Sirtex Medical Inc.
300 Unicorn Park Drive
Woburn, MA 01801
Phone:

+1 (781) 721-3800
+1 (888) 4-SIRTEX
Fax:
+1 (781) 721-3880
Website: www.sirtex.com
November 2, 2021
Re: Revision to Yttrium-90 Microsphere Brachytherapy Sources and Devices
TheraSphere® and SIR-Spheres® Licensing Guidance (the “Guidance”) to extend manufacturer’s
pathway
Dear Dr. Tapp:
Thank you for the time last week to discuss the potential revisions to the NRC licensing guidance on
October 28, 2021.The NRC called Sirtex and asked if it was under hardship to provide in person proctors
to support the manufacturer’s pathway for Authorized User applications. This letter is to confirm Sirtex’s
position that it is ready, able and has been complying with the published Guidance. In both 2020 and
2021, Sirtex, amid a global pandemic was able to proctor over 250 cases in person. Sirtex does not
believe extending the availability of the manufacturer’s pathway is in the best interest of patient access,
safe use, or for regulatory consistency.
In 2016, NRC published the draft version of the Guidance as revision 10. This planned implementation
date for this draft was then almost 3 years later in November 2019 and would have removed the
manufacturer’s pathway for Authorized Users at that point in time. The Guidance removed this pathway
because the Agreement States (and NRC) struggled to document the completion of the manufacturer’s
pathway and hold licensees accountable to completing the three supervised cases once an Authorized
User was conditionally added.
Based on the planned implementation of the Guidance, Sirtex expended significant resources to revise its
proctor program and ensure customer facing representatives were trained and that internal documents
complied with the requirements of the Guidance. However, due to a request from Boston Scientific, the
NRC delayed implementation of the Guidance and extended the deadline until May 6, 2020.
In March of 2020, prior to the second planned implementation date, due to another request from Boston
Scientific, the NRC again delayed the implementation deadline to November 8, 2021, with an updated
revision 10.1 of the Guidance. Prior to the delay, at NRC’s request, Sirtex provided comments on the
Guidance and delay via an email dated March 9, 2020, stating that Sirtex was ready to implement the
Guidance and comply with the requirements, with the alternative pathway for rural and under-served
communities. No other changes were made to the Guidance at that time.
With the third planned implementation date approaching, Sirtex reiterates that it has complied with the
Guidance for the last few years and does not see compliance as creating an undue hardship. Sirtex
believes that continued extensions will cause confusion regarding Authorized User approvals and thus
reduce patient access due to the variability of the implementation of the manufacturer’s pathway between
agreement states. Sirtex also believes that granting another extension puts Sirtex at a competitive
disadvantage due to the resources it expended to comply with the Guidance as published through the
appropriate channels by the NRC.

In addition, Sirtex believes that an extension is not in the best interest of patients or warranted given the
current increase in medical events for glass Y-90 microspheres:
In 2020 (per ACMUI report):
•
•

Theraspheres had 13 medical events
SIR-Spheres had 8 medical events

YTD 2021 to (see Attachment 1 of NRC Event Notification IDs for 2021):
•
•

Theraspheres has 29 medical events
SIR-Spheres has 9 medical events

We believe that this demonstrates that training by an Authorized User (or AU qualified individual) onsite
and in person is critical for the safe use of these products. The Medical Device Product Advisory letter
dated July 23, 2021, sent to Boston Scientific customers (Attachment 2 – highlights were present on the
document received by Sirtex) note corrective actions to review the instructions for use. Additional
attention should be given to these medical events before granting an extension for relaxed training
requirements.
Based on the foregoing, Sirtex requests that the NRC maintain the current planned implementation date
of November 9, 2021, and not further extend the deadline for complying the Guidance. Thank you for
your consideration of these comments Please let me know if you have any questions or require any
additional information. I may be reached at 312-783-1070 or diana.thompson@sirtex.com

Sincerely,

Diana Thompson, MS, CHP, RRPT
Radiation Safety Scientific Advisor

Attachment 1: NRC Event Notification IDs for 2021 Reports

Therasphere

Sirtex

Event ID

Event ID
55211
55195
55196
55152
55312
55324
55369
55428
55449

55060
55084
55107
55136
55139
55157
55176
55186
55192
55199
55214
55248
55267
55268
55290
55296
55329
55329
55334
55337
55351
55353
55368
55371
55387
55392
55393
55447
55489

Attachment 2: Boston Scientific Medical Device Product Advisory letter dated July 23,
2021

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.

Product
Description

TheraSphereTM
Administration Set

Product
Code

Table 1: Product Listing
GTIN

OTT-SPE-FP226
05060116920253
(990226.SPE)

Lot #
001E
002E
004E
005E
006E
007E
114E
690E
692E

Expiration Date
Range

August 5, 2021 –
December 15,
2021

Boston Scientific
92641385-FA TheraSphere Administration Sets

Page 1 of 6

TheraSphereTM
Administration Set

OTT-SPE-FP001
05060116920635
(990264.SPE)

61673698
61673699
61673700
61673702
61694124
61705932
61706656
61705933
61732176

August 21, 2021
– November 30,
2021

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
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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.
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Appendix A – US IFU Excerpt
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Appendix A – EU English IFU Excerpt
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