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Urgent Field Safety Notice (FSN) 
TufTex Embolectomy Catheter® 

 
 
 

1. Information on Affected Devices* 
1. 1. Device Type(s)* 

This is a single lumen embolectomy catheter with a latex balloon.  It is supplied sterile.   

1. 2. Commercial name(s)  
TufTex Embolectomy Catheter 

1. 3. Unique Device Identifier(s) (UDI-DI) 
00840663100491 (1601-48) 

1. 4. Primary clinical purpose of device(s)* 
The TufTex Embolectomy Catheter is indicated for the removal of arterial emboli and thrombi. 

1. 5. Device Model/Catalogue/part number(s)* 

1601-48 

1. 6. Software version  
Not applicable 

1. 7. Affected serial or lot number range 

XSL0097, XSL0098 et XSL0099 

1. 8. Associated devices 
Not applicable 

 
 
 

2. Reason for Field Safety Corrective Action (FSCA)* 
2. 1. Description of the product problem* 

Lots tied by trainees (for balloon ligature tying) are required to be tensile tested as part of the 
operator training process. Internal investigation found that three lots tied by two trainees (Lot #’s: 
XSL0097, XSL0098, and XSL0099) were released without performing the pull test.   

2. 2. Hazard giving rise to the FSCA*  
The proximal ligature could slip distal (toward the tip of the catheter) and block the inflation hole.  
That blockage would result in the balloon not deflating.  The surgeon would need to deflate the 
balloon with a pin or another method.  However, in extreme cases, if they pull too hard on the 
catheter, the tip could break off because the extrusion has yielded.   Typically, a broken tip would 
be removed by the surgeon but there is a remote possibility that it could be lost in the blood vessel. 

2. 3. Probability of problem arising 
There is a reasonable probability of a product failure since these lots were not tested. One of the 
trainees who tied these devices had two lots fail recently. 

2. 4. Predicted risk to patient/users 
There is no risk to the user.  To the patient, there is some risk described above. 

2. 5. Further information to help characterise the problem 
Not applicable 

2. 6. Background on Issue 
Lots tied by trainees (for balloon ligature tying) are required to be pull tested as part of the operator 
training process. Internal investigation found that three lots tied by two trainees (Lot #’s: XSL0097, 
XSL0098, and XSL0099) were released without performing the pull test.   

2. 7. Other information relevant to FSCA 
Not applicable 
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  3. Type of Action to mitigate the risk* 
 

3. 1.  Action To Be Taken by the User* 
 
☒ Identify Device      ☒ Quarantine Device              ☒ Return Device        ☐ Destroy Device 

 

☐ On-site device modification/inspection 

 

☐ Follow patient management recommendations 

 

☐ Take note of amendment/reinforcement of Instructions For Use (IFU) 

                                            

☒ Other                     ☐ None                                                                                             

 
Complete the form at the end of this FSN and send it to the address shown. 

 

3. 2. By when should the 
action be completed? 

Oct. 14, 2022 

3. 
 

3. Particular considerations for:                   Non applicable 
 
Is follow-up of patients or review of patients’ previous results recommended? 
No 

 
No patient-level follow-up is required because this is a single use device.  It is not an 
implantable. 

3. 4. Is customer Reply Required? *  
(If yes, form attached specifying deadline for return) 

Yes   

3. 5. Action Being Taken by the Manufacturer  
 
☒ Product Removal             ☐ On-site device modification/inspection      

☐ Software upgrade            ☐ IFU or labelling change    

       ☒ Other                               ☐ None 

                             
Improvement of the internal lot release procedure 

3 6. By when should the 
action be completed? 

Oct. 14, 2022 

3. 7. Is the FSN required to be communicated to the patient 
/lay user?  

No 

3 8. If yes, has manufacturer provided additional information suitable for the patient/lay 
user in a patient/lay or non-professional user information letter/sheet? 
No         

  










