Republic of the Philippines
Department of Health Fm lll
A FOOD AND DRUG ADMINISTRATION Food and Drug Ader
FDA ADVISORY 21 JUN 201
Noe 2017~ 18 4

TO THE  GENERAL  PUBLIC AND  ALL  HEALTHCARE
CONCERNED PROFESSIONALS

SUBJECT VOLUNTARY RECALL  NC TREX RX CORONARY
DILATATION CATHETER, WITH MDR-00260

All are hereby advised by the Food and Drug Administration (FDA) about the voluntary recall of
the following NC Trex Rx coronary dilatation catheter with MDR-00260 product code 1012448-
06.1012448-08.1012448-12.1012448-20, 1012449-08, 1012449-12, 1012449-20, 1012449-25,
1012450-06, 1012450-08, 10]1250-15, 101251-12, 101251-15, 1012452-08, 1012452-12,
1012453-12. 1012453-15, 1012453-20 distributed by Getz Bros Philippines, Inc. 3" Floor
Ortigas Bldg.. Ortigas Avenue, Pasig City
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The cited product are being voluntarily recalled by Getz Bros. Philippines, Inc. because
Abbot Vascular has initiated a voluntary field action regarding specific lots of the NC Trex Rx
Coronary Dilatation Catheter, NC Traveller Rx Coronary Dilatation Catheter, and NC Tenku Rx
PTCA Ballon Catheter.

Production from the identified lots may exhibit difficult in removing the protective ballon
sheath which can result in issues with inflating or deflating the ballon. The worldwide frequency
of tight sheath removal, inflation and deflation and reported event is 0.12%. Potential risks
associated with ballon inflation and deflation difficulties include air embolism, additional
intervention, thrombosis, and myocardiac infarction. In one reported case, failure to deflate the
ballon nccessitated surgery, leading to multiple post-operative complication and death
Distributors, retailers, hospitals that have any of the stated medical device product are instructed
to discontinue further distribution, sale and use. All consumers are likewise advised not to
purchase or use the affected product lots.

Any suspected adverse reaction experienced or any incident of the same cases from the
use of the device but not limited to the lots stated above, should be reported immediately to FDA
at telephone no. (02) 857-1900 loc. 8301 or email us at cdrrhr_prsdd@fda gov.ph.

Dissemination of the information to all concerned 1s requested.
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