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Medical Device Product Advisory - Action Required 
TheraSphereTM Administration Sets  

 

July 23, 2021 

Dear Materials Manager / Field Action Contact: 
 
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.   
 
This advisory impacts only the UPN and Lot numbers listed in Table 1 below. No other UPN 
or Lot numbers are impacted by this advisory. 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. 
  
 

Table 1: Product Listing 

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 
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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 

 
Please complete and return the acknowledgement form to indicate receipt of this letter. 
 
If you are a distributor, please follow the attached instructions and also forward this 
notification to your customers. 
 
If you are a facility that has sent products to another hospital within your network, please 
follow the attached instructions and also ensure that this notification is forwarded to them. 
 
 
 
 
Sincerely, 
 

 
 
Brendan Smith 
Boston Scientific Quality Systems 
763-494-1133 
BSCFieldActionCenter@BSCI.com 
 
 
Encl: Advisory Instructions 

Acknowledgement Form 
 

 

 

 

Health care professionals and consumers may report serious adverse events (side effects) or product quality problems with the use 

of this product to Boston Scientific by calling 1-866-868-4004 and to the FDA’s MedWatch Adverse Event Reporting program 

either online, by regular mail, fax or phone. 

Online: www.fda.gov/MedWatch/report.htm 

Regular Mail: use postage-paid FDA form 3500 available at www.fda.gov/MedWatch/getforms.htm and mail to MedWatch, 5600 

Fishers Lane, Rockville, MD, 20852-9787 

Fax: (800) FDA-0178 

Phone: (800) FDA-1088 

mailto:BSCFieldActionCenter@BSCI.com
http://www.fda.gov/MedWatch/report.htm
http://www.fda.gov/MedWatch/getforms.htm
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Medical Device Product Advisory – Instructions 
 

The Acknowledgement Form enclosed with this Notice must be completed and returned even if 
you do not have any affected units.   
 

1. Complete and return the Acknowledgement Form.   
• Complete the enclosed Acknowledgement Form even if you do not have any affected 

product, following the directions on this page and on the Acknowledgement Form.  
• Return the Acknowledgement Form as described below: 

Email:  BSCFieldActionCenter@bsci.com 
or       
Fax to:   Field Action Center   1-866-213-1806 
 

Please email or fax your Acknowledgement Form(s) immediately. 
  

mailto:BSCFieldActionCenter@bsci.com
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Appendix A – US IFU Excerpt  
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Appendix A – EU English IFU Excerpt  
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Customer Name: ____________________________________Account #:  __________________

Contact Name: Material Manager 

Address:  __________________________________

City: _________________________ Country: USA Postal Code: 

CUSTOMER ACKNOWLEDGEMENT FORM

 Immediately complete form and Scan/e-mail to:  BSCFieldActionCenter@bsci.com    OR    Fax to #:  763-415-7708

Instructions: This form must be completed and returned in all cases even if you do not have any affected product.

TheraSphereTM Administration Set

State: _________________

PLEASE COMPLETE, SIGN AND RETURN THIS FORM AS A CONFIRMATION THAT YOU RECEIVED 
THIS NOTICE FROM BOSTON SCIENTIFIC (even if you do not have any of the referenced product 

on the enclosed product listing in your current inventory).  

Field Action # 92641385-FA

My signature below acknowledges receipt of the Boston Scientific Notice regarding:  

TheraSphereTM Administration Set

Section to be filled out by Customer:

1. Please Indicate:

Are you a Distributor?   No   Yes, and we have notified all customers that have been shipped/sold affected product 

2. Sign and Date to acknowledge this Field Action Notification (must be completed):

 Print Name: _______________________             Signature: _______________________                      Date _______________________ 

 Phone:______________________________   Fax:________________________  E-mail: _______________________________________ 

Page 1 of 1

Customer Name: ________________________________

 Account #: ____________________ Field Action # 92641385-FA

Date: __________________

THESE DOCUMENTS ARE THE PROPERTY OF BOSTON SCIENTIFIC CORPORATION AND SHALL NOT BE REPRODUCED, DISTRIBUTED, 
DISCLOSED OR USED FOR MANUFACTURE OR SALE OF APPARATUS WITHOUT THE EXPRESS WRITTEN CONSENT OF BOSTON SCIENTIFIC 
CORPORATION.

_________
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