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Field Safety Notice 

2019-12-20 | REF-MSA-2019-002-IU | 
 

 

Please forward this information to all relevant users, [biomedical staff for 
capital equipment, materials management and/or purchasing for consumables] 
and to the risk management department of your facility 

 

Subject: Broken circlip on Hanaulux sterilizable handle hub 

Products affected: 
 
 

Product Article No. S/N or Batch No. 

The complete list of potentially affected devices (with product name, articles numbers, serial 
numbers…) for your market are listed in a separate document (consignee list) 

 
 

Dear Customer, 

 

The purpose of this letter is to inform you about a potential issue found on the Hanaulux sterilizable handle hub 

(please see picture below): 

 

Hanaulux Hub Hub with sterilizable Handle 

 
Our records indicate that your facility has received one or more of these devices. 

 

Normal use and Indications 

 
Under normal circumstances, this hub is used to mount the sterilizable handle, which is secured by a locking 

system. In order to detect any potential damage, the IFUs recommend users to perform daily checks prior to use 

and the maintenance staff to perform an annual verification that the locking mechanism of the sterilizable handle is 

in good conditions. 

 
The following has been discovered 

 
Under certain conditions, Maquet SAS has identified that the circlip, which is part of the locking system, may break. 

As a result, when the user unlocks the sterilizable handle, the circlip or other components of the locking mechanism 

may fall. If during surgery the handle is removed for potential aseptic reasons, the circlip or other components may 

fall on the surgical field.  
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Maquet SAS conducted investigations which established that some cleaning products and cleaning protocols more 

aggressive than those mentioned in the product labeling may be used. This results in altering the circlip, notably 

causing its oxidation resulting in a breakage. 

 
Potential hazards 

 

This issue may result in preventing the usage of the device causing delays in planned surgery. It may also create 

a contamination issue if the circlip falls on the surgical field. 

 
Precautions 

 

Maquet SAS is asking you to strictly follow the provided Instructions for Use, paying special attention to: 

 
 

1. Verify that the locking mechanism works correctly before use 

 

2. If the mechanism does not work or lock correctly, please contact a Getinge representative or Maquet 

SAS’ International Technical Service 

 
3. Only use the recommended cleaning materials and cleaning protocols as follow : 
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NU_HLED_01601EN08 : Chapter 10 Maintenance page 38 
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NU_HLED_01601EN08: Chapter 9 Cleaning / Disinfection / Sterlisation page 34-35 
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Please complete and return the attached acknowledgement of receipt form and maintain awareness on this notice 

to ensure effectiveness of the preventive action. 

 
We apologize for any inconvenience this may cause. 

 

Should you have questions or require additional information, please contact your local Getinge representative or 

Maquet SAS’ International Technical Service. 

 
Sincerely, 

 
… … 

Technical Service Director Local Quality Manager 
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Customer Response Form 
MSA-2019-002-IU 

 

Reference: Field Safety Notice MSA-2019-002-IU. 

Broken circlip on Hanaulux sterilizable handle hub 

 
Our records indicate that the <Device Name> device shown below was delivered to your location. Please verify if 
you have any of the listed devices that are potentially affected and complete the information below. 

 
GETINGE ORDER NO. 

 
ITEM NO. 

 
SERIAL NO. 

MANUFACTURING 
DATE 

X 1 XXXX <Date> 

Y  2 YYYY <Date> 

Record the total number of affected device currently located at your facility here please   . 

Please check the appropriate boxes below: 

We have read the Hanaulux sterilizable handle Field Safety Notice and we understand the communication 

and the 
required actions. 

If checked : please provide information where the affected devices are physically 
located. 

 

Current Facility Name  

Contact Name / Title  

Address (no PO boxes)  

City, State, Zip    

Phone Number  Fax:  

E-Mail Address:  

We have sold/moved our Hanaulux sterilizable handle to another facility. 

If checked : please provide new facility information below. 
 

New Facility Name  

Contact Name / Title  

Address*  

City, State, Zip    

Phone Number  Fax:  

E-Mail Address:  

 
PLEASE RETURN YOUR COMPLETED FORM TO: 

MAIL CONTACT 

<local SSU address line 1> <contact ddress>@getinge.com 
<local SSU address line 2> Tel: <SSU contact phone number> 
<local SSU address line 3> Fax: <SSU contact fax number> 

 
 

Field Safety Notice Receipt and Customer Response Form Completion and Certification 
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