










Appendix 1: CUSTOMER/USER Reply Form

1. Field Safety Notice (FSN) information
FSN Reference number FSN24-001
FSN Date 8 March 2024
Product/ Device name STYLAGE M LIDOCAINE
Product Code(s) SPF255
Batch/Serial Number (s) 232281101

2. Customer Details
Healthcare Organisation Name

Organisation Address

Contact Name
Title or Function
Telephone number
Email

3. Customer action undertaken on behalf of Healthcare Organization

I confirm the receipt, the reading and understanding of the Field Safety Notice

I put in Quarantine all affected devices.

The information and required actions have been brought to the attention of all 
relevant users and executed.

I have identified affected devices - enter number of devices to be returned.

Quantity (number of boxes to be returned): ___________________
No affected devices are available for return.

I performed all actions requested by the FSN.

Date : Name : Signature :



4. Return acknowledgement to sender - (Case where sender is Distributor 
/Pharmacy) 

Email Pre-filled by sender/requester

Distributor Helpline Pre-filled by sender/requester

Postal Address Pre-filled by sender/requester

Deadline for returning the customer reply 
form

Pre-filled by sender/requester

4.Return acknowledgement to sender – (Case where Sender is Vivacy France)

Email vigilance@vivacy.fr

Laboratoires VIVACY helpline +33 (0)4 84 79 05 03

Postal Address Laboratoires VIVACY
252 rue Douglas Engelbart
ArchParc, 74160 Archamps, France

Deadline for returning the customer reply 
form

22 March 2024

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.



Appendix 2 : DISTRIBUTOR / PHARMACY Reply Form

1. Field Safety Notice (FSN) information
FSN Reference number FSN24-001
FSN Date 8 March 2024
Product/ Device name STYLAGE M LIDOCAINE
Product Code(s) SPF255

Batch/Serial Number (s) 232281101

2.Distributor/Importer Details
Company Name

Address

Contact Name
Title or Function
Telephone number
Email

3. DISTRIBUTORS / PHARMACY

I confirm the receipt, the reading and understanding of the Field Safety Notice

I confirm I have received boxes from affected batch.

Number of boxes initially received: ___________

I have checked my stock and put in quarantine all affected devices.

Number of boxes put in quarantine; ___________

I have identified customers that received or may have received this device.

Number of boxes sold: ___________

I have informed the identified customers of this FSN.

Date of communication: ______________________
Number of customers informed: ________________

I have received confirmation of reply from all identified customers.



I have collected and isolated all affected devices, ready to be returned.

Quantity to be returned (number of boxes):___________________

Neither I nor any of my customers has any affected devices in inventory

Name :

Signature :

Date :

4. Return acknowledgement to Sender

Email vigilance@vivacy.fr

VIVACY Helpline +33 (0)4 84 79 05 03

Postal Address Laboratoires VIVACY
252 rue Douglas Engelbart
ArchParc, 74160 Archamps, France

Deadline for returning the 
Distributor/Importer reply form 22 March 2024

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.




