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JUBIANT

RADIOPHARMA February 8, 2022

U.S. Nuclear Regulatory Commission
Nuclear Materials Licensing Section
Region II1

2443 Warrenville Road

Lisle, [ 60532-4351

RE: U.S.NRC Radioactive Materials License No. 09-32781-03MD
Jubilant DraxImage, Inc., d/b/a Jubilant Radiopharma
2795 Universal Drive
Saginaw, M1 48603

Dear License Reviewer:

Please amend the above referenced radioactive material license to reflect the following
modification:

1. Please amend line items 6 through 9 to authorize the receipt, preparation, storage, and
distribution of Yttrium-90 impregnated resin microspheres, Sirtex Medical Limited SIR-
Spheres Microspheres distributed by:

Sirtex Wilmington LLC 16 Upton Drive, Unit 2-4

Wilmington, MA 01887

Sealed Source and Device Registration Number: MA-1229-D-101-S

License Issuer: The Commonwealth of Massachusetts, Radiation Control Program

Jubilant Radiopharma requests a separate line item for Yttrium-90 impregnated resin
microspheres (Sirtex Medical Limited SIR-Spheres Microspheres) with a 1 Ci possession
limit. Unit doses will only be shipped to medical licensees authorized to receive SIR-
Spheres, in agreement with their authorized limits.

Based on a review of our license commitments and a review of the Yttrium-90
Microsphere Brachytherapy Sources and Devices TheraSphere® and SIR-Spheres®
Licensing Guidance, April 20, 2021, Revision 10.2 we believe that our radiation safety
program contains appropriate detection equipment and survey protocols. We are
however, submitting alternative training & experience commitments which demonstrate
Authorized User qualifications. We therefore confirm the following:
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SIR-SPHERES® MICROSPHERES PURITY

SIRTEX MEDICAL LIMITED

ABN 35 07K 166 122
Level 33, 101 Miller Street
North Sydncy NSW 2060
Australia

PO Box 6244 North Sydney NSW 2059

Phone; 61 29964 8400
Fax: 6129964 8410
Website: www.sirtex.com

In December 2007, Sirtex moved manufacturing of its SIR-Spheres microspheres
from use of partial reactor-generated Yttrium to the use of 100% carrier free Yttrium
90 which has a specified purity of 99.99%. This means it is no longer possible to have
the stray isotopes as previously reported. Since that date there have been no reports of

the product containing any other isotope.

This information covers all products manufactured at all locations, which are Sirtex
Wilmington (USA), Sirtex Singapore and ANSTO ARI in Sydney, Australia.
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Heather Winslade

Global Head of Regulatory Affairs and Quality Assurance

September 13, 2011

® SIR-Spheres is a Registered Trademark of Sirtex SIR-Spheres Pty Ltd




