
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
<Reference: 92641385-FA>       29 July 2021 
 

 

Urgent Field Safety Notice - Product Advisory 
TheraSphereTM Administration Sets 

 
 
 
 
Dear «Users_Name», 
 
 
Boston Scientific is initiating a Product Advisory for specific lots of TheraSphereTM Administration Sets to 
reinforce the existing administration set assembly instructions within the instructions for use (IFU), which 
state to firmly connect the outlet luer to the patient catheter as detailed in Appendix A. This Product Advisory 
will also inform users of the potential for leaks at this connection. 
 
Boston Scientific has received complaints of leaks and loosening at the patient catheter connection. Our 
investigation has determined that, for the affected Administration Sets detailed in Table 1, the outlet luer 
could loosen after being fastened to the patient catheter. This could result in an unsecure connection to the 
patient catheter, which may result in the leakage of Yttrium-90 (Y-90) microspheres from this connection. To 
date, no patient harm has occurred.  
 
If leakage of Y-90 microspheres occurs, the patient may receive a lower than intended TheraSphere dose. 
No patient harm is expected from a potential underdose. TheraSphere (Y-90) leakage might expose the 
patient and users to radiation. The level of radiation exposure to the skin is estimated to be within regulatory 
limits and no serious harm is anticipated.  An unlikely and prolonged skin exposure could result in reddening 
or sunburn-type symptoms of the skin which would resolve without medical intervention. 
 
Users are advised to continue to follow the IFU to ensure a firm connection is made between the outlet luer 
and the patient catheter prior to, and during, TheraSphere administration. 
 
Our records indicate that your facility received some of the concerned product. The table below provides a 
complete list of all affected products, including Product Description, Product Code, GTIN number, Lot 

number and expiry date. Please note that only the devices listed below are affected. No other Boston 
Scientific product is involved in this Field Safety Notice. These products shipped to customers prior 
to March 1, 2021.  
 
Boston Scientific is not removing any TheraSphere devices from the field; devices remain available 
for clinical use as all devices continue to perform as intended when used in accordance with the IFU. 
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Product 
Description 

Product Code GTIN Lot # 
Expiration Date 

Range 

TheraSphereTM 
Administration 

Set 

OTT-SPE-FP-226 
(990226.SPE) 

05060116920253 

001E 

August 5, 2021 – 
December 15, 2021 

002E 

004E 

005E 

006E 

007E 

114E 

690E 

692E 

TheraSphereTM 
Administration 

Set 

OTT-SPE-FP-001 
(990264.SPE) 

05060116920635 

61673698 

August 21, 2021 – 
November 30, 2021 

61673699 

61673700 

61673702 

61694124 

61705932 

61706656 

61705933 

61732176 

 
INSTRUCTIONS: 
 
1- Please read this notice. 
 

2- Please complete the attached Acknowledgement Form even if you do not have any affected product.  

 

3- When completed, please return the Acknowledgement Form to your Boston Scientific office for the 
attention of «Customer_Service_Fax_Number» on or before 10 September 2021. 
 

4- Please pass on this notice to any healthcare professional from your organization that need to be aware 
and to any organization where the potentially affected devices have been transferred (If appropriate). Please 
provide Boston Scientific with details of any affected devices that have been transferred to other 
organizations (if appropriate).  
 
Although Boston Scientific is not physically recalling any product, your Competent Authority is being notified 
of this Field Safety Notice.   
 
We regret any inconvenience that this action may cause, and we appreciate your understanding as we act 
to ensure patient safety and customer satisfaction. 
 
If you have any questions or would like assistance with this Field Safety Notice, please contact your local 
Sales Representative. 
Yours sincerely, 

   Attachment: Acknowledgement Form 
Quality Department  
Boston Scientific International S.A.   

Page 2 / 4 



 

 

Appendix A – EU English IFU Excerpt  
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Please complete the form & Send it to:  

«Customer_Service_Fax_Number» 
 
 

«Sold_to» - «Hospital_Name» - «City» - «Country» 
---------------------------------------------------------------------------------------------------------------------------------- 

Acknowledgement Form – Product Advisory 

TheraSphereTM Administration Sets 
92641385-FA 

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

By signing this form, I confirm that 
 

I have read and understood 
the Boston Scientific Field Safety Notice  

 
dated 29 July 2021 for the  

 

TheraSphereTM Administration Sets  devices. 

 
 

 
 
 
NAME* _________________________________________Title __________________________________ 
 
 
Telephone _______________________________ Department ________________________ 

 
 
 
SIGNATURE*________________________________________________ DATE*______________________ 
* Required field                          dd/mm/yyyy 
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