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--------------------------------------------------------------------------------------------------------------------------------- 

Urgent Field Safety Notice to concerned Customers 
Commercial name of the affected product:    Menicon O2 CARE 
FSCA-identifier (e.g. date):         FSCA 2018-01-04  

Type of action:             Instruction to return the product, RECALL  

 --------------------------------------------------------------------------------------------------------------------------------------- 
Date: 2018-01-04 
 
 
Dear Customer/Distributor  
 
 
this Field Safety Notice is exclusively related to "Menicon O2 CARE" and concerns following Lot numbers: 
 

Lot No. 705091 

 
 
Details on affected devices: 
Out of that range and based on our records, we identified that you have received the following products 
related to that Urgent Field Safety Notice: 
 

Product name Lot No. Quantity 

Menicon O2 CARE 705091   

 
 
Description of the problem: 
Process simulation (media fill testing) in manufacturing process line was conducted and the result was 
failed. In regard to the manufacturing line, we have confirmed the suitability of sterility guarantee on a 
regular basis. As the result of last validation was passed, we have confirmed that there is no influence on 
the sterility of products produced until last validation. Furthermore, no reports of damage to health have 
been received to date. However, we have decided to recall products manufactured after the validation as it 
is difficult to guarantee sterility completely. 
 
 
How many products are affected? 
Although the number of affected Menicon O2 CARE is [insert received quantity] units, the sterility tests 
performed for each manufactured lot were passed, so the possibility of any damage to health is thought to 
be extremely low; however, Menicon voluntarily decided to issue this Field Safety Notice as corrective 
action and to prevent any possible impact on user's health.  
 
 
What to do with affected products already used? 
If users already have used Menicon O2 CARE of the affected Lot numbers the affected product should be 
replaced with new one. If users have symptoms like red eye, eye pain or any discomfort, he/she should 
remove lenses and contact his/her eye care professional. 
 
 
What to do with products not affected? 
Menicon O2 CARE not related to the affected Lot numbers can be safely continued to be used.  
 
 
Advise on action to be taken by the user: 








