
September 11, 2017 

Penny Lanzisera, Licensing Assistance Team 
Division of Nuclear Materials Safety Branch 
U.S. Nuclear Regulatory Commission, Region 1 
2100 renaissance Boulevard, Suite 100 
King of Prussia, PA 19406-2713 

&(. I 

SUBJECT: Submitting Revised Lead-Pot Label for TheraSphere Distributed Under 
N RC License No. 54-28275-02MD {)1> 0 3 D 7 4) 

Dear Ms. Lanzisera, 

TheraSphere is currently distributed in the United States by Nordion under NRC 
Materials License No. 54-28275-02MD. This letter is to inform the NRC that the 
reference on compliance found on the Lead-Pot label is in process of being revised. 

The revised reference on compliance has been approved by the NRC's Office of 
Material Safety, State, Tribal, and Rulemaking Programs and a revised Sealed 
Source and Device Registration will imminently be issued by that program. 

DETAILS: 

The current TheraSphere Lead-Pot label references compliance with various 
sections of 10 CFR Part 35, namely 35.57, 35.400 and 35.500. The references are 
historical and are not necessarily indicative of the full or current compliance 
requirements. Nordion wishes to revise the reference on the Lead-Pot label. The 
current and revised wordings are provided below. 

T F www.nordion.com 
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no rd ion 
SCIENCE ADVANCING HEALTH 

Current Wording 

The U.S. Nuclear Regulatory Commission has approved distribution of TheraSphere 
to persons licensed to use byproduct material identified in 35.57, 35.400 and 35.500, 
as appropriate and to persons who hold an equivalent license issued by an 
Agreement State. 

Revised Wording 

The U.S. Nuclear Regulatory Commission has approved distribution of TheraSphere 
to persons licensed to use byproduct material under Title 10 of the Code of Federal 
regulations Part 35 as appropriate and to persons who hold an equivalent license 
issued by an Agreement State. 

A copy of the revised Lead-Pot label is appended to this letter. 

Thank you for your consideration of this matter. Should you have any questions, 
please do not hesitate to contact me by telephone (613) 592-3400 ext. 2108 or by 
fax (613) 592-2006 or by email: Luc.Desgagne@nordion.com. 

Sincerely, 

Luc Desgagne 
Senior Licensing Coordinator 
Licensing & Compliance 
Nordion (Canada) Inc. 

Encl: 

Label proof for TheraSphere Commercial Dose 
Label proof for TheraSphere Clinical Dose 
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NRC FORM 313 U.S. NUCLEAR REGULATORY COMMISSION APPROVED BY OMB: NO. 3150-0120 EXPIRES: 06/30/2019 
(06·2016) 

Estimated burden per response lo comply wi1h this mandalDry colleciian request 4.3 houis. Submittal ~I the 10 CFR 30, 32, 33 34 
35 36 37 39, and 40 application is necessary IO delennine lllat Ille applicilnl is qualified and lllat adequate procedures exist IO 

~~••«o~tt,. prolec1 Ille pu~ic heallh and safety Send comments regarding burden estimate ID the FOIA. Pnvacy and 
nlormation Collections Branch (T 5 F53), U.S. Nuclear RegulalDry Commission, Washingllln, DC 20555-0001 

~·~.\ APPLICATION FOR MATERIALS or by e-mail ID ln1ocolleds.Resouree@nrc.gov. and ID the Desk Officer Office of lnlomiatian and Regulatory ; ·',., g 

\~ rti LICENSE Affairs. NEOB-10202. (315().0120). Office or Managemenl and Budgel Wasllinglon, DC 20501 II a means 
u$ed ID Impose an Information colledion does not a1Splay a cunenUy varid OMS rontrol number Iha NRC may 

.,, ...... fl not conduct or sponsor and a peison Is nol requited kl respond to. Ille Information collection . 

INSTRUCTIONS: SEE THE CURRENT VOLUMES OF THE NUREG-1556 TECHNICAL REPORT SERIES ("CONSOLIDATED GUIDANCE ABOUT MATERIALS 
LICENSES") FOR DETAILED INSTRUCTIONS FOR COMPLETING THIS FORM: hHp;{f.www,nri;.go.YlrJJi1d!ng:rmld2l<~OU11c:t!l!nstnurea/staff/&rl6GO/. 
SEND lWO COPIES OF THE COMPLETED APPLICATION TO THE NRC OFFICE SPECIFIED BELOW. 

APPLICATION FOR DISTRIBUTION OF EXEMPT PRODUCTS FILE APPLICATIONS WITH: IF YOU ARE LOCATED IN: 

MATERIALS SAFETY LICENSING BRANCH IU.INOIS, INDIANA, IOWA, MICHIGAN, MINNESOTA, MISSOURI, OHIO, OR WISCONSIN, SEND 
DMSION OF MATERIAL SAFETY. STATE TRIBAL AND RULEMAKING PROGRAMS APPLICATIONS TO: 
OFFICE OF NUCLEAR MATERIALS SAFETY AND SAFEGUARDS 
U.S NLJCLEAR REGULATORY COMM SSION MATERIALS LICENSING BRANCH 
WASHlNGTON, DC 20555-0001 US NUCLEAR REGULATORY COMMISSION REGION t I 

2443 WARRENVILLE ROAD, SUITE 210 
All OTHER PERSONS FILE APPLICATIONS AS FOU.OWS: LISLE IL 60532-4352 

IF YOU ARE LOCATED IN: 

ALABAMA, CONNECTICUT, DELAWARE, DISTRICT OF COLUMBIA, FLORIDA, GEORGIA, ALASKA, ARIZONA, ARKANSAS, CALIFORNIA, COLORADO, HAWAII, IDAHO, KANSAS, 
KENTUCKY, MAINE, MARYLAND, MASSACHUSETTS, NEW HAMPSHIRE, NEW JERSEY, LOUISIANA, MISSISSIPPI, MONTANA, NEBRASKA, NEVADA, NEW MEXICO, NORTH 
NEW YORK, NORTH CAROLINA, PENNSYLVANIA, PUERTO RICO, RHODE ISLAND, SOUTH DAKOTA, OKLAHOMA, OREGON, PACIFIC TRUST TERRITORIES, SOUTH DAKOTA, TEXAS, 
CAROLINA, TENNESSEE, VERMONT, VIRGINIA, VIRGIN ISLANDS, OR WEST VIRGINIA, UTAH, WASHINGTON, OR WYOMING, 

SEND APPLICATIONS TO: SEND APPLICATIONS TO: 
LICENSING ASSISTANCE TEAM 

NUCLEAR MATER ALS L CENSING BRANCH DIVISION OF NUCLEAR MATERIALS SAFETY 
US NUCLEAR REGULATORY COMM SSION REGION I U.S NUCLEAR REGULATORY COMMISSION REGION V 

2100 RENAISSANCE BOULEVARD. SUITE 100 11500 E LAMAR BOULEVARD 

KING OF PRUSSIA, PA 19406-2713 ARLINGTON TX 76011-4511 

PERSONS LOCATED IN AGREEMENT STA TES SEND APPLICATIONS TO THE U.S. NUCLEAR REGULA TORY COMMISSION ONLY IF THEY WISH TO POSSESS 
AND USE LICENSED MATERIAL IN STATES SUBJECT TO U.S.NUCLEAR REGULATORY COMMISSION JURISDICTIONS. 

1 THIS ts AN APPLICATION FOR (Check sppmprlate ttem) 2 NAME AND MAILING ADDRESS OF APPLICANT (lnc;tude ZIP code! 

D A NEWLICENSE Nordion (Canada) Inc. 

0 B. AMENDMENTTO LICENSE NUMBER 54-28275-02MD 447 March Rd. 
Ottawa, Ontario, Canada 

D C RENEWAL OF LICENSE NUMBER K2k1X8 

3 ADORESS WiERE L"CENSED MATER AL WILL BE USED OR POSSESSED 4. NAME OF PERSON TO BE CONTACTED ABOUT THIS APPLICATION 

Luc Desgagne 

BUSINESS TELEPHONE NUMBER I BUSINESS CELLULAR TELEPHONE NUMBER 

Anywhere in the United Stales where the NRC has jurisdiction. (613) 592-3400 
BUSINESS EMAIL ADDRESS 

luc.desgagne@nordion.com 

SUBt.tlT ITEMS 5 THROUGH 11ON8-112 X 11· PAPER. THE TYPE AND SCOPE OF INFORMATION TO BE PROVIDED IS DESCRIBED IN THE LICENSE APPLICATION GUIDE. 

5 RAD OACTIVE MATERIAL B. PURPOSE(SJ FOR Vl'H1CH LICENSED MATERIAL WILL BE USED. 

a Element and mass number. b. chemical and/or phpical lonn, and c. muirrum amounl 7 tNOMOUAL(S; RESPONSIBLE FOR RAOIATION SAFETY PROGRAM ANO THEIR 
whldl w.M be possessed at any one bme. TRAINING ANO EXPERIENCE 

8. TRA!NING FOR INDIVIDUALS \MlRKING •NOR FREQUENTING RESTRICTED AREAS. 9 FACILITIES AND EQUIPMENT 

10 RADATIONSAFETY PROGRAM. 11 WASTE MANAGEMENT 

12 LICENSE FEES (F- tequired anly lor naw applications, with lew ex:eptlons•) FEE B AMOUNT 
{See 10 CFR 110 anrl Sedian 110 31! y none 
•AmendmonlslRen._I• tt..t lncrwne the •cope or th• ezllllng llcenae to a now or higher hie category will rwqulrw a r... CA TEGOR ENCLOSED sCJ 

13 CERTIF. CAT:ON. tMust be complored by IJIJPkant) THE APPLJCANT UNDERSTANDS THAT ALL STATEMENTS AND REPRESENTATIONS MADE IN THIS APPLICATION ARE BINDING 
UPON THE Al'FUCANT. 

THEAPPL"CANT AND ANY OFFICIAL EXECUTING THIS CERTIFICATION ON BEHALF OF THE APPLICANT. NAMED IN ITEM 2 CERTIFY THAT THIS APPLICATION IS PREPARED IN 
CONFOAMITY 'MTH T TLE 10. CODE OF FEDERAL REGULATIONS, PARTS 30, 32 33. 34, 35, 36, 37, 39, AND 40, ANO THAT ALL INFORMATION CONTANED HEREIN IS TRUE AND 
CORRECT TO THE BEST OF THEIR KNO'M.EOGE ANO BELIEF 
WARNING 18 U.S.C SECTION 1001 ACT OF JUNE 25, 194862 STAT 749 UAKES ;TA CRIMINAL OFFENSE TO MAKE A WILLFLILL Y FALSE STATEMENT OR REPRESENTATION TO 
AHY DEPARTMENT OR AGENCY OF THE UNITED STATES AS TO ANY MATTER WITHIN ITS JURISDICTION. 

CERTIFYlNG OFFICER - TYPED/PRINTED NAME AND TITLE SIGNATU~ DATE 

Richard Wassenaar, Senior Manager Transportation Licensing nnd 
.r· 

fl/JW / _ tr{ t~/A: Radia1ion Safety ,~Lr--· 

'" - - .. 
FOR NRC~U~f@.ON!,lX" :-.: ;'" -· . 

... ;· i . . · . . :: .. .. ··:· 
"" : .:: 

TYl!eOF"FEE. I FEELOG ...... 1 
" rFC.E-C'AT£GOBV ~AMOum·RECEIVErf i ~NUMSEB· COMMEHl'S .. .·••" : 

, ~ , . , ' 
~ _,''.. ,, ''.j .· : 

APPAOWDBY •:: : · .. ~ ..· i;;r,o,1£ 

: 

:• ... 
: --- . 

:. - .. i -~···: :. "" 

NRC FORM 313 (OIJ..2018) 



SUPPLEMENTARY PAGES FOR ITEMS 5-11 FORM 313 

Items 5 to 11 of Form 313: 

There are no changes pertaining to Items 5 to 11 of Form 313. 
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NRC FORM374 
U.S. NUCLEAR REGULA TORY COMMISSION 

MATERIALS LICENSE 

PAGE 1 OF 3 PAGES 

Amendment No. 13 

Pursuant to the Atomic Energy Act of 1954, as amended, the Energy Reorganization Act of 1974 (Public Law 93-438), and Title 10, Code of Federal Regulations, Chapter I, 
Parts 30, 31, 32, 33, 34, 35, 36, 37, 39, 40, 70 and 71, and in reliance on statements and representations heretofore made by the licensee, a license is hereby issued 
authorizing the licensee to receive. acquire, possess, and transfer byproduct, source, and special nuclear material designated below; to use such material for the purpose(s) 
and at the place(s) designated below; to deliver or transfer such material to persons authorized to receive it in accordance with the regulations of the applicable Part(s). This 
license shall be deemed to contain the conditions specified in Section 183 of the Atomic Energy Act of 1954, as amended, and is subject to all applicable rules, regulations, 
and orders of the Nuclear Regulatory Commission now or hereafter in effect and to any conditions specified below. 

Licensee In accordance with letter dated I 4. Expiration Date: March 31, 2025 

1. Nordion (Canada), Inc. ~ ... f'i\Y fa1 ~ '® 

2. 447 March Road 

"'3. License number: 54-213-z¥-Q2MD 15. Docket No.: 030-30793 
is amended in its entirety to~a..,.d Reference No.: 

Ottawa, Ontario, CN K2K 1 X8 

6. Byproduct, source, 
andfor special nuclear 
material 

A. lodine-123 

B. lodine-125 

7. Chemical an~for physical form 

A. Any 

B. Any 

as follows: V 

"S. Maxirpum amount that Ileen~ 
~ay PQsse&s at any one tirrfaJ 
'U{lQeJ .thls:license 

A. No~possession 
AuOlorized 

f3 Ncflrossession 
Authorized 

9. Authorized use 

A. In accordance with 1 O CFR 32. 72, the 
licensee is authorized to distribute the 
licensed material described in Items 6 
and 7 of this license to persons 
licensed in accordance with 10 CFR 
35.100, 35.200, 35.300, or under 
equivalent licenses of any Agreement 
State. 

B. In accordance with 10 CFR 32.72, the 
licensee is authorized to distribute the 
licensed material described in Items 6 
and 7 of this license to persons 
licensed in accordance with 1 O CFR 
35.100, 35.200, 35.300, or under 
equivalent licenses of any Agreement 
State. 



NRC FORM 374A U.S. NUCLEAR REGULATORY COMMISSION PAGE 2 OF 3 PAGES I 

License Number Docket or Reference Number I 
I 

54-28275-02MD 030-30793 
, 

MATERIALS LICENSE I 
SUPPLEMENTARY SHEET Amendment No. 13 

6. Byproduct, source, 7. Chemical and/or physical form 8. Maximum amount that licensee 9. Authorized use 
and/or special nuclear may possess at any one time 
material ijOqer·Jhis license 

C. lodine-131 C.Any c. No 'Poss~~sio C. In accordance with 10 CFR 32.72, the 

: Authorized' licensee is authorized to distribute the 
licensed material described in Items 6 
and 7 of this license to persons 
licensed in accordance with 10 CFR 
35.100, 35.200, 35.300, or under 
equivalent licenses of any Agreement 

; State. 

D. Yttrium-90 D. Microsphete$ (Nordion · D, No Possession D. In accordance with 10 CFR 32.74, the \ 

(Canada), Inc., Model ·· A'Uthorized licensee is authorized to distribute the 
Therasphefct), licensed material described in Items 6 

and 7 of this license to persons 
licensed in accordance with 35.1000, 
or under equivalent licenses of any 

' Agreement State. 

E. Cobalt-60 E. Sealed Sources · El No Possessio · E. In accordance with 10 CFR 32.74, the 
(Nordion(Canada), lnc.~Model Authorized licensee is authorized to distribute the 
C-375) licensed material described in Items 6 

and 7 of this license to persons 
licensed in accordance with 35.1000, 
or under equivalent licenses of any 

' 
Agreement State. 

I CONDITIONS 

10. The licensee may distribute material from 447 March Road, Ottawa, Ontario, Canada and 4004 Wesbrook Mall, Vancouver, British 
Columbia, Canada. 

, •. 



ul NRC FORM 374A U.S. NUCLEAR REGULA TORY COMMl
1

SSION __ f AGE_ J_OF __ ~.__!:'.~~~~~ 

MATERIALS LICENSE 
SUPPLEMENTARY SHEET 

License Number 

54-28275-02MD 

Amendment No. 13 

11. This license does not authorize possession or use of licensed material. 

Docket or Reference Number 
030-30793 

12. Notwithstanding 10 CFR 32.72 (a)(4)(ii) the licensee ~>}lf!~l 1- 31 m(l!Jol!P11al antibody product in accordance with their letter dated 
November 24, 2005. <. 

13. Except as specifically provided otherwise i~is license, the licensee shall conduct itQogram in accordance with the statements, 
representations, and procedures contained in the documents, including any enclqsures~ listed below. The Nuclear Regulatory 
Commission's regulations shall govern ~'9ss the statements, representatioas; and proc~res in the licensee's application and 
correspondence are more restrictive thali"fhe regulations. ,..... 

A. Application dated September 23, 20'eb[ML 142-79A523] 

B. Letter dated February 25, 2015 [ML15071A409] 

C. Letter dated March 18, 2015[ML1508~~53) . 

D. Letter dated March 30, 2015[ML15090~1] 
E. Letter dated May 19, 2015 [ML15159A91SJ 

FOR THE U.S. NUCLEAR REGULATORY COMMISSION 

Date: August 11, 2016 By: ( <(, <7",-'4.¢1( j v-v-i..---~.r I 



NRC FORM 532 U.S. NUCLEAR REGULATORY COMMISSION 
(05-2016) ~C,.,,_Q.R FIEGu<'f,.. 

l~t~ ACKNOWLEDGEMENT - RECEIPT OF CORRESPONDENCE ~ .. ,, : 
'1 t;j 
~1'_, +O~ ...... 

Name and Address of Applicant and/or Licensee Date 

I September 13, 2017 I 

Jackie Kavanagh 
License Number(s) 

I 54-28275-02MD I Senior Manager 
Nordion (Canada) Inc. Mail Control Number(s) 
44 7 March Road I 600884 I Ottawa, ON K2K 1X8 
Canada Licensing and/or Technical Reviewer or Branch 

Medical Branch 

This is to acknowledge receipt of your: [ZJ Letter and/or D Application Dated: 9/11/2017 

The initial processing, which included an administrative review, has been performed. 

[ZJ Amendment D Termination D New License D Renewal 

[ZJ There were no administrative omissions identified during our initial review. 

D This is to acknowledge receipt of your application for renewal of the material(s) license identified 
above. Your application is deemed timely filed, and accordingly, the license will not expire until final 
action has been taken by this office. 

D Your application for a new NRC license did not include your taxpayer identification number. Please 
complete and submit NRC Form 531, Request for Taxpayer Identification Number, located at the 
following link: !Jttp:/{WW'f!,JJrc.gQv/re_aglo_g-rm/g_pc-~Q_llectLoni:;/fQr!I1slnr_c5_:U,pcU 

Follow the instructions on the form for submission. 

D The following administrative omissions have been identified: 

Your application has been assigned the above listed MAIL CONTROL NUMBER. When calling to inquire about this 
action, please refer to this control number. Your application has been forwarded to a technical reviewer. Please 
note that the technical review, which is normally completed within 180 days for a renewal application (90 days for all 
other requests), may identify additional omissions or require additional information. If you have any questions 
concerning the processing of your application, our contact information is listed below: 

Region I 
U. S. Nuclear Regulatory Commission 
Division of Nuclear Materials Safety 
2100 Renaissance Boulevard, Suite 100 
King of Prussia, PA 19406-2713 
(610) 337-5260, (610) 337-5313, 
(610) 337-5398, (610) 337-5239 

NRG FORM 532 (05-2016) 


