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_.,....18idos 
Leidos Biomedical Research, Inc. 

February 28, 2020 

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

Frederick National Laboratory for Cancer Research 

Reference: License Number 19-21091-01-Addition of Ra-223 

The purpose of this correspondence is to amend subject license to add the radioisotope Ra-223. The NCI Campus at 
Frederick has been requested to process clinical samples from patients who have received this isotope in a 
radiopharmaceutical therapy regimen. 

Please process this license amendment request as expediently as possible to allow this important research study to 
proceed. 

Paul W. Marshall 
Radiation Safety Officer 
Frederick National Laboratory for Cancer Research Leidos Biomedical Research, Inc. 

NMSS/RGN1 MATERIALS-002 

Leidos Biomed operates the Frederick National Laboratory for the National Cancer Institute. 



NRC FORM 313 
(10-2019) 
10 CFR 30, 32, 
33, 34, 35, 36, 
37, 39, and 40 

U.S. NUCLEAR REGULATORY COMMISSION 

APPLICATION FOR 
MATERIALS LICENSE 

APPROVED BY 0MB: NO. 3150-0120 EXPIRES: 10/31/2019 

Estimated burden per response to comply with this mandatory collection request U hours. Submittal of the 
application is necessary to detenmine that the applicant is qualified and that adequate procedures exist to protect the 
public health and safety. Send comments regarding burden estimate to the Information Se1Vices Branch (T-6 A10M), 
U.S. Nuclear Regulatory Commission, Washington, DC 20555-0001, or by e-mail to lnfocollects.Resource@nrc.gov, 
and to the Desk Officer, Office of lnfonmation and Regulatory Affairs, NEOB-10202, (3150-0120), Office of 
Management and Budget, Washington, DC 20503. If a means used to impose an information collection does not 
display a currently valid 0MB control number, the NRC may not conduct or sponsor, and a person is not required to 
respond to, the 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: http://www.nrc.gov/readinq-rm/doc-collections/nuregslstafflsr15561. SEND lWO COPIES OF THE COMPLETED APPLICATION TO THE NRC 
OFFICE SPECIFIED BELOW. 

APPLICATION FOR DISTRIBUTION OF EXEMPT PRODUCTS FILE APPLICATIONS WITH: 

MATERIALS SAFETY LICENSING BRANCH 
DIVISION OF MATERIAL SAFETY, STATE, TRIBAL AND RULEMAKING PROGRAMS 
OFFICE OF NUCLEAR MATERIALS SAFETY AND SAFEGUARDS 
U.S. NUCLEAR REGULATORY COMMISSION 
WASHINGTON, DC 20555-0001 

ALL OTHER PERSONS FILE APPLICATIONS AS FOLLOWS: 

IF YOU ARE LOCATED IN: 

ALABAMA, CONNECTICUT, DELAWARE, DISTRICT OF COLUMBIA, FLORIDA, 
GEORGIA, KENTUCKY, MAINE, MARYLAND, MASSACHUSETTS, NEW HAMPSHIRE, 
NEW JERSEY, NEW YORK, NORTH CAROLINA, PENNSYLVANIA, PUERTO RICO, 
RHODE ISLAND, SOUTH CAROLINA, TENNESSEE, VERMONT, VIRGINIA, VIRGIN 
ISLANDS, OR WEST VIRGINIA, 

SEND APPLICATIONS TO: 
LICENSING ASSISTANCE TEAM 
DIVISION OF NUCLEAR MATERIALS SAFETY 
U.S. NUCLEAR REGULATORY COMMISSION, REGION I 
2100 RENAISSANCE BOULEVARD, SUITE 100 
KING OF PRUSSIA, PA 19406-2713 

IF YOU ARE LOCATED IN: 

ILLINOIS, INDIANA, IOWA, MICHIGAN, MINNESOTA, MISSOURI, OHIO, OR WISCONSIN, SEND 
APPLICATIONS TO: . 

MATERIALS LICENSING BRANCH 
U.S. NUCLEAR REGULATORY COMMISSION, REGION Ill 
2443 WARRENVILLE ROAD, SUITE 210 
LISLE, IL 60532-4352 

IF YOU ARE LOCATED IN: 

ALASKA, ARIZONA, ARKANSAS, CALIFORNIA, COLORADO, HAWAII, IDAHO, KANSAS, 
LOUISIANA, MISSISSIPPI, MONTANA, NEBRASKA, NEVADA, NEW MEXICO, NORTH 
DAKOTA, OKLAHOMA, OREGON, PACIFIC TRUST TERRITORIES, SOUTH DAKOTA, TEXAS, 
UTAH, WASHINGTON, OR WYOMING, 

SEND APPLICATIONS TO: 

NUCLEAR MATERIALS LICENSING BRANCH 
U.S. NUCLEAR REGULATORY COMMISSION, REGION IV 
1600 E. LAMAR BOULEVARD 
ARLINGTON, TX 76011-4511 

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

1. THIS IS AN APPLICATION FOR (Check appropriate item) 

D A. NEW LICENSE 

[Z] B. AMENDMENT TO LICENSE NUMBER 19-21091-01 

D C. RENEWAL OF LICENSE NUMBER 

3. ADDRESS WHERE LICENSED MATERIALS WILL BE USED OR POSSESSED 

2. NAME AND MAILING ADDRESS OF APPLICANT (Include zip code) 

Paul W. Marshall (RSO) 
Leidos Biomedical - NCI Campus at Frederick 
PO Box B 
Frederick, Maryland 21702 

4. NAME OF PERSON TO BE CONTACTED ABOUT THIS APPLICATION 

Paul Marshall 
NCI Campus at Frederick 
PO Box B - 1050 Boyles Street 
Fort Detrick 

BUSINESS TELEPHONE NUMBER 

301-846-1832 I 
BUSINESS CELLULAR TELEPHONE NUMBER 

N/A 

Frederick, Maryland 21702 BUSINESS E-MAIL ADDRESS 

paul.marshall@nih.gov 

SUBMIT ITEMS 5 THROUGH 11 ON 8-1/2 X 11" PAPER. THE TYPE AND SCOPE OF INFORMATION TO BE PROVIDED IS DESCRIBED IN THE LICENSE APPLICATION GUIDE. 
5. RADIOACTIVE MATERIAL 6. PURPOSE(S) FOR WHICH LICENSED MATERIAL WILL BE USED. 

a. Element and mass number, b: chemical and/or physical form; and c. maximum amount 7. INDIVIDUAL(S) RESPONSIBLE FOR RA[!IATION SAFETY PROGRAM AND THEIR TRAINING AND 
which will be possessed at any one time. EXPERIENCE. -

8. TRAINING FOR INDIVIDUALS WORKING IN OR FREQUENTING RESTRICTED AREAS. 9. FACILITIES AND EQUIPMENT. 
10. RADIATION SAFETY PROGRAM. 11. WASTE MANAGEMENT. 

(See 10 CFR 170 and Section 170.31) · cA.,';;~"oRv N/A ENCLOSED 0. 00 
12. LICENSE FEES (Fees required only for new applications, with few exceptions•) I I AMOUNT $1 

*Amendments/Renewals that increase the scope of the existing license to a new or higher fee category will require a fee. . . 

PER THE DEBT COLLECTION IMPROVEMENT ACT OF 1996 (PUBLIC LAW 104-134), YOU ARE REQUIRED TO PROVIDE YOUR TAXPAYER IDENTIFICATION NUMBER. PROVIDE THIS 
INFORMATION BY COMPLETING NRC FORM 531: https·//www nrc gov/read)ng-un/doc-coUectionslforms/nrc531info,htmi. 

13. CERTIFICATION. (Must be completed by applicant) THE APPLICANT UNDERSTANDS THAT ALL STATEMENTS AND REPRESENTATIONS MADE IN THIS APPLICATION ARE BINDING UPON 
THE APPLICANT. 

THE APPLICANT AND ANY OFFICIAL EXECUTING THIS CERTIFICATION ON BEHALF OF THE APPLICANT, NAMED IN ITEM 2, CERTIFY THAT THIS APPLICATION IS PREPARED IN 
CONFORMITY WITH TITLE 10, CODE OF FEDERAL REGULATIONS, PARTS 30, 32, 33, 34, 35, 36, 37, 39, AND 40, AND THAT ALL INFORMATION CONTAINED HEREIN IS TRUE AND CORRECT 
TO THE BEST OF THEIR KNOWLEDGE AND BELIEF.. . 
WARNING: 18 U.S.C. SECTION 1001 ACT OF JUNE 25, 1948 62 STAT. 749 MAKES IT A CRIMINAL OFFENSE TO MAKE A WILLFULLY FALSE STATEMENT OR REPRESENTATION TO 
ANY DEPARTMENT OR AGENCY OF THE UNITED STATES AS TO ANY MATIER WITHIN ITS JURISDIC~ON. 

CERTIFYING OFFICER -- TYPED/PRINTED NAME AND TITLE 

Paul W. Marshall (RSO) 

FOR NRC USE ONLY 
TYPE OF FEE 

I 
FEE LOG I FEE CATEGORY I$ AMOUNT RECEIVED CHECK NUMBER COMMENTS 

APPROVED BY DATE 

NRC FORM 313 (10-2019) 
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Items 

Item 6 

Item 7 

Item 8 

Item9 

Item 10 

Itemll 

· Radioactive Material - CHANGE: 

Add Radium-223, Any Form, 1 millicurie. 

The NCI Campus at Frederick has been requested to process clinical 
samples (i.e., whole blood) from patients who have received 
radiopharmaceutical therapy using compounds containing Ra-223 
(dichloride). 

Purpose For Which Licensed Material Will Be Used - NO CHANGE 

Individuals Responsible For Radiation Safety Program -
NO CHANGE 

Training For Individuals Working In / Frequenting Restricted Areas -
NO CHANGE 

Facilities and Equipment - NO CHANGE 

Radiation Safety Program - NO CHANGE 

Waste Management - NO CHANGE 



NRc· FoRlin. s32 · u:s. NUCLEAR-ReouLAroRv coMM1ss10N· 
· \05-2016) ' . . ~~· ·~•c.,, : 

I+?.· . ,· ·O\ ' 
i; ~ •. ACKNC)WLEDGEMENT ~ RECEIPT QF CORRESPQNo'ENCE . 
-~ .... ,,. . + -~ .· .. ·. 

. .......... . '. 

- · Name and Address of Applicant arid/cfr:Ucensee -_ · Date· 
. . . . . '. . . . .. . . . . . . . .... - ... . . . . 1- 031i3(2020.' ..... .· .. ·. · 1 . 

··. ·. '.· .. · .·. '·.··. :·. :·.· · . .' ·.:::. ·.· ·.· ... . .· ·: 
-·Le1~os Biomedical.Research; .Irie;·_.: 
"ATTN·:· Dr; KathyTerlesky; Ph.D;.· 

. .'chief Operatfl"!.9 .Officer . . ---. 
_ .. - P.:0; BoxB~.·to~o ~oyleirSt. : 

Licens.eNumber(s) .: . . :. 
1· ·_ · · .-.-19'-:2.1091,.01' ·: : .: · 1 · 

-MailControl .Nuinber{sl · · · 

. · - Frederick: MD 21102 . · . 
. . . •· .. J . - • . .· . . · Licensing-and/or Tech.riical Reviewe'r or Branch .. - . 

.. · ·.·. jc,RoA, DNMS ·· ·. · I .· 
. This is fo ac~nowiedge rec~ipt of your:: . · 121 Le~etan,d/or· D Application Pated: . : 2/26i2020 •.. 

: The initial :proC:essing, \\fh·ic.~ .included .ar, cldministrathie revi.~,i;, has· been perlorrriecL · ... 
-_--. 0: Amend.m~~t.: ... ·o. Termii)~ti~n: :.:_ ·.· .. ·-_.[] Newlic,nse .••.. -. . ·tJ.Ren:ewat···:.· 

·. · 0. rilere wer~ ~•o ~ctministrati.ve om1ssio~~ :identified· du.rine. ·o~u· inifia1· reyiew:· -
. . . . . . . . . . . . . . . . . . . . . 

•· _. -.- tJ ·+his is to ac1crio\N1ec1·g~ receipt o{youi- •ap_plicatio.ri_. tdr ren~wa1 of i11e ~~~eria1<sr1ic~nise· .i~~ntifiec1: : . : . -. 
· · · · · .. · above. Your applicationis deemed timely filed; an.d accord.ingly, the license will not e~pire ~ritil final 
. . : .·. . actic)ri has· been taken: by this, office: . . . . . . . . . . . . . . . . . . . . . ,' . 

. . .· .... ·. .· ... · ,·. .· ... · .·. 

. . . . D Your:application fOr a new NRC lic~nse did riotincllid~·your taxpayer identification n~n16er. Ptease .. 
_. -_. _ -- complete :and submit .NRC Form 531, ~equesUor :Taxpay~r Identification Numb~r~ loc.ated· at the : . · · · . 
· . · · .. foUo~ing :link: --- -· http://www~ntc.gov/read1rlg..-rm/doc-coilections/forms/nrc:s31~p.df . · . -.. 

. . .. . . .. . . .. . . . .. . 

.FQll<>w th~ Jnstr!JctiQns 9.h t~~ to~m tor sut>mis,ion. • · 

. . Y~qr applic'atjon h~s b:eeri ~~signed ·the.abb~e :1istetjMAI·~ CONTROL NUMBi=R _When •calling t9: in·q~lre ibout this:· . . 
. : acti6r'l; ple·a~e ref et to this ~bhtrol:number .. Your application. tias b1;eii .foiwardedto a technical revieV{et. Pleal?e : .. : . . .- . 

- -note ·t.hat the tecbn'ica1.·revjew, wh'ich: is 'rioriliaily 'cc;>mple_te~ with hi 180 days for a renewal appiicatkm (90 days for all · . 
·other requests), may .id~ntify additio,naj omissions or require. additjonal iriforrriatior( .If you have ariy que~tions - -
~oncernin·g th.e proces~hig ?t your app11cati91J, our co.ntact intoimauon i.s}~ted below: : •. , . . · · · . - · . 

. . . . .· . . 

_ NRC FORM 532:(05-2016) 

:Regi9nj _ . . . . _. . . . . .· 
· U~ $;, Nuc::lear R~gQlatoryC_ommissic;,n · . 
. Division of Nucleai'Mater,ials Safety:· .. .. · 
·. 2100 Renaissance Boulevard; Suite 100 · 

King of Prussia, P.t\ 19406~2713 . -_ . _ _ . _ _ _ 
(610> 337;;s2so,: (610> aa1-s~1:a,. _ >: · _: : : · _ .. - -· 

· · (.610).337-S~~s; (610)_'337~5~13 or (610) 337~5239. -




