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Urgent Field Safety Notice (FSN)

Peristeen Plus

1. Information on Affected Devices*

1. Device Type(s)*

Wiy 4 4 ,

2. Commercial name(s)
Peristeen Plus water bag

3. Unique Device ldentifier(s) (UDI-DI)
Peristeen Plus Transanal Irrigation with balloon catheters — system and accessories

Peristeen Plus Transanal Irrigation with cone catheters — system and accessories

4. Primary clinical purpose of device(s)*
Peristeen Plus TAI system is intended to promote evacuation of the contents in the lower

and the descending colon. The Peristeen Plus accessories are intended to be used as
part of the TAI systems.

5. Device Model/Catalogue/part number(s)*
29140, 29141, 29148, 29160, 29161

6. Software version
Not applicable

7. Affected serial or lot number range

DE: 7889735, 7889736, 7889743, 7889746, 7889747 — invoice date 01. to 18.06.2021

8. Associated devices
The FSN concerns the waterbag, which is provided together with other accessories required to

perform the trans anal irrigation procedure.

2 Reason for Field Safety Corrective Action (FSCA)*

1. Description of the product problem*
Peristeen Plus presents a temperature indicator on the water bag that is intended to serve as

supplemental visual aid use.
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During a routine stability test of the Peristeen Plus temperature indicator, inconsistencies were
observed. As a result further investigation was initiated. The issue has only been observed in a
laboratory setting. No complaints have been reported by end users/users.

While users are already instructed by labelling to also check the temperature by other means, a
faulty temperature indicator may lead to a potential risk for users mis-evaluating the water
temperature when preparing the device for use, and therefore using temperatures outside of
recommended range.

2 2. Hazard giving rise to the FSCA*

The water for irrigation should be lukewarm (34—40°C). The user can check the water
temperature by running the water over your wrist to feel if it is lukewarm. If the water is
too hot, it may harm the delicate lining of the bowel and if it is too cold, stomach cramps
may occur.

2 3. Probability of problem arising

So far, the issue has only been observed in a laboratory setting. No complaints have been
reported by users/end users.

2 4. Predicted risk to patient/users

Under the assumption that the users will follow the advice given in this Field Safety Notice,
no risk will arise. Furthermore, most of the patients already receiving the product are
experienced Peristeen users and are previously trained in the use of products without the
temperature indicator.

2 5. Further information to help characterise the problem

Coloplast has taken actions to re-work all items including the water bags by removing the
water temperature indicator and adding additional information to the IFU. Unfortunately,
we have identified that on a few lots the water temperature indicator could potentially still
be on the product. As a result we have decided to re-run this Field Safety Notice. When
the advice is followed the risk is eliminated.

2 6. Background on Issue

During a routine stability test, inconsistencies were observed. As a consequence, further
investigation was initiated.

2 7. Other information relevant to FSCA

Not applicable.

3. Type of Action to mitigate the risk*

3. | 1. Action To Be Taken by the User*

O Identify Device [ Quarantine Device 0 Return Device [0 Destroy Device
[0 On-site device modification/inspection

O Follow patient management recommendations

[J Take note of amendment/reinforcement of Instructions For Use (IFU)

Other O None

Follow the additional information provided in the letter to Peristeen Plus end user.

3. | 2. By when should the Immediately upon receipt of this notice the letter for the
action be completed? Peristeen Plus end user should be sent to all users that
already have received Peristeen Plus. Additionally, the
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letter must be attached to all distributed products until
Peristeen Plus with the updated IFU is delivered.

3. | 3. Is customer Reply Required? * Yes
(If yes, form attached specifying deadline for return)

3. | 4. Action Being Taken by the Manufacturer

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

IFU will be updated accordingly for all products not yet on the market.

3 | 5. By when should the July 2nd 2021
action be completed?

3. | 6. Isthe FSN required to be communicated to the patient Yes
/lay user?

3 | 7. Ifyes, has manufacturer provided additional information suitable for the patient/lay
user in a patient/lay or non-professional user information letter/sheet?

Yes
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4. General Information*

4. | 1. FSN Type* Update

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

a. Company Name Coloplast A/S
b. Address DK — 3050 Humlebaek
c. Website address www.coloplast.com

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

4. | 4. Listof attachments/appendices: | End-user-letter
5. 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.

Please transfer this notice to other organisations on which this action has an impact.

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.

Note: Fields indicated by * are considered necessary for all FSNs. Others are optional.



