GE Healthcare

3520 Progress Drive
Bensalem, PA 19020
USA

T 2152457805
F 2152454922

June 27, 2006 Msté

J-¢
U. S. Nuclear Regulatory Commission
Region I

475 Allendale Road

b

e

King of Prussia, PA 19406 =
Com

0le3 (970 :;

Re: License No. 37-27830-02MD o
Mail Control Number 138937 -

Tim

Dear Sir, S
wv

Enclosed please find Mallinckrodt Medical’s radicactive mater¥al
license naming Elio Gould as an authorized user. Please add Elio

Gould to our license as requested in the May 30, 2006
corregpondence.

Thank you for your assistance. I can be reached at (215)245-7805
to answer any questions you may have. ‘

Sincerely,

Facility RSO

/28737

RIRSS/RCNT MATERIALS-GIZ

General Electric Company

1 KOiD4d
03A13334
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Amendment No. 14
MATERIALS LICENSE

o Purguant to the Atomic Energy Act of 5954 as amended, the Energy Reorganization Act of 1974 (Public Law 93-438), and Title 15 Code
y .rof Federal Regulations, Chapter |, Parts 30 31, 32, 33, 34, 35, 36, 38, 40, and 70, and in reliance on statements and representatrons

heretofore made by the licensee, a licénse is hereby issued autherizing the licensee to recelve, acquire, possess, and transfer byproduct

source, and spaecial nuclear material demgnated below; to use such material for the purpose(s) and at the place(s) designated bglow 10
deliver or transfer such material to persons autharized to receive it in accordance with the regulations of the applicable Part(s). Thisilicense
shall be deemed to contain the conditions specified in Section 183 of the Atomic Energy Act of 1954, as amended, and is subjebt to all
applicable rules, regulations, and ardars of the Nuclear Ragutatory Commission now or hereafter in effect and to any conditions speufed

below.

Licensee ' In accordance with the letter dated
: June 27, 2002,
1. Mallinckrodt, Inc. : 3. License number 24-04208-01MD is amended ln
. ?}“ R Q lrety to read as follows:
. o ‘\vﬂ - 4’
: S
2. 675 McDonnell Boulevard | \:} 4. Expimtio;ﬁé ﬂarch 31, 2003
P.0. Box 5840 R 5. Docket No. 03082095
St. Louis, Missouri 63134 Q_) Reference No.

8. (‘ﬂaximum amount that llcens%e may
188a8¢ at any one time under this
nse ;

6. Byproduct, source, and/or sg;aal
nuclear material

T

P

,A. Any byproduct materiaiﬂitfh
atomic numbers 1 througly: 83,
except molybdenum 99;
technetium 99m, iodine 13) and

ot to exceed 100 mllhcunes
&?er radionuclide and 1 curle

xenon 133
f«f;«»
B. Molybdenum 99 N B. 200 curies
C. Technetium 99m " e Aﬂy except sea%?d Wroes C. 200 curies
D. lodine 131 ) D. Any, except'sealed sources D. 5 curies
E. Xenon 133 ; E. Any, except sealed sources E. 4 curies
F. Any byproduct material listed in  F. Prepackaged units forinvitro  F. 20 millicuries
10 CFR 31.11(a) ; diagnostic tests
G. Any byproduct material . G. Sealed sources G. 300 millicuries
authorized under
10 CFR 35.57(a)
H. Depleted Uranium i H. Metal H. 999 kilograms
. lodine 125 I I. Any brachytherapy source . 4 curies
' identified in 10 CFR 35.400
J. Yttrium 90 ' J. Any J. 1 curie

g
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Licensa Numbes

24-04206-01MD

MATERlALS LICENSE Docket or Reference Number
SUPPLEMENTARY SHEET 03032995

Amendment No. 14

9.

A.through E. Preparation and distribution of radioactive drugs, production of technetium 99m pertechnetate !

Authorized use:

——

compounding of iodine 131 and distribution of unused molybdenum 99/technetium 99m
generators to authorized recipients in accordance with 10 CFR 32.72 and o authorized

recipients for nan-medical ugﬂ g%a %
Redistribution to specific |§censees licensee §r{5§£t to 10 CFR 31.11 provided the packaging

F.
and labeling remain unchanged, .ﬁ
G. Calibration and checking c):“@wnsee s instruments. Distributio ﬁ‘sealed sources to authorized
recipients in accordance wit¥0 CFR 32.74 and to authorized recipie@for non-medical use.
H H. Shielding for molybdenurg 99/technetium 99m generators.
I. Distribution of sealed soufces py ntto 10 CFR 32.74 to pe licenséd pursuant to 10 CFR 35.400
or under equivalent licgnses of & 2ement State. : ,
J.  Preparation and distribtfon of rad ‘ ith 10 CR[32.72
i < 2
I = =
, th PR :
10. Licensed material may g8tused\g gédtod at Lewis Road, Suite A
Hamisburg, Pennsylvamw -
i X f-: &
11. Licensed material listed in; ﬁ g autfl or by, or @a’r the supervision of, the fol_lowing
individuals for the matenals es indicated $
) A. In accordance with 10 CFR 32. 72@(2)ﬁ~or '%{) p jsts working as authorized nuclear
pharmacists. ;
B. Authorized Nuclear Pharmacists:
I Steven Alvey : Bonnie Gindling Neal Patel
Margaret Anderson - Margaret Glennon Craig Petzold
Brian Auger : Christine Goetting (Surerus})  Karen Pieszala
{ Terry Austin : Elio Gould David Poydence
Christine Basilone - Kelly Hall Charies Reed
Wendy Lou Baumering David Hart Debra Ross
Quent Besing ; David Hartter Michael Rossi
Amy Bettle i Elaine Haynes Warren Salomon
Thomas Brady j Michael Hess Barbara Scavullo
Johin Briggs : Richard Hylinski Richard Schafer
Barry Brown Henry Jahn David Schrmitt
L Nancy Cahill _ Homan Jarrar Steven Schultz
Robert Chandler : Lucie Kawaguchi David Senko
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' License Number ;

24-04206-01MD

g MATERIALS LICENSE Docket or Reforence Namber
e SUPPLEMENTARY SHEET 03032995

Amendment No. 14

Padmesh Chhita - John Keenan Aly Sharaf
Harold Cleveland Michaei Kiug William Short lll
ll Matthew Coccaro . Scott Knishka Mary Sue Shrum
Daniel Coffman : Raymond Komosinski James Sorensen
Cheryl Cordum ; Lisa Koss (Leonard) Gary Spence
Brian Cox : Timothy Layne Michael Stipanovich
William Crawford - Wayne Toal
Dennis Davis : éu"Fgu‘ﬁ‘ qﬁ @ é:,f ,e Sally DUAnn Vanderslice :
Vincent DiSpigno { *David Lutes 4 Deborah Vanerka (Wlerzba)
II Greg Edquist | \b Thomas Mabis Thomas Viering .,
Vicky Davis > John Manzi (acey Villa
Rodney Detrow ¢y Brad Martin Deflald wamer

John Martin
eborah McDowell

> Todd Warren
Genevieve Watanabe
Randa¥ Watt
Larryeidner

Hen eilgosz

, Jeff \®@lliams

%\Iillman
iaR.yvong

Rictiard Wride

Kenneth DeTurk ‘QJ'
Oliver Emberger , ™
Allen Fazekas P :
Joseph Fery =L °
Thomas Firman je= .
James Flynn :
' Lori Follis (DeVoé)
Joseph Gatton
Rudolph Gilliam ﬁ;\)

12. The Radiation Safety Offlcelﬁwls hcensa is

13. In addition to the possession limits in | % e li n | further restrict the possession of Iioeriised
material to quantities below the minimum i sp'gl > CFR 30.35(d), 40.36(b), and 70.25(d) fpr
establishing financial assurance for decommissioning.

14. A. Sealed sources and detector cells contammg licensed material shall be tested for leakage and/qr
contamination at intervals not to exceed six months or at such other intervals as are specified by the
certificate of registration referrad to in 10 CFR 32.210, not to exceed three years.

B. Notwithstanding Paragraph A of this Condition, sealed sources designed to emit alpha particlesishall
be tested for leakage and/or contamination at intervals not to exceed three months,

C. Inthe absence of a camf‘ cate from a transferor indicating that a leak test has been made within|six
months prior to the transfer, a sealed source or detector cell received from another person shall‘not
be put into use until te_sted A

u
u
I
I!
|
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License Number

| 24-04206-01MD
MATERIAL S LICENSE Docket or Refsrence Numpier

’ r SUPPLEMENTARY SHEET ‘ 03032995
“ : Amendment No. 14

D. Each sealed source fabncated by the licensee shall be inspacted and tested for construction defects
leakage, and contammatlon prior to any use or transfer as a sealed source. .

E. Sealed sources and detector cells need not be leak tested if:
(i) they contain on|y hydrogen-3; or

(i) they contain onsy a raduoa@%gh‘s or R G {7 ¢
I
Q

(iv) they contain nc%ore than 100 microcuries of beta and/or ga@la emitting material or not more
than 10 micro of, tpha emitting material; or . :

(i) the half-life of the pe is 30 days or less; or

(v) they are not é’é‘mgned .‘?ﬁf %

when they aféremoved fi er to anothemperson, and have not been
tested withirkthel required $al be tested ’tggre use or transfer. No
. sealed sourgepi dete iod of mordtkan 10 years without b@zing
o tested for Ieakage angh £ow (

Saf 0.0

F. The test shall be capdple ofe & nrésd a0 fmcroctﬂ:\y of radioactive matenal @n the
test sample. If the tegirevea BaE s.,é?t-ﬂ Crocurie ofjmore of removable contamination,
a report shail be fiieg%he § L yiiommissigh.and the source or detector cell
shall bs removed imme. from servich -‘-econtamma%palred or disposed of in |
accordance with Commissiofi regulations. The report shall be¥Tied within five days of the date the

leak test result is known with the (6. %Ise Re » Commission, Region |, ATTN: Chief,!
Nuclear Materials Safety Branch, 475 d ing of Prussia, Pennsylvania 19406. The
report shall spacify the source or detector cell involved, the test results, and corrective action taken

G. The licensee is authonzed to collect leak test samples for analysis by the licansee. Alternatnvely,
tests for leakage and/or contamination may be perfarmed by persons specifically licensed by the
Commission or an Agreement State to perform such services.

15. Sealed sources or detector cells containing licensed material shall not be opaned or sources removed
from source holders by the licensee. A

16. The licensee shall not acquue licensed material in a sealed source or device unless the source or dewce
has been registered with the U.S. Nuclear Regulatory Commission pursuant to 10 CFR 32.210 or '
equivalent regulations of an Agreement State.

17. The licensee shall conduct a physical inventory every six months to account for all sealed sources and
devices containing llcensed material received and possessed under the license. :

I

|
B
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Amendment No. 14

18.

19.

20.

21.

22.

23.

Reagent kits may be redisfributed to persons licensed pursuant to 10 CFR 35.200 or under equivalent
licenses of Agreement Staies

The licensee is authonzed to hold radioactive material with a physical half-life of less than 65 days for
decay-in-storage before dusposal in ordinary trash, provided: .

A. Woaste o be dlsposed of in this m%zn& ﬂall ﬁ @Iwr decay a minimum of ten half-lives.

B. Before disposal as ordm ﬁg;'h’ the waste shall be survé?at the container surface with the
appropriate survey inst %ﬂ set on its most sensitive scal th no interposed shietding to
determine that its radib%wty cannot be distinguished from backfibund. All radiation labels shall be
removed or obliterat%

C. Arecord of each s% dispt
years. The record miust includi
placed in storage e radionud
the dose rate megsured at the
performed the dtspopal 4

'ndftlon shall be retained for thrae

on whiclf The byproduct material was

Fgstrument u the background dosg rate,
ner, and tﬁgame of the individual 'who

totas and dﬁsed of in accordance wlth

Radioactive waste may@ pick »
)¢ dated ﬂgvember 20, 1996.

the statements, represemguons :
The licensee is authorrzed%ns ‘Mansedf;
10 CFR Part 71 “Packagm bT ransportatios
This license does not authorlze dlstnbi#en tg pe On:ige#t from licensing.

Except for maintaining Iabelmg as required by 10 CFR Part 20 or 71, the licensee shall obtain ,
authorization from the U.S; Nuclear Regulatory Commission before maklng any changes in the sealad
source, device, or source-device combination that would alter the description or specifications as indicated
in the respective Registration Certificates issued either by the Commission pursuant to 10 CFR 32. 210 or
by an Agreement State. -

|

WI'
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License Number

24-04206-01MD

MATER'AI;S LICENSE Docket or Referance Number
SUPPLEMENTARY SHEET 03032995 I

Amendmerit No. 14

h 24. Except as specifically prowded otherwise in this license, the licensee shall conduct its program in

Date

accordance with the statements, representations, and procedures contained in the documents, mcllidmg
any enclosures, listed below. The Nuclear Regulatory Commission's ragulations shall govemn uniess the
statements, rapresentatlons and procedures in the licenses's application and correspondence are rhore
restrictive than the regulatlons

Application dated Apri} 20, 1992 , :

Letter dated July 27, 1992 \VE,. AR REG {7 ¢

Letter dated August 17, 199¢ 4 ¥ <
Letter dated September, 92 P
Letter dated October 284992 )
Application dated M
Letter dated July 1
Appiication dated
on page 4.

Letter dated Marcﬁﬂ 1 1997 4
Letter dated Januasy 25, 2000 3
Letter dated Marchry7, 2000,
Letter dated March 9, 2004
Letter dated Octob@P®, 20%
Letter dated June 2{}4’200 3

I@TMMOO®>

ZZrxe—

For the U.8. Nuclear Regulatory Commission

August 28, 2002 By
: JamesWP. Dwyer

Nuclear Materials Safety Branch 1

Divigion of Nuclear Materials Safety

Region |

King of Prussia, Pennsylvania 19406

8039324




