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Urgent Safety Information 

Recall 

for 

REF SUJ14   25GA Backflush/ Extrusion Handpiece blunt, 6/Box 

---------------------------------------------------------------------------------------------------------------------------  
 
Date: 02.12.2020  
  
Sender: Bausch + Lomb GmbH 
Im Schuhmachergewann 4 
D-69123 Heidelberg 
 
 
To healthcare professionals who use this product: 
  
Dear Sir or Madam, 
we would like to inform you about the following recall: 
   
Affected products:  REF SUJ14   25GA Backflush/ Extrusion Handpiece blunt, 6/Box 

Lot HD2007193 
Lot HD2008208 
Lot HD2008216 
Product category: Non-active ophthalmologic Products 

Field of application:  

The Backflush Extrusion Handpieces are terminally sterilized single use instruments for fluid handling 
in vitreoretinal surgery. 

Description of the problem: 

There was feedback that the 25GA handpiece did not fit through the 25GA trocar system. 

The recall for these 3 affected lot numbers is made because some packages of the affected lots may 
contain a 23GA handpiece. This handpiece has a larger cannula diameter. The 23GA handpiece 
cannot be inserted through the 25GA trocar system. 
 
The 23GA handpiece contains the wrong color coding, the blue O-ring, but the cannula has the larger 
diameter of 23GA.  
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Health Hazard Evaluation 
 
Summary: 
 

No direct harm to the patient is expected, except that the patient's wound healing may take longer 
than it would when using a smaller trocar, provided the surgeon decides to continue with the 23GA 
trocar. 

In cases of retinal detachment, where surgery can be time-consuming, discontinuation of surgery 
could be critical, if the surgeon decides to abort the operation due to the unavailability of 
appropriate instruments.  

In cases where the problem is not detected until after the surgery has begun, delaying the surgery 
may result in postoperative infection or hypotension.  
 
The overall risk is assessed to be low to moderate.   
 
 
One sample for product labeling with lot number: 
 
Labeling on the blister:   
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Labeling on the cardboard packaging:   
       
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
The lot numbers concerning the recall are: 
 
Lot HD2007193      Lot HD2008208     Lot HD2008216 
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Measures to be initiated: 

1. Quarantine or separate the product: 
- Please separate the packages of the Lots HD2007193, HD2008208 and HD2008216 
- Affected products must be quarantined.  
- We will then ask you to fill out the quarantine confirmation form for the affected products 

as well as the number of affected units per lot in your inventory 
- Please send the form to Bausch + Lomb Customer Service within one week  

(date: 10-12-2020): 
 
Facsimile:  01805 90 94 90 94 Email:    kundenservice@bausch.com 
Phone: 0800 58 93 114 
 

- Please copy the confirmation form and enclose this copy with the separated goods. 
 
 

2. Return the product: 
- Send all packages of lots HD2007193, HD2008208, and HD2008216 along with a copy of 

the confirmation form as soon as possible, but no later than 31.12.2020, to the following 
address: 

 
                      Bausch + Lomb GmbH 
                      Quality Management 

Im Schuhmachergewann 4 
69123 Heidelberg 
Germany 

  

Please ensure that all persons in your organization who have a need to be informed are aware of this 
"Urgent Safety Information". Please retain this information at the least until the action has been 
completed. 

The “Bundesinstitut für Arzneimittel und Medizinprodukte” (Federal Institute for Drugs and Medical 
Devices) has received a copy of this "Urgent Safety Information".  

The decision to carry out this recall is part of our commitment to quality and satisfaction of our 
customers. We apologize for any inconvenience and assure you that we are working hard to 
complete the present recall as quickly as possible.  

If you have any questions, you can reach us at: 
 
Phone: 0800 58 93 114     Email:    kundenservice@bausch.com 

Kind regards,  

Sabine Kaufmann  
Safety Officer MPG  

mailto:kundenservice@bausch.com
mailto:kundenservice@bausch.com
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QUARANTINE CONFIRMATION FORM (page 1 of 2) 

 

REF SUJ14   25GA Backflush/ Extrusion Handpiece blunt, 6/Box 

Lot HD2007193 
Lot HD2008208 
Lot HD2008216 
 
Legal Manufacturer: Bausch + Lomb GmbH Heidelberg 

We would like to ask you to confirm whether products with the listed lot numbers are in your stock 
and to first quarantine and then return them to us.  

In this case, we ask you to refrain from returning them via the wholesaler.  
Of course, upon receipt of your return regarding the recall, a credit note of 100% will be initiated 
accordingly. 
 

Product Lot Number Received 
units   
in 6/box   

Units used  
in pieces 

Units in stock 
in pieces 

Signature of the 
responsible 
person 

SUJ14  HD2007193     

SUJ14  HD2008208     

SUJ14  HD2008216     

 

How many boxes do you expect to return?  

Please enter the estimated number of shipping cartons to be returned here: ___________       

 

For the return shipment please use the service provider UPS. If you have any questions about 
shipping, please visit the UPS website at:  

https://www.ups.com 

Use the account number below for free shipping with UPS. 

UPS Account number:  E95445 
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QUARANTINE CONFIRMATION FORM (page 2 of 2) 

 

� I hereby confirm that the above products have been quarantined as a precautionary measure 
and that they will be returned.   

 
� I hereby confirm that none of the above mentioned products are in stock. 

 
 
 
 
 

  
Name of the institution   Phone number 

 

 

  
Date     Name  

 

  
Bausch + Lomb Customer number Signature 

 
 
Please return the completed and signed confirmation form by fax or email to: 

Fax:   01805 90 94 90 94 Email:    kundenservice@bausch.com 

 

Please make copy this confirmation form and include it with the return shipment. 
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