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Molnlycke’

FSN Ref: 2019-12 (02) FSCA Ref: 2019-12 (02)
Date: 26 Feb 2020

Urgent Field Safety Notice
Molnlycke® Procedure Trays

For Attention of: Theatre Manager

Contact details of local representative (name, e-mail, telephone, address etc.)
Name: Local Customer Care contact will be added for each specific market

Email: XXX.XXX@molnlycke.com

Telephone: FXXXXXXXXXXXXXX
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Molnlycke’

FSN Ref: 2019-12 (02) FSCA Ref: 2019-12 (02)
Date: 26 Feb 2020

Urgent Field Safety Notice (FSN)
MoInlycke® Procedure Trays
Protective flanges coming away from trocar cannula included in
Méinlycke® Procedure Trays

1. Information on Affected Devices

1. Device Type(s)

Components:
Optical Trocar 12mm / 100mm, MéInlycke component code 2319428-00

Included in various Mdinlycke® Procedure Trays
MdInlycke® Procedure Trays consist of customized configurations of components, which
are assembled and delivered sterile within one packaging solution.

2. Commercial name(s)

See Appendix | Product Table

3. Primary clinical purpose of device(s)

A trocar consists of an obturator and a cannula that are assembled and locked together
during insertion through the abdominal wall tissue layers to create a port to the
abdominal cavity.

The Optical Trocar is a sterile single patient use device. The trocar is designed to
establish a port of entry for endoscopic instruments during minimally invasive surgical
procedures. The secondary function is to maintain pneumoperitoneum in the abdominal
cavity. The Optical Trocar can be used with or without visualization for primary and
secondary insertions.

The Universal cannulas, included in the trocar range, are seen as accessories since
they can’t be used without using an obturator from the trocar.

The clinical purpose of MdInlycke® Procedure Trays is to provide a customized sterile
co-packing of components for different clinical interventions.

4. Device Model/Catalogue/part number(s)

See Appendix | Product Table

5. Affected serial or lot number range
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[

| See Appendix | Product Table

2 Reason for Field Safety Corrective Action (FSCA)

1. Description of the product problem*

MdlInlycke has, through our product complaint system, become aware of situations where
the protective flanges come away from trocar cannula.

Médlinlycke is initiating a Field Safety Corrective Action on specific batches of the trocar
and trocar cannula, which Mélnlycke includes in some of the MdInlycke® Procedure
trays.

2. Hazard giving rise to the FSCA*

The reported incidents are potentially serious to patients as the disconnected flanges
could cause a significant delay to surgery. When not retrieved, foreign bodies can lead to
various post-operative complications and the need for a new surgery. No injury to patient
has been reported.

3. Type of Action to mitigate the risk

1. Action To Be Taken by the User
Identify Device
Destroy Device

Please use the information in the Product Table in Appendix | to identify all affected,
unused MoInlycke® Procedure trays at your facility.

Please follow below instructions:

1. Attach this Field Safety Notice (FSN) to the MéInlycke® Procedure trays stated
in Appendix |. At the point of use, the user is required to remove the affected
devices (components) from the Moéinlycke® Procedure trays, destroy them and
following this, update the amount of trays from which affected devices
(components) have been destroyed in the Appendix Il Customer Reply Form.

2. Once all affected trays have been utilized, and all affected devices (components)
are destroyed, please sign and email/fax the Customer Reply Form or
Distributor Reply Form per its instructions.

3. Fill out the Customer Reply Form (Appendix Il) or Distributor Reply Form
(Appendix IIl), and return it back within 10 business days, (even if you no longer
have any concerned Moinlycke® Procedure trays). MdInlycke needs to be sure
all customers are aware of the situation.

4. When completed and signed Customer Reply Form or Distributor Reply Form
is received by Mdlnlycke, Mdinlycke will contact you regarding compensation for
the affected components destroyed.

5. If you have forwarded any affected products to other healthcare institutions, please
send them a copy of this Field Safety Notice. Make sure they act accordingly.

6. If you are a distributor, please inform your customers by sending them a copy of
this Field Safety Notice. Make sure they act accordingly. Please return the
Distributor reply form in Appendix lll to MdInlycke.
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Molnlycke

FSN Ref: 2019-12 (02) FSCA Ref: 2019-12 (02)
Date: 26 Feb 2020

In addition, M&lInlycke appreciates your help in collecting data on product complaints
and/or incidents related to the concerned product. Please follow the reporting procedures
established by your facility.

3 2. Is customer Reply Required? Yes (Within 10
business days)

4. General Information

4. | 1. FSN Type New
4. | 2. Further advice or information No
already expected in follow-up
FSN?

4. | 3. Manufacturer information
(For contact details of local representative refer to page 1 of this FSN)

a. Company Name MdInlycke Health Care AB
b. Address Box 130 80, SE-402 52 Gothenburg, Sweden
c. Website address www.molnlycke.com

4. | 4. The Competent (Regulatory) Authority of your country has been informed about this
communication to customers.

4. | 5. Listof attachments/appendices: | Appendix | Product table
Appendix || Customer Reply Form
Appendix Ill Distributor Reply Form

4. | 6. Name/Signature

Transmission of this Field Safety Notice

This notice needs to be passed on all those who need to be aware within your organisation or to
any organisation where the potentially affected devices have been transferred. (As appropriate)

Please transfer this notice to other organisations on which this action has an impact. (As
appropriate)

Please maintain awareness on this notice and resulting action for an appropriate period to ensure
effectiveness of the corrective action.

Please report all device-related incidents to the manufacturer, distributor or local representative,
and the national Competent Authority if appropriate, as this provides important feedback.
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Appendix |

Product table

To be added for each market
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FSN Ref: 2019-12 (02)
Date: 26 Feb 2020

Appendix i
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FSCA Ref: 2019-12 (02)

Customer Reply Form

1. Field Safety Notice (FSN) information

FSN Reference number

2019-12 (02)

FSN Date

26 Feb 2020

Product/ Device name

See Appendix | Product table

Product Code(s)

See Appendix | Product table

Batch/Serial Number (s)

See Appendix | Product table

2. Customer Details

Account Number

Healthcare Organisation Name*

Organisation Address*

Department/Unit

Shipping address if different to above

Contact Name*

Title or Function

Telephone number*

Email*

3. Customer action undertaken on behalf of Healthcare Organisation

O | confirm receipt of the Qty: Product name and Lot Number:
Field Safety Notice and
that | read and understood Qty: Product name and Lot Number:
its content.
ty: Product d Lot Number:
| have destroyed affected W E S S S
devices — enter number Qty: Product name and Lot Number:
destroyed and date
complete. Qty: Product name and Lot Number:
Qty: Product name and Lot Number:
Qty: Product name and Lot Number:
N/A Comments:
O | confirm receipt of the
Field Safety Notice and
that | read and understood
its content.
| do not have any affected
devices.
Print Name*
Signature*
Date*
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FSN Ref: 2019-12 (02)
Date: 26 Feb 2020

o’...
Molnlycke

FSCA Ref: 2019-12 (02)

4. Return acknowledgement to sender

Email

vigilance@molnlycke.com

Customer Helpline

FXXXXXXXXXXXXXX

Postal Address

MélInlycke Health Care,
Box 130 80, SE-402 52
Gothenburg, Sweden

Fax

+46 31 722 34 00

Deadline for returning the customer reply
form*

Within 10 days

Mandatory fields are marked with *

It is important that your organisation takes the actions detailed in the FSN and

confirms that you have received the FSN.

Your organisation's reply is the evidence we need to monitor the progress of the
corrective actions.
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FSN Ref: 2019-12 (02)
Date: 26 Feb 2020

Appendix ll
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FSCA Ref: 2019-12 (02)

Distributor Reply Form

5. Field Safety Notice (FSN) information

FSN Reference number*

2019-12 (02)

FSN Date* 26 Feb 2020
Product/ Device name* See Appendix | Product table
Product Code(s) See Appendix | Product table

Batch/Serial Number (s)

See Appendix | Product table

6. Distributor Details

Company Name*

Account Number

Address*

Shipping address if different to above

Contact Name*

Title or Function

Telephone number*

Email*

7. Return acknowledgement to Sender

Email

Pre-filled by manufacturer/sender/requester

Distributor Helpline

Pre-filled by manufacturer/sender/requester

Postal Address

Pre-filled by manufacturer/sender/requester

Web Portal

Pre-filled by manufacturer/sender/requester

*

Deadline for returning the Distributor reply form

Pre-filled by manufacturer/sender/requester

8. Distributors (Tick all that apply)

*| confirm the receipt, the reading and
understanding of the Field Safety
Notice.

| have checked my stock and
quarantined inventory

| have identified customers that
received or may have received this
device

| have attached customer list

| have informed the identified
customers of this FSN

Date of communication:

| have received confirmation of reply
from all identified customers

O OO Oo0oad
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FSN Ref: 2019-12 (02)
Date: 26 Feb 2020
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Molnlycke’

FSCA Ref: 2019-12 (02)

D | have destroyed affected devices — Qty: Product name and Lot Number:
enter number destroyed and date
complete. Qty: Product name and Lot Number:
Qty: Product name and Lot Number:
Qty: Product name and Lot Number:
Qty: Product name and Lot Number:
Qty: Product name and Lot Number:
Qty: Product name and Lot Number:
N/A Comments:
D Neither | nor any of my customers has
any affected devices in inventory

Print Name*

Signature*

Date *

Mandatory fields are marked with *

It is important that your organisation takes the actions detailed in the FSN and

confirms that you have received the FSN.

Your organisation's reply is the evidence we need to monitor the progress of the
corrective actions.
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Field Safety Notice Ref: 2019-12 (02) - MdInlycke® Procedure Trays
Affected products numbers globally

Product LOT Product Name S;\QIZN GMDN term
97004174-07]119472321 Laparoscopic surgical procedure Kit,
P44096 . .
non-medicated, single-use
97004174-07]19483111 Laparoscopic surgical procedure Kit,
P44096 . .
non-medicated, single-use
97038334-19] 19456238 Laparoscopic surgical procedure Kit,
P44096 . .
non-medicated, single-use
97068231-05|19470193 Laparoscopic surgical procedure Kit,
P44096 . .
non-medicated, single-use
97068231-05|19470194 Laparoscopic surgical procedure Kit,
P44096 . A
non-medicated, single-use
97073156-04]19365944 General surgical procedure kit, non-
P33961 . .
medicated, single-use
97073156-04]19442268 General surgical procedure kit, non-
P33961 . .
medicated, single-use
97081744-04119331764 Laparoscopic surgical procedure Kit,
P44096 . A
non-medicated, single-use
97081744-04]119483937 Laparoscopic surgical procedure Kit,
P44096 . A
non-medicated, single-use
97085000-04| 19464061 P44096 Laparoscoplc_surglcal _procedure kit,
non-medicated, single-use
97085000-04| 19464063 P44096 Laparoscoplc_surglcal _procedure kit,
non-medicated, single-use
97085000-04| 19465955 P44096 Laparoscoplc'surglcal 'procedure kit,
non-medicated, single-use
97085044-03]19462446 Laparoscopic surgical procedure Kit,
P44096 : .
non-medicated, single-use
97085044-03] 19478064 Laparoscopic surgical procedure Kit,
P44096 : .
non-medicated, single-use
97086927-00|19343469 Laparoscopic surgical procedure Kit,
P44096 : .
non-medicated, single-use
97086927-00] 19459934 Laparoscopic surgical procedure kit,
P44096 : .
non-medicated, single-use
97088030-01]19472258 Laparoscopic surgical procedure kit,
P44096 : .
non-medicated, single-use
97089667-08]19452893 Laparoscopic surgical procedure Kit,
P44096 : .
non-medicated, single-use
97089684-06]|19333442 Laparoscopic surgical procedure kit,
P44096 : .
non-medicated, single-use
97089684-06]19363043 Laparoscopic surgical procedure Kit,
P44096 : .
non-medicated, single-use
97090441-00| 19484865 Laparoscopic surgical procedure Kit,
P44096 : .
non-medicated, single-use
97091162-00119471090 Laparoscopic surgical procedure kit,
P44096 : .
non-medicated, single-use
97092724-00]19343628 Laparoscopic surgical procedure Kit,
P44096 : .
non-medicated, single-use
97095336-01] 19435307 Laparoscopic surgical procedure kit,
P44096 : .
! non-medicated, single-use




Mélnlycke ref:

2019-12 (02)

97095336-01

19439027

97095469-01

19357605

97096956-00

19471285

97101972-01

19373375

97103187-00

19466220

97103188-00

19364666

97103188-00

19484473

97103690-00

19359134

97103690-00

19451642

97106868-10

19463986

97106868-11

19479626

97107983-02

19417059

97108667-00

19367924

97109414-00

19423126

97110376-00

19467626

97003509-07

19490116

97085861-03

19472577

97009969-10

19484863

97062176-11

19392101

97083876-01

19472785

97085734-06

19385672

97089411-01

19374443

97090022-09

19466635

97090022-09

19466636

97090022-09

19466638

97094416-00

19436088

97094417-00

19404727

Molnlycke

Laparoscopic surgical procedure Kit,

P44096 : .
non-medicated, single-use
P44096 Laparoscoplc.surglcal .procedure kit,
non-medicated, single-use
P44096 Laparoscoplc.surglcal .procedure kit,
non-medicated, single-use
P44096 Laparoscoplc.surglcal .procedure kit,
non-medicated, single-use
P44096 Laparoscoplc.surglcal .procedure kit,
non-medicated, single-use
P44096 Laparoscoplc.surglcal .procedure kit,
non-medicated, single-use
P44096 Laparoscoplc.surglcal .procedure kit,
non-medicated, single-use
P44096 Laparoscoplc_surglcal _procedure kit,
non-medicated, single-use
P44096 Laparoscoplc_surglcal _procedure kit,
non-medicated, single-use
P44096 Laparoscoplc_surglcal _procedure kit,
non-medicated, single-use
P44096 Laparoscoplc_surglcal _procedure kit,
non-medicated, single-use
P44096 Laparoscoplc_surglcal _procedure kit,
non-medicated, single-use
P44096 Laparoscoplc_surglcal _procedure kit,
non-medicated, single-use
P44096 Laparoscoplc_surglcal _procedure kit,
non-medicated, single-use
P44096 Laparoscoplc_surglcal _procedure kit,
non-medicated, single-use
P44096 Laparoscoplc_surglcal _procedure kit,
non-medicated, single-use
P44096 Laparoscoplc_surglcal _procedure kit,
non-medicated, single-use
P44096 Laparoscoplc_surglcal _procedure kit,
non-medicated, single-use
P44096 Laparoscoplc_surglcal _procedure kit,
non-medicated, single-use
P44096 Laparoscoplc_surglcal _procedure kit,
non-medicated, single-use
P33961 General sur_glcal prqcedure kit, non-
medicated, single-use
P44096 Laparoscoplc_surglcal _procedure kit,
non-medicated, single-use
P60755 Urological sgrglcal pr_ocedure kit, non-
medicated, single-use
P60755 Urological sgrglcal pr_ocedure kit, non-
medicated, single-use
P60755 Urological sgrglcal pr_ocedure kit, non-
medicated, single-use
P44096 Laparoscoplc_surglcal _procedure kit,
non-medicated, single-use
P44096 Laparoscopic surgical procedure kit,

non-medicated, single-use
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97098953-00

Molnlycke

19386829

97098953-00

Laparoscopic surgical procedure Kit,
non-medicated, single-use

97098953-00

Laparoscopic surgical procedure Kit,
non-medicated, single-use

97101447-00

Laparoscopic surgical procedure Kit,
non-medicated, single-use

97103129-01

Laparoscopic surgical procedure Kit,
non-medicated, single-use

P44096
19409002 P44096
19459064 P44096
19499143 P44096
19479878 P44096

Laparoscopic surgical procedure Kit,
non-medicated, single-use






