAVs), specifically, regarding the risk of TAV leaflet damage when
performing a post-implant balloon dilatation (PID).
As of 8th Oct 2020, Medtronic has received reports of Evolut™ valve leaflet damage occurring following PID at a rate of
0.020%*. These complaints of damage to the bioprosthetic leaflets resulted in moderate or severe aortic insufficiency which
were detected acutely or during follow up. These reported events required re-intervention (77%), conversion to surgery
(19%), re-intervention followed by surgery (2%), or were treated conservatively (2%). No other serious adverse event
outcomes associated with these events have been reported.
As per Medtronic’s commitment to patient safety and quality, we conducted a thorough investigation into these events and
identified that over-expansion of the narrowest portion (waist) of the TAV can potentially cause damage to the bioprosthetic
leaflets. Depending on the choice of balloon, the physicians must consider two factors that may lead to over-expansion of the
waist of the TAV:
1. The pressure the balloon is inflated to when performing PID
2. Balloon size used for PID
The detailed guidance on considering these two facts is provided in Appendix A to this letter.
Medtronic is not retrieving product from the field per this Urgent Field Safety Notice, as this notification provides updated
precautionary instructions related to PID. The Evolut™ TAV products maintain compliance to all applicable medical device
safety standards. Patients who have been, or will be, treated with an Evolut™ TAV should continue to be managed according
to your standard patient management protocols. The Evolut™ System IFU will also be updated consistent with Appendix A.
Medtronic is notifying regulatory agencies regarding this communication and will obtain approvals for the updated IFU as
required. Until the IFU update is available, physicians should continue to reference this communication.
Physician Actions
Please complete the following actions:
• Review the updated instructions provided in Appendix A.
• Share this information with other physicians in your facility who use the Evolut™ TAV System.
Questions can be directed to your Medtronic Field Representative at <XXXX>.
We appreciate your review of this notification and apologize for any inconvenience. We are committed to patient safety and
appreciate your prompt attention to this matter.
Sincerely,
Local /BU Manager

*Based on units sold worldwide

