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Urgent Field Safety Notice
Covidien Surgiwand™ Il suction and irrigation devices
Recall

March 2021
Medtronic Reference: FA967

Dear Customer / Risk Manager,

The purpose of this letter is to advise you that Medtronic is voluntarily recalling specific production lots of its Covidien
Surgiwand™ Il suction and irrigation devices.

Issue Description:

This voluntary recall is being conducted after customers reported foreign particles in the device tubing. Our investigation
identified an assembly process that could potentially damage the "“Y-connector,” allowing for small pieces of the
connector to move through the device tubing. Use of this device with this issue may result in infection, allergic reaction, or
foreign body reaction. Manufacturing process improvements have beenimplemented to remediate this issue. There have
been no reports of serious injury related to this issue.

This voluntary recall affects only the item codes with associated lot numbers listed on Attachment A.

Required Actions:

1. Please immediately quarantine and discontinue use of affected item codes with associated lot numbers listed in
Attachment A.

2. Please return affected product as indicated below. All unused products from the affected item codes and associated lot
numbers must be returned. Your local Medtronic Field Representative can assist you as necessary in initiating the
return of this product.

3. If you have distributed the Covidien Surgiwand™ Il suction and irrigation devices listed in Attachment A, please
promptly forward the information from this letter to those recipients.

Medtronic has notified the Competent Authority of your country of this action.

We regret any inconvenience this may cause. We are committed to patient safety and appreciate your prompt attention
to this matter. If you have any questions regarding this communication, please contact your Medtronic representative at
01511 1400.

Sincerely,

S. Roatar

Samantha Baxter
Regulatory Affairs Manager
UK and Ireland




Medtronic

Item
Code

178083

178093

178094

Attachment A

Description

Surgiwand™ Il Auto Suture™ Suction and Irrigation Device 5 mm

Surgiwand™ Il Auto Suture™ Suction and Irrigation Device with L-Hook
Tip5mm

Surgiwand™ Il Auto Suture™ Suction and Irrigation Device with Spatula
Tip5mm

Affected Lot Numbers

PO9D0020Y | POF1565Y POB1393Y POF0332Y | POG0436Y
P9D1478Y | POF1566Y POB1394Y POF0333Y | POG0483Y
POE1057Y P9G0718Y | POC0405Y | POF0334Y | POG0484Y
P9E1058Y P9G0719Y | POC0406Y | POF0335Y | POG0542Y
POE1059Y P9K1412Y | POC0413Y | POF0336Y | POG0543Y
POE1064Y P9K1444Y | P0C1101Y | POF0337Y | POG0544Y
POE1065Y P9D0022Y | POC1102Y | POF0646Y | POG0545Y
POE1066Y P9D0021Y | POC1554Y | POF0647Y | POGO717Y
POE1121Y P9K1493Y | POC1555Y | POF0648Y | POG0718Y
PO9E1122Y P9K1494Y | POC1556Y | POF0649Y | POHO176Y
P9E1123Y P9K1495Y POE1077Y POF0718Y | POHO177Y
POE1124Y P9K1496Y | POE1078Y POF0944Y | POH0213Y
PO9E1197Y P9K1497Y | POE1079Y POF0945Y | POH0430Y
P9E1380Y P9K1616Y POE1086Y POF0946Y | POJO017Y
P9E1381Y P9K1615Y POE1087Y POF0947Y | POJ0627Y
POE1382Y POA1508Y | POE1088Y POF0948Y | POK0130Y
P9E1383Y POA1509Y | POE1177Y POG0034Y | POK0158Y
P9F1162Y POB1130Y POE1178Y POG0035Y | POK0373Y
P9F1163Y POB1131Y POE1179Y POG0036Y | POL0480
P9F1280Y POA1510Y | POFO120Y POG0037Y | POL1176
P9F1281Y POB1262Y POF0121Y POG0038Y | POL1177
P9F1563Y POB1291Y POF0122Y POG0059Y | POL1261
POF1564Y POB1292Y POF0123Y POG0060Y | POL1399
P9C1632Y | POEOO16Y P9K1503Y POE1281Y | POF0872Y
P9C1634Y | POE0017Y P9K1618Y POE1313Y | POG0649Y
P9C1635Y | POE1007Y POB1134Y POE1314Y | POG0650Y
P9C1636Y | POE1279Y POB1135Y POE1393Y | POHO179Y
P9D1175Y | P9E1325Y POB1268Y POF0126Y | POHO180Y
PO9D1177Y | POE1326Y POB1399Y POF0127Y | POJO578Y
P9D1176Y | P9E1328Y POC0411Y | POF0440Y | POJO579Y
P9D1178Y | P9F1164Y POC1105Y | POF0441Y | P0J0629Y
P9D1346Y | POF1568Y POC1557Y | POF0443Y | POK0O336Y
P9D1347Y | P9K1445Y | P0C1558Y | POF0651Y | POL1175
P9D1480Y | P9K1446Y POE1180Y POF0652Y | POL1262
P9D1481Y | P9K1501Y | POE1181Y POF0846Y | POL1304
P9B1359Y P9K1502Y

P9D1179Y | POB1136Y POE1173Y POE1384Y | POK0334Y
P9D1180Y | POB1400Y POE1383Y POG0739Y




Medtronic

Identifying Affected Product
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