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URGENT:  Customer Notification 
 

Dear Valued Customer,         October 03, 2016 

This letter is to inform you of an additional Warning for the Medivance, Inc. ARCTIC SUN
®
 Temperature 

Management System.  
 

Additional Warning:  The ARCTIC SUN
®
 Temperature Management System is not intended for use 

in the operating room environment. 
 

An insert sheet (Attachment 2) is being provided for you to use in conjunction with the Operator’s 
Manual: Chapter 1, Warnings and Precautions. 

Product Codes Impacted:  
 

 

Product Name Product Code* 

ARCTIC SUN® 5000 Temperature Management System (220-240 V UK) 5000-01-02 

                                                                              *Product codes may also exist in your records without a hyphen 

 
 
Clinical Risk Statement: 
 
Bard has completed a Health Hazard Evaluation and concluded that the ARCTIC SUN® Temperature 
Management System would not pose an incremental risk of Nontuberculous Mycobacterium (NTM) 
bacterial transmission to a patient based on use of the device under existing labeling and that the 
probability of harm to a patient is considered remote. 
 
However, in abundance of caution and after discussion with FDA, Medivance, Inc. has agreed with FDA  
to add a warning to the device labeling to exclude the use of the device in the operating room 
environment to mitigate the potential for NTM infection. 

Action Required: 
• Examine your inventory and identify any product subject to this communication.   
       Attachment 2 is to be used in conjunction with the ARCTIC SUN® Temperature Management    
       System Operator’s Manual: Chapter 1, Warnings and Precautions. 

 If you may have further distributed or transferred this product, please identify the respective 
company and notify them at once of this product communication.  Your notification to these  
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• companies may be enhanced by including a copy of this product communication letter and 

accompanying attachments. This correction should be carried out to the unit level. 
• Complete and return the accompanying Acknowledgment Receipt Form (Attachment 1) to 

acknowledge receipt and understanding of this letter. 

 
We appreciate your cooperation and assistance in dealing with this matter and sincerely apologize for 
any inconvenience that may result from this action. 
 
If you have any questions, comments or concerns please contact your Bard Representative. You may 
also email Complaints.Singapore@crbard.com 
 
 
Sincerely, 
 

 
___________________ 
Mary Kennell 
Director of Regulatory Affairs & Quality, Australia, New Zealand and South East Asia 
 
 
 
 
 
Attachments (2): 

1. Acknowledgment Receipt Form 

2. ARCTIC SUN® Temperature Management System Operator’s Manual Addendum Insert Sheet 
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Attachment 1:   
 

Acknowledgment Receipt Form 
 

Medivance, Inc. ARCTIC SUN
®
 Temperature Management System 

 

Medivance, Inc. ARCTIC SUN
®
 Temperature Management System 

 

 

1. By signing below, you are acknowledging receipt and understanding of the attached 

letter. You are also confirming that you will attach the insert sheet provided in 

Attachment 2 into the current version of your Operator’s Manual. 

 

I, _____________________________, have read and understand the instructions provided in this 

letter.  

 

____________________________________   ___________________ 

 

 
 
       2.  Please PRINT CLEARLY your Complete Contact Information: 

 
       Name: _____________________________________Title:__________________________ 
 

 Phone:____________________ Email: _________________________________________ 
 

       Facility Name:_____________________________________ Account # ___________________                     
 

            Address _________________________________City: _________State: ________ZIP________               
 
 
       3.   Please email a scanned copy to Complaints.Singapore@crbard.com 
             Attn: RA/QA 
 
 
 
 
 
 
 
 

 

Please complete this form by October 14, 2016 or email a scanned copy to 
Complaints.Singapore@crbard.com 

Print Name 

Signature Date 
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Attachment 2 

 

ARCTIC SUN® Temperature Management System 

 

OPERATOR’S MANUAL ADDENDUM 

 

See Next Two Pages 
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