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URGENT: MEDICAL DEVICE COMMUNICATION
HeartWare™ Ventricular Assist Device (HVAD™) System:

Hardened Driveline Cover Hindering Driveline Disconnection

05 December 2022 | 10:22 SGT

Attention: Risk Management Director and O.R Materials Management

CC: The Chairman Medical Board and relevant Head of Departments

Dear Health Care Professional,

Medotronic is writing to alert you to important safety information related to the controller driveline cover
of the HYAD™ System. Over time, the driveline cover may become hardened, creating difficulty or
an inability to slide the cover back to access the driveline to controller connector. Access to the
driveline connector may be delayed, which may result in patient harm from a prolonged pump
stop, if an urgent driveline connection or controller issue needs to be addressed. In the event a
hardened driveline cover is observed, contact your Medtronic field representative for further

assessment and/or servicing.

The driveline cover slides over the pump/controller connection to protect it (Figure 1). The white
driveline cover is first installed during HVAD implant and should cover the silver driveline connector
unless a controller exchange is required. During the controller exchange process, the driveline cover is
pulled back from the connector onto the driveline cable (Figure 2). Then, following the disconnection
and reconnection of the driveline to a controller, the same driveline cover is slid back onto the driveline

connector.
The issue is due to plasticizer loss and may be accelerated by environmental factors. Plasticizer keeps
the driveline cover material soft and malleable.
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Driveline Cover

Figure 2: Driveline cover pulled back from driveline connection onto driveline cable

Between 03 January 2017 and 15 September 2022, Medtronic received 33 complaints reporting a
hardened and/or stuck driveline cover. In the observed complaints, this issue occurred after multiple
years of use, and in all 33 events, the driveline cover was either difficult to remove or unable to be
manipulated by hand and required servicing, or other tools for removal. In 25 of the 33 events, negligible
or no patient harm was reported. In four (4) of those 33 events, a hardened driveline cover was observed
for patients who were hospitalized for unrelated reasons. The driveline cover was removed, which
required brief pump off time. In the remaining four (4) events, a hardened driveline cover was identified
during routine clinic visit or following a controller alarm, for which the patient was hospitalized to service

and remove the driveline cover. No critical harms or deaths have been attributed to this issue.

As indicated in the Precautions sections of the Instructions For Use (IFU) and Patient Manual (PM),
patients and clinicians are cautioned NOT to repair or service any components of the HeartWare™ HVAD

System. Only authorized Medtronic representatives should perform driveline cover servicing. In the
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event of any damage or difficulty observed with a hardened driveline cover, contact Medtronic

for assessment and/or servicing.

A. Patient Management Recommendations:

In consultation with our Independent Practitioner Quality Panel, Medtronic is providing the following

patient management recommendations:

e Prior to exchanging a controller in the clinic, check to ensure the driveline cover is not stuck or
hardened and can be pulled back from the driveline connector, per the instructions below. This
may allow for early detection of the issue if the driveline cover is noticeably harder to manipulate

but can still be moved.

e During routine clinic visits, check to ensure that the driveline cover is not stuck or hardened and

can be pulled back from the driveline connector.

Instructions for Evaluating Driveline Cover:

While immobilizing the controller, push the driveline towards the controller and pull the driveline cover
back from the flange with a side-to-side wiggle motion (this may require support from a second person)
(Figure 3, left). DO NOT pull the driveline cover with excessive force or use a twisting motion as this may

damage the driveline connector or dislodge the driveline connection (Figure 3, right).

Figure 3: Use side-to-side wiggle motion (left image) to pull back the driveline cover. Do NOT use a

twisting motion to pull back the driveline cover (right image).
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e Ifitis determined that a driveline cover is hardened or stuck, please contact your Medtronic field
representative to evaluate the need to perform a field service procedure to remove the driveline

cover.

e As a part of the servicing procedure, risks will be discussed to determine the servicing plan,
including deciding if the driveline cover will be replaced if removed. If the driveline cover is
removed and not replaced, care and maintenance of the driveline will remain the same without
a driveline cover, however care should be taken to avoid the ringed, grooved area of the
driveline connector unless you intend to disconnect the driveline from the controller.

Supplemental labeling information will be provided by the Medtronic field representative.

B. Customer Actions:

e Consider the patient management recommendations above in managing care for your HVAD
patients.

e Complete the enclosed Customer Confirmation Form. When complete please hand or scan and
email back to your local Medtronic field representative.

e Please share this notice with all those who need to be aware within your organization.

C. Additional Information:
Medtronic has made the FDA aware of this course of action.

Adverse reactions or quality problems experienced with this product should be reported to your local
Medtronic field representative.

We appreciate your prompt attention to this matter. If you have any questions regarding this

communication, please contact your Medtronic Field Representative.

Sincerely,

DocuSigned by:
| i
QARA Director

Signer Name: Chloe Tan . .
U Signing Reason: | approve this document Southeast Asia and Frontier Markets Plus
| Signing Time: 05 December 2022 | 10:21 SGT Malaysia-Singapore | Indochina | Frontier Markets Plus | Thailand

90D0724C9B1C402A99B286449A1644B8
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Customer Confirmation Form

Urgent Medical Device Communication
Medtronic HeartWare™ Ventricular Assist Device (HVAD) system

HVAD™ Hardened Driveline Cover Hindering Driveline Disconnection

For completion by Medtronic Customers Only - Please complete all fields below and return all pages immediately

Customer Contact Details Medtronic Contact Details
Distributor/HCP/Patient name: Name:
Contact:
Address: Email:
Phone no:
E-mail:

Medotronic is asking that you sign and date this form to acknowledge receipt of the enclosed letter.

Note: The addressee may continue to receive reminders of this notice until a response is received.

By signing this form, | confirm that | have read the Urgent Medical Device Communication Notification Letter,
dated 05 December 2022 | 10:22 sGT from Medtronic regarding the HeartWare™ Ventricular Assist

Device (HVAD) system listed above and will take appropriate action.

Name (print): Signature: Stamp: Date:‘ DL ‘ ‘ ‘MMJ ‘ ‘ ‘W‘W‘ ‘

Please complete and sign the form as indicated below and return to your local Medtronic field representative.
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