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Action list number 1 – Medical facilities 

1. We request that you immediately check your inventory for product within the scope of this 

FSCA.  Users should cease use and distribution of affected product and immediately 

quarantine the affected product.  

2. If you have affected product, mark the applicable checkbox on the Acknowledgement Form 

(Appendix 1) and contact Teleflex Customer Service by calling the phone number provided 

below.  This will allow us to document the amount of product you have on hand for return. A 

customer service representative will contact you with a Return Goods Authorisation (RGA) 

Number and will provide instructions for the return of products to Teleflex Medical. 

3. If you do not have affected product, mark the applicable checkbox on the Acknowledgement 

Form (Appendix 1) and return the form to Teleflex at the contact details provided. 

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 a copy of this field safety notice to all customers who have received impacted product.  

Each of your customers is then required to complete the Acknowledgement Form and return 

it to you. 

2. We request that you immediately check your inventory for affected product.  Cease use and 

distribution of, and immediately quarantine, the affected product.  You may then return all 

product in scope. 

3. As a distributor, you are then required to confirm to Teleflex that you have completed the 

field activity outlined in actions 1 and 2 of this Action List Number 2.  Upon completion of your 

actions, please forward the completed Acknowledgement Form to the e-mail address below. 

Important - Please ensure you only list batch numbers in scope of this field safety notice when 

completing this form. 

4. Please be aware that all European Economic Area/Switzerland, United Kingdom (EEA/CH/UK) 

and Turkey (TR) 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 

Customer Service by return e-mail to the e-mail address below. 

6. If you are a distributor and/or have a reporting responsibility within or outside the 

EEA/CH/UK/TR area, please notify your local Competent Authority of this action.  Please 

forward the notification and all communication with your local competent authority to 

Teleflex. 

 

Adverse reactions or quality problems experienced with the use of this product should be reported to 

Teleflex Customer Service at the contact information below. 

 

Teleflex 

Teleflex informs impacted 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.   
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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: Sales Assistant   Telephone: +31 (0) 088 00 215 00 
Email: productcomplaints.netherlands@teleflex.com 

 

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. 

 

The undersign confirms this notice has been notified to the appropriate Regulatory Authority. 

 

 

For and on behalf of Teleflex, 

 

 














