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Urgent Field Safety Notice (FSN)
BD BBL™ CultureSwab™ EZ Collection & Transport System

1. Information on Affected Devices

1. Device Type(s)*

The BD BBL™ CultureSwab™ EZ Systems are self-contained, ready-to-use specimen
collection systems that provide a simplified method for the transport and maintenance of
viable microorganisms. Each individually wrapped device consists of one sterile
polyurethane-tipped swabs on plastic shafts attached to a cap within a tube.

The product is labelled as sterile.

=

Exemplificative drawing of a BD BBL™ CultureSwab™ EZ Collection & Transport System in its paper-
film thermo-sealed peel-pouch packaging.
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Exemplificative inner box label and outer carton label of BD BBL™ CultureSwab™ EZ Collection &
Transport System.

2. Commercial name(s)

BD BBL™ CultureSwab™ EZ Collection & Transport System

3. Unique Device Identifier(s) (UDI-DI)

38053326002145

4. Primary clinical purpose of device(s)

The BD BBL™ CultureSwab™ EZ Single Swab Specimen Collection and Transport Systems
are sterile devices and ready-for-use systems intended for clinical samples drawing. The
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swab is suitable for short contact with the human body for collecting and transporting
aerobic microbiological specimens.

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

Reference number: 220144.

6. Software version

Not applicable.

7. Affected serial or lot number range

Lot numbers 2415377 and 2419326.
See attached "FSN-2025-0001 AppendixX’ for distribution details.

8. Associated devices

Not applicable.

2 Reason For Field Safety Corrective Action (FSCA)

1. Description of the product problem

Copan detected that the swabs included in 220144 may result less resistant than expected
to mechanical stress. This may result in breakage of the swab (device failure) before or
during product usage.

Breakage occurs in a specific point of the shaft, dividing the shaft in two pieces: the piece
with the tipped end (which is the one that would come in contact with the patient) is about
8 cm long and the other piece is about 6 cm long.

It should be noted that the swab component included in 220144 is not expected to break
nor to show any break point.

2. Hazard giving rise to the FSCA

Considering usage conditions according to device’s instructions for use, no impact on user’s
state of health has been evaluated as associated to this device Failure.

On the other hand, the patient’s impact assessed for this device failure can result either in
patient’s discomfort, need to repeat the sample collection procedure, collection site
irritation, collection site injury, or patient’s death, when the defect occurs while using the
device on patient.

3. Probability of problem arising

The device failure is caused by a defect affecting the device swab component. The defect is
not visible to the naked eye, hence affected product cannot be easily recognized by the
user.

The device could show the failure:

- Either before using the product on patient for sample collection (for example, while
taking the device out of the tube). As a consequence, in case of device failure
occurring, the device could be discarded, as indicated in the product’s instructions
for use (WARNING AND PRECAUTIONS nr. 8: “Do not use if the swab is visibly
damaged (i.e., if the swab tip or swab shaft is broken).”),

- Orwhile using the product on patient for sample collection.

The affected lot of swab component is composed of 52 different batches. Based on
conducted tests on swab component itself, the swab batch’s failure occurrence is up to
29.6%.

4. Predicted risk to patient/users

Overall and based on the device failure incidence, the patient’s impact, varying among the
ones described above, has been assessed as very likely to occur.

The severity and probability of occurrence of each patient’'s impact scenario (patient’s
discomfort, need to repeat the sample collection procedure, collection site irritation,
collection site injury, or patient’s death) depend on the specific usage of the device made
by healthcare professionals for the purpose of collecting a clinical sample from the human
body.

WWW.copangroup.com




FSN Ref: FSN-2025-0001 FSCA Ref: FSCA-2025-0001

5. Further information to help characterise the problem

Due to the defect nature, device failure in case of defect presence is very likely to occur.

6. Background on Issue

The device failure has been firstly detected during quality inspections of foam swabs
products performed at Copan’s site.

It should be noted that swab componentincludedin 220144 are purchased from an external
supplier. The root cause of the issue has been identified as a mix up of different shafts
(shafts with score-line incorrectly mixed with shafts without score line), occurred at
supplier’s site, during manufacturing of a specific lot number of these swabs included in
220144,

A traceability analysis of this specific swabs lot led Copan to identify lot numbers 2415377
and 2419326 of item 220144, for which this field action has been initiated.

All the verifications conducted up to date, including mechanical tests both on Copan’s and
supplier’s side, suggest that the device failure affects only this specific lot of swabs and
related finished products.

As containment action, the current COPAN ITALIA Spa stock of specific lot of swabs and
related finished and semifinished product has been blocked and destined for disposal.
Based on Copan’s knowledge, no serious injuries and/or deaths have occurred as a result of
the failure of the device in question.

7. Otherinformation relevant to FSCA

No other information to be shared.

3. Type of Action to mitigate the risk

1. Action To Be Taken by the User
(1 Identify Device [ Quarantine Device [0 Return Device Destroy Device
O On-site device modification/inspection
O Follow patient management recommendations
[0 Take note of amendment/reinforcement of Instructions For Use (IFU)
Other O None
- Todispose of all the available inventory of affected products included in this FSN.
- To trace the distribution status of all affected products included in this FSN (if

applicable) and to forward this communication to any involved customer who
received those products.

2. By when should the action | As soon as practicable based on affected lots’ distribution
be completed? status.

3. Particular considerations for: Not applicable.

Is follow-up of patients or review of patients’ previous results recommended?
Not applicable.

4. |s customer Reply Required? Yes. Please fill in attached “FSN-
2025-0001 Appendix'.
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5. Action Being Taken by the Manufacturer

Product Removal 0 On-site device modification/inspection
O Software upgrade O IFU or labelling change
O Other O None

Product removal is intended to be applied on manufacturer’s current remaining
inventory. Currently, all the remaining inventory has already been blocked and destined
for disposal.

6. By when should the action Not applicable.
be completed?
7. Is the FSN required to be communicated to Not applicable.

the patient /lay user?

8. If yes, has manufacturer provided additional information suitable for the patient/lay
user in a patient/lay or non-professional user information letter/sheet?

Not applicable.
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4. General Information

1. FSN Type New

2. For updated FSN, reference Not applicable.
number and date of previous
FSN

3. For Updated FSN, key new information as follows:

Not applicable.

4. Further advice or information No
already expected in follow-up
FSN?

5. If follow-up FSN expected, what is the Further advice expected to relate to:

Not applicable.

6. Anticipated timescale for follow- Not applicable.
up FSN

7. Manufacturer information
(For contact details of local representative refer to first page of this FSN)

a. Company Name COPAN ITALIA Spa

b. Address

c. Website address

8. The Competent (Regulatory) Authority of your country has been informed about
this communication to customers. *
No.

9. List of attachments/appendices: | FSN-2025-0001 Appendix

10. 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 fFeedback.
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