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Urgent Field Safety Notice

Medtronic HeartWare™ HVAD™ System

Important device information
August 2018

Medtronic reference: FA837
Dear Physician, Healthcare Professional,

HeartWare, now a part of Medtronic, is voluntarily providing a communication for all HVAD System Controller units with Serial
Numbers in the range of CON300175 - CON320540 (approximately 17,065 units distributed worldwide). Controller units in
this range may not meet the labeled standard for protection against water or fluid ingress. Specifically, some units have the
potential to develop hairline cracks at the power ports of the controller housing. Hairline cracks may allow for water ingress if
the patient does not follow the Instructions for Use and the Patient Manual, including use of a water-resistant shower bag
to help protect the unit (refer to Attachment A).

If a Controller develops a hairline crack and is unprotected from water or fluid exposure as described in the IFU (see
Attachment A), the unit may experience water or fluid ingress. This can lead to varying degrees of controller malfunction,
including pump stop.

Hairline cracks in the Controller housing at the power ports were found during manufacturer inspection of product under 10x
magnification and are not visible without magnification. The root cause was determined to be a latent interaction between the
materials used in the housing unit and the nitrile rubber gasket of the power port connector. Internal investigation estimates
the risk of developing a hairline crack in a Controller unit is 0.36. The estimated probability of adverse events due to thisissue
is <0.00007. Medtronic has since resolved this issue in the manufacturing process, and as of 23-Aug-2018, all newly
distributed Controller units are no longer susceptible to this materials interaction. No other HVAD System components are
susceptible to thisissue.

Through 14-Aug-2018, there have been zero (0) confirmed complaints against HVAD Controllers in this serial number range
associated with hairline cracking or related to reports of fluid ingress. Additionally, fluid ingress has not been observed during
internal analysis of HVAD Controller units in this serial number range that were returned for reasons unrelated to this
communication.

Patient Management Recommendations

We realize that each patient requires unique clinical considerations. In consultation with Medtronic's Independent Practitioner
Quality Panel (IPQP), Medtronic and the IPQP do not recommend proactive controller exchanges as a result of this potential
issue. We do, however, recommend the following Patient Manual instructions should be reinforced with your patients:

e Patients currently supported by the HVAD System should follow all instructions in their Patient Manuals regarding
water or fluid avoidance, which remain unchanged, and understand the importance of always using a shower bag
when showering (refer to Attachment A of this letter).

e Ifapatient encounters a situation in which their HVAD System Controller is exposed to water or fluid outside of
conditions described in the IFU and Patient Manual, the patient should be advised to contact his/her VAD coordinator.

e Iffurther assistance is needed, Clinicians should contact their local Medtronic HeartWare representative.

The IFU can be found at: www.heartware.com/clinicians/instructions-use

Please share this notification with others in your organization as appropriate.
Medtronic has notified the Competent Authority of your country of this action.
We sincerely regret any difficulties this may cause you and your patients. Medtronic remains dedicated to patient

safety and will continue to monitor device performance to ensure we meet your needs and those of your patients. If
you have any questions, please contact your Medtronic Representative at <XXXX>.



HeartWare

Sincerely,
Local /BU Manager

ATTACHMENTA
HVAD System with Controller Instructions for Use (IFU) and Patient Manual labeling
related to protection against water damage.

The information below is taken directly from the IFU or Patient Manual providing guidance on protecting the HVAD System
and its components from water damage. Refer to the HVAD IFU or Patient Manual for a full list of precautions, warnings and

potential complications.

CLINICIAN Instructions for Use

www.heartware.com/clinicians/instructions-use

1.4 Warnings (continued)

"& WARNINGS

7. WARNING! DO NOT plug the controller into an AC wall outiet during showers; to eliminate

the possibility of o severe electrical shock. it should be connecied to two balteries

10. WARNING! DO NOT allow patients to take a bath or swim, as this may damage
HeartWare™ HVAD™ Systermn companents and/or result in driveline exit site infection.

11. WARNINGI DO NOT submerge HeortWare™ HV.AD“Svs!am components in water or ather
fluid as this may damage them. If this h conlact we.

12. WARNING! DO NOT allow water or olher l]un’ls to enter the controller, power adaplers,
batteries, battery charger or connectors, as this may domoge HeartWare™ HYAD™
System components. If this happens, conlact HeariWare.

13. WARNINGI DO NOT use any components other than those supplied by HearlWare wilh
the HeartWare™ HVAD™ System, as this may affect HeartWare™ HVAD™ System operation.

14. WARNING! Damaged equipmeni should be reported fo HearlWare and inspected.

15. WARNING! DO NOT rely only on flow estimation 1o assess cardioc outpul, An average
estimated fiow on the monitor or Controller Display of less than 2.0 Lfmin, or greater than
10.0 Lfmin may indicate an electrical faull, incomect hematocrit entry or an occlusion
and/or thrombus of other malerials (e.g. lissue fragments) in the device. Inoccurate
assessment of HYAD® Pump fiow may lead to less than optimal treatment.

14. WARNING! DO NOT grasp the driveline cable as this may domaoge the driveline. To

remove the driveline from the confraller, first pull back the driveline cover then grasp and
pull the driveline connector.

~

. WARNINGI DO NOT desconnect the driveline from the controller or the pump will stop. If
this happens, reconnect the driveline 1o the confroller as scon as possible 1o restart the

2.6 Carrying Cases and Shower Bag (continued)

HeariWare® Shower Bag

A shower bag s avallable for use in conjunclion with the HeartWare™ HVAD™ System. To ensure
safe and appropriate use of the shower bag, all patients and caregivers should be trained on
shower bag operalion prior 1o use.

WARNING! DO NOT allow patients to shower until they have received permission from their clinicion
to do so. Palients who shower must use the HeartWare® Shower Bag.

WARNING! DO NOT allow hearing impaired patients fo shower unless their caregiver s close by fo
hear clarms.

WARNING! DO NOT plug the confroller into an AC wal outlel dudng showers: lo efminale the possiblity
ol a severe eleckical shock. it should be connecled to two balteries.

WARNING! DO NOT allow patients to take o bath or swim, as this may damage HeartWare™ HVAD™
Systermn companents and/or result in driveline exit site infection

WARNING! DO NOT submerge HearfWare™ HVAD™ Systern components in waler or other fuld as this may
damage them. If this happens. contact HeartWare.

WARNING! DO NOT allow water or other fiuids to enter the confrollier, power adapters. batteres, battery
charger or connectors, as this may domage HeartWare™ HYAD™ System components. if this happers.
contoct HeartWare.

WARNINGI DO NOT use any components ather than those supplied by HeartWare with the HeartWare™
HVAD™ System, as this may affect HeartWare™ HYAD™ System operation.

(8] Is t should be diob i 2 and ted

PATIENT MANUAL Instructions for Use

4.0 Living with the HeartWare™ HVAD™ System

X4 \\Vashing and Showering

Your clinician will let you wash your incisions after your wounds have healed, When
you wash. the controller, batteries and connectors must be protected from water
and you should take care so that water doesn’ run along the driveling into the
confroller. The exit site should also be kept os dry os possible. Keeping the exif site dry
helps avoid infections.

Your clinician will decide if it is sate tor you to shower Il your clinician gives you

permission to shower. you must use the HeartWare® Shower Bag fo protect the
confroller and balleries.

WARNING! DO NOT shower unfil your clinician tells you it s safe lo do so. I you receive

permission to shawer, you must use the HearlWore® Shower Bag. Il your hearing is impaired

andfor you cannot hear the controller alarms without the use of a hearing aid, make sure

your caregiver will be close by to hear alams.

WARNINGI DO NOT plug the controller into an AC wall outlet during showers; it should be

connected to fwo batteries.

WARNING! DO NOT lake o bath or swim,

WARNING| DO NOT submerge any HeartWare™ HYAD™ System component in watar.

WAININGI Do NOT allow wuhrulnﬂwrmin anter the confroller, power [AC/DC)
battery ch or If this | contact your clinician.

HeartWare® Shower Bag

The Heartware® shower Bag provides the ability to comiortably

and securely shower with your HeartWare™ HVAD™ System.

The shower bag is water resistant, not water proof, and

protects the controller and batteries from direct water spray

and maoisture. The shower bag permits one (1) confroller and  figure 13
two (2) batteries to be placed into a single compartment.

For additional information on using the shower bag, see Secflion 4.5.




