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49 Changi South Avenue 2 
Singapore 486056 
www.medtronic.com 
 
tel +65 6436 5000 
fax +65 6776 6355 

 
 
 
 

 
UPDATED URGENT MEDICAL DEVICE RECALL  

 Covidien Emprint™ Percutaneous Antenna with Thermosphere™ Technology  

19 November 2018 

Attention: Risk Management Director and O.R. Materials Management 
CC:           The Chairman Medical Board and relevant Head of Departments  
 
 

The purpose of this letter is to advise you of an update to our August 7, 2017, communication related to 
Medtronic’s voluntary recall of specific production lots of its 

 
Covidien Emprint™ Percutaneous Antennas with Thermosphere™ Technology. 

Additional lots of the three codes listed below have been added to this recall.  A list of the additional affected 
product is contained in Attachment A of this letter.    

Issue     Description: 
This expansion of our voluntary recall is being conducted following receipt of seven (7) customer reports of 
the ceramic trocar tip of the Emprint™ ablation antenna disengaging from the antenna shaft during patient 
procedures. Tip detachment during the procedure can lead to a retained foreign body, which creates risk for 
infection. Five of the complaint reports indicate that the trocar tip was not retrieved during the primary 
procedure. Patients with a known retained ceramic trocar tip should be monitored by their care team for 
signs and symptoms of infection. 
 
This voluntary recall update affects only the item codes and the lot numbers listed on Attachment A. 

Item 
Code 

Product Description Affected Lots 

CA15L2 
Emprint™ Percutaneous Antenna with Thermosphere™ 
Technology – Reinforced Antenna, Short (15 cm) 

   See Attachment A CA20L2 
Emprint™ Percutaneous Antenna with Thermosphere™ 
Technology – Reinforced Antenna, Standard (20 cm) 

CA30L2 
Emprint™ Percutaneous Antenna with Thermosphere™ 
Technology – Reinforced Antenna, Long (30 cm) 
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Required Actions:  

1. Please quarantine and discontinue use of the affected item codes and lots listed. 

2. Please complete the attached Updated Recalled Product Return Form in its entirety.  If you do not have any 
units from the affected lots in your inventory, simply tick “No affected inventory to be returned” and revert back 
to your local Medtronic Representative. 

3. Please return affected product as follows: 
 

 CUSTOMERS WHO PURCHASED PRODUCT DIRECTLY FROM MEDTRONIC 
 
Please complete the Covidien Emprint™ Percutaneous Antenna with Thermosphere™ Technology Recalled 
Return Form (attached) and return to your local Medtronic representative together with affected units if any. 

 CUSTOMERS WHO PURCHASED PRODUCT FROM A DISTRIBUTOR 
 
Please complete the Covidien Emprint™ Percutaneous Antenna with Thermosphere™ Technology Recalled 
Return Form (attached) and contact your Distributor directly. All affected product and Recalled Product 
Return Form must be returned through the Distributor. 

This notification is being issued or will be notified to relevant regulatory bodies according to applicable    
regulations. Please communicate this important information within your facility and or other facilities as 
required.  We request that you contact Medtronic if you experienced quality problems or adverse events.  

If you have any questions or concerns regarding this recall, please do not hesitate to contact your local Medtronic 
representative. 

We appreciate your attention to this matter and apologize for any inconvenience this issue may have caused. 

Sincerely, 

Diana Teo 
Quality Management System Manager 
Medtronic
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Attachment A 

List of Affected Lots for Updated Action 
 
 

 
 
 
 

 

 

 

 

 

 

 

Item Code Product Description
S7HG002X S7JG011X S7KG039X S7MG020X S8CG019PX
S7HG003X S7JG033LX S7KG040X S7MG021X S8CG022PX
S7HG005KX S7JG034X S7KG042X S7MG022PX S8CG025X
S7HG006KX S7JG035X S7LG001X S7MG023PX S8DG014LX
S7HG022LX S7JG041LX S7LG002X S7MG024X S8DG015LX
S7HG023LX S7JG042LX S7LG006X S7MG025X S8DG016LX
S7HG024LX S7JG043LX S7LG011X S7MG026X S8DG017LX
S7HG025LX S7JG044LX S7LG012X S8AG001X S8DG018LX
S7HG029LX S7JG045LX S7MG008LX S8AG002X S8DG024X
S7HG040X S7JG046LX S7MG009LX S8AG011X S8DG027X
S7HG041X S7JG047LX S7MG011X S8AG013X S8EG005X
S7HG045X S7KG023LX S7MG012X S8CG004X S8EG009X
S7HG049X S7KG029X S7MG014X S8CG010X S8EG010X
S7JG007X S7KG033X S7MG018X S8CG017X S8EG011X

S7HG001PX S7HG039LX S7KG009LX S7MG017PX S8CG018X
S7HG004KX S7HG042LX S7KG010LX S7MG029X S8CG023X
S7HG010KX S7HG043X S7KG041X S8BG001X S8DG019LX
S7HG011KX S7JG006X S7KG043X S8BG002X S8DG020LX
S7HG012KX S7JG010X S7LG003X S8BG006X S8DG021LX
S7HG030LX S7JG013X S7LG004X S8CG001X S8DG022LX
S7HG031LX S7JG014X S7MG003X S8CG008LX S8DG023X
S7HG035LX S7KG008LX S7MG004LX S8CG009X S8DG025X

S7HG007KX S7HG033LX S7JG012X S7MG010LX S8CG002X
S7HG008KX S7HG034LX S7KG012LX S7MG019X S8DG001X
S7HG009KX S7JG008LX S7KG038QX S8BG004X S8DG026X
S7HG032LX S7JG009X S7LG009X S8BG005X S8EG004X

CA30L2
Emprint™ Percutaneous Antenna with 

ThermosphereTM Technology – 
Reinforced Antenna, Long (30 cm) 

CA15L2
 Emprint™ Percutaneous Antenna with 

ThermosphereTM Technology – 
Reinforced Antenna, Short (15 cm) 

Affected Lot Number

 Emprint™ Percutaneous Antenna with 
ThermosphereTM Technology – 

Reinforced Antenna, Standard (20 cm) 
CA20L2
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Attachment B 

 

 

Item code 

Lot number 
printed here  
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UPDATED RECALLED PRODUCT RETURN FORM 
Covidien Emprint™ Percutaneous Antenna with Thermosphere™ Technology 
 

ALL CUSTOMERS PLEASE COMPLETE THE FORM IN ITS ENTIRETY  

 
Even if you have no affected stock to returned, please complete this form and table; return to your local 
Medtronic contacts stated above              

        Please tick (either one) only:  
      
        No, no affected inventory to be returned.              

               
        Yes, affected inventory to be returned (Please fill up the below table if chosen)          
       

Item code Product Description Lot number QTY (Each) 

    

    

    

    

    

 
I acknowledge receipt of the UPDATED Covidien Emprint™ Percutaneous Antennas with Thermosphere™ Technology 
device recall notification dated 19 November 2018  and understand the recall instructions provided. 

 
 

Name: ____________ (print) Signature:  ______________    Stamp: _____________    Date:_______________ 
 

Customer Contact Details Medtronic Contact Details 

Hospital / HCP/Distributor: Name: 
Address: By Email: 

By Post:  
 

Telephone no: 

Fax no:  

E-mail:  
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