Medical Device/Equipment ALERT

Ref. MDEA(NI)2006/55
Issued: 19 September 2006

IMMEDIATE ACTION
For: ACTION v HEALTH ESTATES
UPDATE
INFORMATION
Section

Medical Device/Equipment:
Surgical dissecting tools — Medtronic: Midas Rex, Classic, GS > @
and Legend.
Problem:
Degradation of sterile packaging. Recall of devices distributed within the last three years. > @
Action by:

Orthopaedic surgeons, neurological surgeons, ENT surgeons, theatre managers and all other > @
staff responsible for the purchase and use of these devices.

Action:
Check all affected part numbers and return any stock having non-underlined lot numbers to the | P @
UK supplier, Medtronic Limited.

Distributed by NIAIC to:
Chief Executive of each HSS Board
Chief Executive of each HSS Trust > ®
Chief Executive of each Agency
NIAIC Liaison Officers

Contacts
Details of supplier contacts and NIAIC contacts for clinical aspects. > @

Feedback Requirements to NIAIC
None required > @

This Alert is on our web site: http://www.dhsspsni.gov.uk/niaic

Page 1 of 6 pages




1. DEVICE/EQUIPMENT:

Midas Rex, Classic, GS and Legend dissecting tools for powered surgical systems — Medtronic (part
numbers concerned are listed in the attached Appendix).

2. PROBLEM:

These dissecting tools are designed to be used with the Midas Rex, Legend, Classic and Midas Il reusable
motors in surgery. The dissecting tools are single-use, are individually packed and have a use by date of
60 months (five years) from manufacture.

The manufacturer has noted an increase in the number of reports of ‘brittle packages’ which have the
potential to compromise the sterile barrier. The manufacturer has instituted a recall of all devices distributed
in the last three years. Customers should have received a letter asking for the return of all affected devices.

Devices having underlined lot numbers are not affected by this recall (see diagrams in Appendix).

3. ACTION BY:

Orthopaedic surgeons, neurological surgeons, ENT surgeons, theatre managers and all other staff
responsible for the purchase and use of these devices.

4. ACTION:

Check stock against part numbers on the attached list. Return any devices found with a non-
underlined lot number, as illustrated in the attached Appendix, to the UK supplier, Medtronic
Limited.

5. ONWARD DISTRIBUTION TO:

Please bring this notice to the attention of all who need to know or be aware of it. This will include
distribution to:

Adult and Paediatric Intensive Care Units
Anaesthetists

Biomedical Engineering Staff

Clinical Directors

Health & Safety Managers

ENT Surgeons

Health & Safety Managers

Independent Health and Social Care Providers —
Private Hospitals and Clinics through RQIA
Medical Directors

Modern Matrons

Neurological Surgeons

Nursing Executive Directors

Orthopaedic Surgeons

Purchasing Managers

Risk Managers

Supplies Managers

Theatre Managers
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6. CONTACTS:

Enquiries to the supplier should be addressed to:

Hayley Williams
Medtronic Ltd

Suite One

Sherbourne House
Croxley Business Centre
Watford

WD18 8WWwW

Tel: 01923 205 148
Fax: 01923 205 190

David Dunham BSc PhD
Regulatory Affairs Manager
Medtronic Ltd

Suite One

Sherbourne House
Croxley Business Centre
Watford

WD18 8WW

Tel: 01923 212 213
Fax: 01923 241 004

E-mail: david.dunham@medtronic.com

Enquires to NIAIC should quote reference number MDEA(NI)2006/55 and be addressed to:

Northern Ireland Adverse Incident Centre (NIAIC)

Health Estates

Estate Policy Directorate
Stoney Road

Dundonald

Belfast BT16 1US

Tel: 028 9052 3868
Fax: 028 9052 3900
Email: NIAIC@dhsspsni.gov.uk

/. FEEDBACK:

None required

)
VA—

_

Robert Sergeant
NIAIC Operational Manager

NIAIC website at www.dhsspsni.gov.uk/niaic

HOW TO REPORT ADVERSE INCIDENTS
Adverse Incidents relating to medical devices, non-medical equipment, plant and buildings should be reported to NIAIC as soon as possible.
Advice on how to report is given in MDEA(NI)2006/01. If you are in doubt about how to report incidents, please speak to your liaison officer or
contact NIAIC using the telephone number provided. Adverse Incident reporting forms and an on-line reporting facility are available on the

Heath Estates is an Executive Agency of the Department of Health, Social Services and Public Safety
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Appendix to MEDA/2006/055

Medtronic Midas Rex Classic, GS and Legend Dissecting Tool Recall August 2006.

List of Affected Part Numbers.

10AC50
10AC60
10BA10
10BA10D
10BA10D-MN
10BA10-MN
10BA20
10BA20D
10BA20D-MN
10BA20-MN
10BA30
10BA30D
10BA30DC
10BA30D-MN
10BA30-MN
10BA40
10BA40D
10BA40DC
10BA40D-MN
10BA40DX
10BA40-MN
10BA50
10BA50D
10BA50DC
10BA50D-MN
10BA50DX
10BA50-MN
10BA60
10BA60D
10BA60D-MN
10BA60DX
10BA60-MN
10CY40
10CY50
10CY60
10CY65DX
10MH17
10MH17D
10MH22
10MH22D
10MH30
10MH30DC
10MH30D-MN
10MH30-MN
100V40
100Vv40D
10TA23

14AC50
14AC60
14AC75
14AC90
14BA20
14BA20D
14BA25
14BA25D
14BA30
14BA30D
14BA40
14BA40D
14BA40DC
14BA40DX
14BA50
14BA50D
14BA50DC
14BA50DX
14BA60
14BA60D
14BA60DC
14BA70DX
14BA75
14BA80ODX
14BA90
14CY50
14CY50B
14CY50L
14CY60
14CY65DX
14CY75
14HM95
14MH30
14MH30D
14TA30
14TA31
15AC60
15BA40
15BA40D
15BA40DX
15BA50
15BA50D
15BA60
15BA60D
15CY50
15MH17
15MH17D

15MH22
16MH18
16MH22
16TA13
16TA15
16TAL17
21AC60
21AC75
21AC90
21BA60
21BA75
21BA90
21MH30
21TA30
26AC60
26AC90
26BA50DX
26BA60
26BA70DX
26BA75
26BA90
26CY75
26CY90
26MH30
26TA30
7AC60-MN
7BAO5-MN
7BAO6D-MN
7BA10
7BA10D
7BA10D-MN
7BA10L-MN
7BA10-MN
7BA15
7BA15D
7BA15D-MN
7BA15-MN
7BA20
7BA20D
7BA20DC-MN
7BA20D-MN
7BA20L-MN
7BA20-MN
7BA25D
7BA25D-MN
7BA25-MN
7BA30

7BA30D
7BA30DC-MN
7BA30D-MN
7BA30L-MN
7BA30-MN
7BA40
7BA40D
7BA40DC-MN
7BA40D-MN
7BA40F-MN
7BA40-MN
7BAS50
7BA50D
7BA50DC-MN
7BA50D-MN
7BA50F-MN
7BAS50-MN
7BAGO
7BA60D
7BA60DC-MN
7BA60D-MN
7BAGOF-MN
7BA60-MN
7BA70D-MN
7BA70-MN
7BA80D-MN
7BA80-MN
8AC60
8MH17
8MH17D
8MH22
8MH22D
8TA1l
8TA17
8TD104
8TD114
8TD116
8TD124
8TD126
8TD134
8TD136
8TD154
8TD156

8TD158
8TD178
8TD208
9AC50
9AC60
9AC75
9AC90
9BA30
9BA30D
9BA40
9BA40D
9BA40DX
9BAS50
9BA50D
9BA50DX
9BAGO
9BA60D
9BA60DX
9BA75
9BA75D
9BA90
9CY50
9CY60
9CY75
9HM100
9HM126
9HM95
9HS108
9HS135
9MH30
9MH30D
9MH30DC
90V55
9TA30
A-10

A-2

A-3
A-3D
AF-2
AF-3
AF-5
AF-9
AM-1
AM-10
AM-11
AM-13

AM-147
AM-2

AM-3
AM-31
AM-32
AM-33
AM-330
AM-340
AM-340DXC
AM-35
AM-35D
AM-370DXC
AM-51
AM-52
AM-6

AM-8
AM-8D
AM-9

B-1

B-3

B-3D

B-5

BC-1

C-1

C2-411
DG2-10
DG2-12
DG2-13
DG2-15
F1/8TA15
F1/8TA15S
F2/8TA23
F2/8TA23S
F3/9TA30
G12-130
G12-130DC
G12-350
G12-355D
G12-370DXC
G16-130
G16-360
G2-130DC
G4-130
G4-130D
G4-130DC
G4-320
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Appendix to MEDA/2006/055

Medtronic Midas Rex Classic, GS and Legend Dissecting Tool Recall August 2006.
List of Affected Part Numbers.

G4-330 G8-340D MC30 S6-122D T14MH25
G4-330D G8-350 O-1 S6-218 T14MH30D
G4-340 G8-350D 0-2 S6-305 T15MH25
G4-340D G8-350DC 0-3 S6-305D T15MH30D
G4-350 G8-360 0-8 S6-310 TOMH25
G4-350D G8-360D QL-1 S6-310D TAC-120
G4-360 G8-365 R-1 S6-315 TAC-125
G4-365 G8-370 R-10 S6-315D TAC-125D
G4-370 G8-370D R-12 S6-320 TAC-130D
G4-380 G8-380 R-2 S6-320D TDQ-130D
G4-380D G8-450 R-3 S6-325 TLQ-125
G4-560 G8-460 R-31 S6-325D TU-10
G4-570 G8-560 R-32 S6-330 WH-1
G4-590 G8-570 R-33 S6-330D WH-2
G4-9250W G8-760 R-8 S6-335DSS WH-6
G4-932DC G8-860 RX-8 S6-340 End
G6-130 G8-932 S-1 S6-340D

G6-130D IF-220 S12-117 S6-340DXC

G6-130DC K-1 S12-117D S6-350

G6-223 K-3D S$12-330 S8-117

G6-320 M-1 S12-330D S8-117D

G6-325 M-10 S$12-340 S8-122D

G6-325D M-12 S12-340D S8-305

G6-330 M-17 S4-117 S8-310

G6-330D M-1717H S4-122 S$8-310D

G6-330DC M-17H S4-122D S8-315

G6-340 M-18H S4-212 S8-320

G6-340D M-2 S4-218 S$8-320D

G6-340DC M-24 S4-218SP S8-325

G6-350 M-25 S4-305 S$8-325D

G6-350D M-3 S4-310 S8-330

G6-360 M-31 S4-310D S8-330D

G6-360D M-31D S4-315 S8-333

G6-365 M-32 S4-315D S8-335DXC

G6-370 M-32D S4-320D S8-340

G6-370D M-33 S4-325 S$8-340D

G6-380 M-330 S4-325D S8-340DXC

G6-380D M-33D S4-330 S8-345DXC

G6-450 M-340 S4-340 S8-350

G6-560 M-340DXC S4-340D S8-350DXC

G6-570 M-35 S4-345DXC S8-360DXC

G6-6108H M-350DXC S4-350 S8-440

G6-6126 M-35D S4DG1-08 S8-840

G6-613 M-51 S4DG2-10 T12MH15

G8-130 M-52 S4DG2-11 T12MH20

G8-130D M-8 S4DG2-12 T12MH20D

G8-130DC M-8D S4DG2-14 T12MH25

G8-325 M-8DC S4DG2-15 T12MH25D

G8-330 M-9 S6-117 T12MH30D

G8-330D MC16 S6-117D T12MH35D

G8-340 MC254 S6-122 T12MH45D
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Appendix to MEDA/2006/055

Pictures of packaging illustrating underlined lot number.

PLEASE NOTE:

THE AFFECTED PRODUCT IS IDENTIFIED BY EXAMINING THE PRODUCT LOT NUMBER
ON THE INSERT LABEL AS SHOWN BELOW. ONLY PRODUCTS WITHOUT UNDERLINED

LOT NUMBERS NEED TO BE RETURNED.

TRITON AND MEDNEXT DISPOSABLE TOOLS ARE NOT AFFECTED BY THIS RECALL.

LOT NUMBER NOT UNDERLINED — RETURN PRODUCT TO MEDTRONIC

Reorder # 14MH30
[—D
= AM-8

Patent Pending

LOT NUMBER UNDERLINED — DO NOT RETURN PRODUCT

LOT 3640H Reorder # 14MH30
— —D
2008.01
= AM-8

Patent Pending
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