Class 1 Device Recall HVAD Page 1 of 3

o WURCEE G R

FDA Home? Medical Devices* Databases’

Class 1 Device Recall HVAD
.

510(k) |[DeNovo®| |Recalls!'|PMA2|HDE'3|Classification4|Standards 5

7

Registration & | Adverse
Listing® Events'®
CFR Title 21'6|Radiation-Emitting Products'’|X-Ray Assembler'8|Medsun Reports'?|CLIA2Y TPLC?!

{ AH

New Search Back to Search Results

Date Initiated by Firm
Create Date

Recall Status’

Recall Number

Recall Event ID

PMA Number

Product Classification

Product

Code Information

Recalling Firm/
Manufacturer

For Additional
Information Contact

Manufacturer Reason
for Recall

FDA Determined
Cause ?

Action

Quantity in Commerce

Distribution

http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?id=146078

Class 1 Device Recall HVAD

June 08, 2016
October 17, 2016
Open?, Classified
Z-0005-2017
7200123
P10004724

Ventricular (assisst) bypass?® - Product Code DSQ?°

HeartWare Ventricular Assist System Controller

Product Usage:

For use as a bridge-to-cardiac transplantation in patients who are at risk of death
from refractory end-stage left ventricular heart failure. The HVAD is designed for in-
hospital and out-of-hospital settings, including transportation via fix-wing aircraft or
helicopter

All Heartware Controllers manufactured after September 2014., US Model No: 1400,
1401XX, 1403US. | International Model No: 1400, 1401XX, 1407XX.

HeartWare Inc
14400 NW 60th Ave
Miami Lakes FL 33014-2807

Customer Service
305-364-1575

Loose connector ports in controller body.

Under Investigation by firm

HeartWare sent an Urgent Medical Device Correction letter dated June 8, 2016, to all
affected customers, HeartWare advised clinicians to remind patients to follow unit
instructions and water avoidance, and to regularly schedule appointments to check the
integrity of the unit and to be cautious with connectors when inspecting connectors.
Clinicians were also instructed to send back the enclosed "Acknowledgement Form" within
30 days and to forward the message to necessary individuals within their organization.
Customers with questions were instructed to contact their local HeartWare representative.
For questions regarding this recall call 305-364-1575.
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