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URGENT: FIELD SAFETY NOTICE 

Medical Device Safety Advisory Notice 

Châteaubriant, Date 

ATTENTION: Pharmacist/Risk Manager responsible for medical device vigilance and the Biomedical/Engineering 
Department 
 

Security information regarding Kocher Forceps included in Medline Delivery Sets 
 
Medline Reference: FSN-24/04 
MoH Reference: R2420949 
Product description: Kocher Forceps included in Medline Delivery Sets 
Legal Manufacturer SRN: FR-PR-000003713 
Action type: Field Safety Corrective Action  
Product codes: See Annex 1 (page 5) 
 

 

Dear Customer, 

 

The purpose of this letter is to inform you that Medline International France S.A.S. has initiated a field safety 

corrective action, regarding the Medline Delivery Sets containing Medline International France Kocher Forceps, 

listed in the table in Annex 1 (page 5). 

 

 

REASON FOR THE FSN: 

 

Following the receipt of a complaint, and although no serious incident has been reported and in order to be 

cautious, Medline has initiated a field safety corrective action. 

This action follows a potential unintended use of these Kocher Forceps. Indeed, these Kocher Forceps are 

intended to hold medical devices such as swabs or suturing needle and not to clamp the umbilical cord. 
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POTENTIAL RISKS: 

 

The use of Kocher Forceps, included in the Medline Delivery Sets listed in the table in Annex 1 (page 5), to clamp 

umbilical cords, may not only make clamping more difficult, but may also present the risk of the forceps 

unclipping after clamping. 

Indeed, such use could result in significant blood loss for the infant, leading to serious consequences. 

 

 

CORRECTIVE ACTIONS: 

 

The Medline Delivery Sets impacted by this FSN-24/04 will no longer be manufactured with this type of Kocher 

forceps. They will be replaced by an alternative, designed for clamping umbilical cords. 

 

In addition, an instruction for use was created for these concerned Medline Kocher Forceps, indicating their 

intended use, which excludes umbilical cord clamping. This instruction is attached on the last page of this letter. 

 

 

ACTIONS REQUIRED: 

Step 1: Please take note of this safety information and inform all users in your facility. 

Step 2: Urgently physically check your stock and promptly put in quarantine the concerned Medline Delivery 

Sets listed in the table of the Annex 1 (page 5). 

 

Step 3: Please complete the Acknowledgement Receipt (page 4) and return it by email as soon as possible, but 

no later than August 2nd, 2024, and indicate the quantity of impacted Medline Delivery Sets in your stock, in 

order for Medline to prepare the necessary quantity of “warning stickers”. 

 

Step 4: Your Medline sales representative will take in charge the relabelling of the affected products in your 

stock. 

 

Step 5: If you no longer have any of the impacted products in stock, please complete the Acknowledgment 

Receipt (page 4) and return it by email as soon as possible but no later than August 2nd, 2024. 
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WARNING STICKER: 

 

 
 

Thank you for your cooperation; Medline apologizes for the inconvenience caused.  

 

The relevant competent authorities have been informed of this safety notice. 

 

Please proceed to the following page to acknowledge receipt of this notice.  

 

Please contact us at the email provided below if you have any questions.  

 

 

Yours sincerely, 

 

Audrey Barraud, 

Quality Director, Medline Europe 

 

This urgent safety information is only addressed to facilities that have received the products concerned. 
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Please email the Acknowledgement Receipt to the following email address: 
GMB-EU-FSN-FSCA-CHBT@medline.com 

 

Medline Reference: FSN-24/04 
         
Please complete the Acknowledgement Receipt and send it back by email as soon as possible, but no later than 
August 2nd, 2024. 
 
The Medline Delivery Sets, where Kocher Clamps impacted by FSN-24/04 are included, are listed in the table in 
Annex 1 (page 5). 
 
 
Quantity of warning stickers needed:  ___________________________________________________  
 
 
By completing and signing the document, I confirm that I have read and I understood the instructions provided. 
I acknowledge receipt of the FSN-24/04 by signing this document and returning it to Medline. 
I also agree to further distribute and communicate this important information within my facility as required. 
 
If you distribute this product to other facilities or departments within your institution, please forward a copy of 
this communication to them. 
 
If you are a dealer, wholesaler, distributor/reseller, that distributed any affected products to other facilities: 
per Medical Device Regulation 2017/745, Article 14, part 4, please distribute this notification to your customers 
and provide confirmation to Medline that your customers have been notified by completing the information 
below and returning it to Medline at the address listed above. 
 
 

Date:   ____________________________________  

Name:   ____________________________________  

Position:   ____________________________________  

Facility or Business Entity:   ____________________________________  

Address:   ____________________________________  

City:   ____________________________________  

Medline Account Number:   ____________________________________  

Telephone:   ____________________________________  

Email address:   ____________________________________  

Signature:   ____________________________________  
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Annex 1 : 
 

References Lot numbers 

KER70023B 
232333 233168 239201 241587 244436 253879 

281163 290733  
   

KER71407 

222682 225660 232227 232933 238674 243048 

245227 248899 254505 268468 270616 270624 

270635 279794 287538 295367 295368 45037984 

45037996  
       

KER71447 
231593 233608 238721 241000 244731 252251 

257852  
       

KER71447B 
270485 272178 272189 278897 283770 283886 

289795 45038755 45038761  
       

KER71462 244458 247441 249012 258056 270484 273393 
       

KER71464 
248401 250797 261490 270866 271979 271994 

275977 277728 285316 290967 297959 45038470 
       

KER71471 
257504 260834 269100 275236 283990 292155 

45038392  
       

KER71477 258317 261656 281982 285216 288758 297933 
       

KER71478 
260212 261764 269314 271606 277051 287704 

296909  
       

KER71484 
262852 268467 269504 270480 274928 276498 

281417 285523 291119 294785 45038752 45038756 
       

KER71485 268527 277919 281209 285254 287730 291056 
       

KER71495 274740 277989 281082 287670 45038792 45038793 
       

KER72453 291050 45039199 45039208 45039214  
      

KER72459 293324 297459 45039377  

 
 

Références Numéros de Lot 

ST01-KER72451 289331 

ST02-KER72451 45288159 

1484241-13 243971 

1495021-4 254936 

1495628-6 258465 

1495632-3 258466 

1495636-2 268411 

 




