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February 2022 
 
Labeling Update to Spectra Optia® Apheresis System Disposable Sets  
 
Dear Valued Customer, 
 
Terumo Blood and Cell Technologies is dedicated to providing you with the highest quality support and remains 
committed to communicating information regarding our products. This letter is to notify you of an update to the labeling 
for Spectra Optia disposable sets. 
 
To comply with the European Union Medical Device Regulation (EU MDR), Terumo Blood and Cell Technologies is 
updating the set labels and case labels for the Collection Set (catalog no. 10120, 12120, 12123 and 10116), 
Exchange Set (catalog no. 10220, 12220, 12223 and 10226), IDL Set (catalog no. 10310, 12320 and 12323), Platelet, 
Plasma Set (catalog no. 12400), BMP Accessory Set (catalog no. 11303), Single-Needle Connector (catalog no. 
11220) and Accessory Waste Bag (catalog no. 70040). Product availability varies by country. The new set label and 
case label are scheduled to be implemented in production in February 2022. You will begin to receive the sets with the 
revised labeling depending upon regional/country regulatory approval. 
 
Set label and case label contain the following updates:  

▪ Added new symbol for “Medical Device.”  
▪ Added the EC REP information. 
▪ Replaced the “DEHP” symbol with the “Contains hazardous substances” symbol. This change applies only to 

the set label. This update is already included on the case label. 
▪ Removed the “Terumo BCT” logo. 
▪ Corrected the UDI barcode to the single-line industry standard. This change applies only to the set label. This 

update is already included on the case label. 
▪ For disposable sets made in Costa Rica, removed “MADE IN THE USA” and added “USA” as a part of the 

legal manufacturer address.  
▪ For disposable sets made in Costa Rica, added “MADE IN COSTA RICA” and added the Costa Rica facility 

information. 
 
These updates have been made because our labeling requirements have changed. Our manufacturing processes and 
materials have not changed. 
 
In addition, all set packages now contain an insert (part no. 1000003614) that defines the new symbols on the case 
labels and set labels that are not defined in the Instructions for Use (IFU). 
 
Please refer to Attachment A for an example of the current and new labels.  
We appreciate your continued support and look forward to serving you. If you have any questions, please visit 
terumobct.com/contact-us for complete contact information. 
 
Sincerely, 

 
Keith M. Kazmer 
Product Manager, Therapeutic Systems 
 
 
 
 
 

https://www.terumobct.com/contact-us?topic=Product%20and%20Software%20Support
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ATTACHMENT A: Example Disposable Set Label Change  
 

Current Label New Label 

  

 

 
 


