TMeleflex

Teleflex Medical

IDA Business & Technology Park,
Dublin Road, Athlone
Westmeath, Ireland

01 March 2021
URGENT - FIELD SAFETY NOTICE

Type of Action Recall
Teleflex Reference EIF-000456
Commercial Name Tracflex Plus Tracheostomy Tube Set, Cuffed, Sterile Pack;
Tracflex Plus PDT, Sterile
Product Code/Lot Number Refer to Appendix 2

Dear Customer

Details of affected devices
Teleflex has initiated a voluntary Field Safety Corrective Action (FSCA) for the above listed product.
Refer to Appendix 2 for a list of product codes and lots impacted.

Description of the problem & immediate actions required

Teleflex is initiating a Field Safety Corrective Action for the above-mentioned products due to reports
that the Tracheostomy cuff folded over the cannula tip of the Tracflex Plus Tracheostomy product,
resulting in an obstruction of the cannula and reduced oxygen flow. If the defect is present, and is not
recognised prior to use, adverse health consequences such as desaturation may result from the use
of the device for Tracheostomy patients in a hospital or homecare setting.

Our records indicate you have received products that are subject to this Field Safety Advisory
Notification.

Depending on your device location please adhere to the following Action list:

Device location Action List Number
Medical facilities (hospitals, medical staff, etc.) 1
Distributors 2

Action list number 1 — Medical facilities

1. We request that you check your inventory for product within the scope of this FSCA. Users
should cease use and distribution of impacted product and quarantine immediately.

2. If you do not have stock in scope of this FSCA mark the according checkbox on the
Acknowledgement Form (Appendix 1) and return the form to the fax number or e-Mail
address mentioned below.

3. If you do have stock in scope of this FSCA, mark the according checkbox on the
Acknowledgement Form (Appendix 1) and contact customer service by calling the phone
number mentioned below. Customer service will issue you with a return number. Write the
return number into the respective field in the Acknowledgement Form and return this form
immediately to Customer Service.
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4. Teleflex (or your local dealer) will issue a credit note upon receipt of the returned affected
product.

Action list number 2 — Distributors

1. Provide this field safety notice to all customers who have received product in scope of this
FSCA. Your customer is then required to complete the acknowledgement form and return to
you.

2. We request that you check your inventory for product within the scope of this FSCA. Cease
use and distribution of impacted product and quarantine immediately. You may then return
all product in scope, refer to Appendix 2 for the list of impacted codes & lots, to Teleflex.

3. As a distributor, you are then required to confirm to Teleflex that you have completed the
field activity outlined above. Upon completion of your actions, please forward the completed
Acknowledgement Form to Customer Service.

4. Please be aware that all European Economic Area/Switzerland (EEA/CH) and Turkey Member
State Competent Authorities in which Teleflex distribute directly will be notified by Teleflex.

5. If you have further distributed product outside of your country, please notify Teleflex by
return email to the e-Mail address below.

6. Ifyou are a distributor and/or have a reporting responsibility within or outside the EEA/CH/TR
region, please notify your local Competent Authority of this action. Please forward the
notification and all communication with your local competent authority to Teleflex.

Teleflex
Teleflex informs all customers, employees of Teleflex and distributors of this Field Safety Corrective
Action.

Transmission of this Field Safety Notice

This notice should be passed on to all persons who need to be aware within your organisation or to
any organisation where the potentially affected devices have been transferred. Please consider end
users, clinicians, risk managers, supply chain/distribution centres etc. in the circulation of this notice.
Maintain awareness of this notice until all required actions have been completed in your organisation.

Contact reference person
Should you require any further information or support concerning this issue, please contact:

Customer Service:
Contact: Nicole Morawiec Telephone: +41 (0) 31 818 40 90
FAX: +41(0)318184093 Email: info.ch@teleflex.com

Please be advised that all Economic Area/Switzerland (EEA/CH) and Turkey Member State Competent
Authorities to which Teleflex distribute directly will be notified by Teleflex. Teleflex is committed to
providing high quality, safe and effective products. We sincerely apologise for any inconvenience this
action may cause your operations. If you have any other questions, feel free to contact your local
sales representative or Customer Service.

For and on behalf of Teleflex,
Wanie Wesleer

Mario Wijker, Corporate VP, QA/RA
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Appendix 1

FIELD SAFETY CORRECTIVE ACTION

Customer No

ACKNOWLEDGEMENT FORM

PRODUCT FIELD ACTION BY TELEFLEX — IMMEDIATE ATTENTION REQUIRED
Ref. EIF-000456

RETURN COMPLETED FORM IMMEDIATELY TO:

FAX: +41(0)318184093

Email: info.ch@teleflex.com

|:|We confirm receipt of this FSN
and completed the required actions
contained therein. We confirm that
our inventory does NOT include
products affected by this Field

|:|We confirm receipt of this FSN and completed the required actions
contained therein. We confirm our inventory DOES include products
affected by this Field Action. The use and further distribution of the
affected products is stopped. All products are put on hold and the
amount below will be returned.

Action. Return Authorisation No
PLEASE PRINT PRODUCT QUANTITY NUMBERS CLEARLY
PRODUCT NUMBER LOT NUMBER QUANTITY (Returning)

® Include a copy of the completed Acknowledgement Form in the returns package with the returned units
e Ensure the RAN number is clearly visible on the returns package
e Please label returns as “Field Safety Returns”

Complete this Acknowledgement form and return immediately by using fax number or e-Mail

address above.

INSTITUTION NAME (EG NAME OF HOSPITAL, HEALTH CARE ORGANISATION)

INSITIUTION ADDRESS

Phone/FAX

FORM COMPLETED BY:

Stamp

PRINT NAME:

SIGNATURE:

DATE
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Appendix 2 — Product codes and Lots in Scope of EIF-000456

Product Code Lot Number Product Code Lot Number
KME20J2372 KME20L1524
121903-000050 121903-000060
KME20M2921 KME20L1525
20AT25 20AT44
20BT24 20BT08
20BT31 20BT22
20CT06 20BT24
20CT13 20BT38
20CT23 20BT46
20ET40 20CT28
20ET43 20CT37
20ET44 20ET28
20ET51 20ET37
20FT53 20ET44
20FT71 20ET51
20GT32 20FT12
KME20H1647 20FT23
KME20H2038 20FT28
KME20H2733 20FT45
KME20H2763 20FT53
KME20H2764 20FT66
KME20H3014 20GT13
121903-000070 KME20L1913 121903-000080 20GT24
KME20L2083 KME20G0449
KME20L2245 KME20H0143
KME20M0254 KME20H0278
KME20M0652 KME20H0414
KME20M0816 KME20H0595
KME20M1066 KME20H0596
KME20M1281 KME20H0685
KME20M1556 KME20H1611
KME20M1615 KME20H1612
KME20M2411 KME20H1637
KME20M2413 KME20H1640
KME20M2973 KME20H1643
KME20M3029 KME20J0085
KME20M3087 KME20J0351
KME20M3143 KME20J0352
KME20M3201 KME20J0547
KME20M3264 KME20J0590
KME20M3302 KME20J1712
KME21A0077 KME20J1713
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Appendix 2 — Product codes and Lots in Scope of EIF-000456

Product Code Lot Number Product Code Lot Number
20AT32 KME20J1714
20AT37 KME20J1721
20AT44 KME20J1790
20AT46 KME20J1791
20BT24 KME20J1792
20BT31 KME20J1905
20BT46 KME20J2030
20CT06 KME20J2262
20CT13 KME20J2263
20CT37 KME20J2371
20CT43 KME20J2681
20ET28 KME20J2682
20ET37 KME20J3115
20ET56 KME20J3116
20FT11 KME20J3294
20FT12 KME20K0035
20FT23 KME20K0128
20FT34 KME20K0129
20FT45 KME20K0200
20FT53 KME20K0232
20FT66 KME20K0233

121903-000090 121903-000080

20FT71 KME20K0345

20GT06 KME20K0440

20GT09 KME20K0693

20GT13 KME20K0695

20GT24 KME20K0840

20GT32 KME20K0864
KME20H0411 KME20K1063
KME20H1645 KME20K1839
KME20H1646 KME20K1895
KME20H2284 KME20K1947
KME20H2285 KME20K2074
KME20H2286 KME20K2152
KME20H2287 KME20L0364
KME20H2582 KME20L0492
KME20H3016 KME20L0543
KME20J0086 KME20L0544
KME20J0591 KME20L1035
KME20J0777 KME20L1121
KME20J0876 KME20L1254
KME20J3037 KME20L1440
KME20J3112 KME20L1442
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Appendix 2 — Product codes and Lots in Scope of EIF-000456

Product Code Lot Number Product Code Lot Number
KME20J3113 KME20L1982
KME20J3114 KME20L2081
KME20K0269 KME20M1028
KME20K0570 KME20M1132
KME20K1012 KME20M1968

121903-000080
KME20K1015 KME20M1987
KME20K1311 KME20M1988
KME20K1363 KME20M2527
KME20K1460 KME21A0208
KME20K1520 KME21A0290
KME20K2177 20AT53
KME20K2213 20BT24
KME20K3042 20BT46
KME20K3374 20CT06
KME20K3455 20CT13
KME20K3489 20CT37
KME20K3574 20CT43
KME20L0041 20ET24
KME20L0042 20ET40
KME20L0091 20ET43
KME20L0157 20GT32
121903-000090
KME20L0205 KME20G0077
KME20L0206 KME20G0211
KME20L0321 KME20G0295
KME20L0806 KME20H1857
KME20L0922 KME20H2393
121903-000100
KME20L0989 KME20H2583
KME20L2397 KME20H3017
KME20L2410 KME20J0088
KME20L2468 KME20J0089
KME20L2575 KME20J0090
KME20L2655 KME20J0092
KME20L2710 KME20J0093
KME20L2716 KME20J1575
KME20MO0001 KME20J1576
KME20MO0037 KME20J1947
KME20M0190 KME20J2370
KME20M0253 KME20J2414
KME20M1238 KME20J2415
KME20M1240 KME20J2786
KME20M1989 KME20J2956
KME20M1996 KME20K0534
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Appendix 2 — Product codes and Lots in Scope of EIF-000456

Product Code Lot Number Product Code Lot Number
KME20M2712 KME20K0668
121903-000090 KME20M2801 KME20K0690
KME20M2819 121903-000100 KME20K2695
20BT08 KME20K2756
20CT28 KME21A0291
20CT37 20AT25
20FT10 20CT13
121903-000110 20FT11 20CT37
20FT12 858003-000070 20ET43
KME20H2036 20ET51
KME20J2781 20FT71
KME20K1067 KME20H2040
858003-000050 20ET43 20AT44
20AT44 20CT23
20CT23 20CT37
20FT28 20CT43
20FT53 20ET37
20GT13 20FT23
20GT24 20FT45
20GT32 20FT53
KME20H0363 20FT66
KME20H0391 20FT71
KME20H0394 20GTO09
KME20H0730 20GT13
KME20H0793 20GT24
858003-000090
858003-000080 KME20H3015 KME20H1808
KME20J1934 KME20H1860
KME20J2136 KME20H1861
KME20J2137 KME20J2982
KME20J2138 KME20K0311
KME20J2139 KME20K1064
KME20K2951 KME20K1066
KME20L1119 KME20K3104
KME20L1120 KME20L0545
KME20L1329 KME20MO0535
KME20L1330 KME20MO0537
KME20L2082 KME20M0817
KME20M1241 KME20MO0818
20AT53 KME20M0819
858003-000100 20CT06 858003-000090 KME20M0820
20CT23 KME20M1242
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Appendix 2 — Product codes and Lots in Scope of EIF-000456

Product Code Lot Number Product Code Lot Number
20ET29 KME20M2528
858003-000090
20ET40 KME20M2530
KME20G0190 20AT47
KME20H1858 121904-000070 KME20L2066
KME20H2034 KME21A0451
KME20H2229 208708
20ET51
KME20H2396
858003-000100
KME20J0094 20FT66
121904-000080
KME20J1936 KME20L0515
KME20J2785 KME20L2080
KME20K0691 KME20L2153
KME20K2755 20CT13
KME20M1464 20CT28
KME20M1986 20FT45
121904-000090
208708 KME20K0902
20CT28 KME20L2307
20FT10 KME21A0724
858003-000110 20FT11
KME20H1859
KME20J1008

KME20J2977




