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Product: Synchro Guidewires 

 
 

Catalog 
number 

 
Product 

description 

Unique Device 
Identifier 

(UDI) 

 
Lot 

Number 

 
Qty 

Received 

 
Qty on 
Hand 

See Appendix B 

 

Replacement requested (circle option): Yes / No 

 I have received the notification from Stryker Neurovascular stating that they have initiated a product 

field action for the above referenced product, and I acknowledge receipt and review of this URGENT 

MEDICAL DEVICE RECALL CUSTOMER COMMUNICATION. 

Please return this signed and dated form to your local Stryker representative. 

Note: Your signature indicates that you have received and understand the enclosed notification. 

 

 

_____________________________     ______________________________   
Printed name       Title 
 
 
______________________________     _________________________________   
Contact phone number      Signature       Date 
 
 
______________________________     ______________________________   
Email address       Phone Number 

 
If you have loaned or sold any of the units listed, please, forward a copy of this notice to the new users and 
advise Stryker Neurovascular of their new location.  
 
 
 

 
 
 
 

FSCA identifier: Number: RA2024 - 3612746 

Account number:  
Account name:  
Account Address:    

   Business Reply Form 
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Synchro® Guidewire 

 

Backloading and How to Identify PTFE Coating Damage 
 

1. The Synchro Guidewire package contains one torque device and one optional 
introducer accessory. For lubricity, the distal portion of the guidewire is coated with 
a hydrophilic polymer, and the proximal portion of the guidewire is coated with 
polytetrafluoroethylene (PTFE). 
 

2. Backloading refers to the practice of loading the guidewire from the distal end of the 
introducer tool rather than through the hub at the proximal end of the tool. See 
Figure 1. 

 
 
 

  
 
                                                        Figure 1: Improper backloading technique  
 

3. The optional introducer accessory provided with the Synchro Guidewire may have 
sharp edges. These sharp introducer edges may cause peeling of the PTFE coating if 
users backload the guidewire into the introducer. See Figure 2. The PTFE coating is 
colored, and the peeled coating is visible to the naked eye when damage occurs. See 
Figure 3. 
 

 
 

Figure 2: Peeling of the PTFE coating during backloading 
 

 
    
Figure 3: PTFE damage on the Synchro Guidewire 

Appendix A 
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4. Users are cautioned NOT to backload the guidewire and instead load the distal end 
of the guidewire into the hub of the introducer accessory. See Figure 4. 
 

 

 
 

Figure 4: Proper guidewire loading technique using the introducer 
 

5. If damage to the PTFE coating is observed, follow the Instructions for Use (IFU) 
precaution, and do not use the damaged guidewire. Contact your Stryker 
Neurovascular representative for a replacement product.  
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Synchro® Guidewire 

 

Catalog 
number 

Product description UDI number Lot number 
Qty on 
Hand 

Replacement 
requested 

Yes/No 

See excel file attached to this communication “RA2024-3612746_Lots in scope_CNL.xlsx” 

 

Appendix B 


