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U.S. NUCLEAR REGULATORY COMMISSION Amendment No. 68

MATERIALS LICENSE

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 |, Parts 30, 31, 32, 33, 34, 35, 36, 39, 40, and 70, 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 August 1, 2011,

and email dated October 27, 2011

1. Kaiser Foundation Hospital 3. License number 53-05379-01 is amended in
Diagnostic Imaging Department its entirety to read as follows:

2. oanalua Roa - 4. Expiration date Apri ,
3288 M lua Road Fffl,;_h April 30, 2015

. )
Honolulu, Hawaii 96819 Fl’a il ‘5%@0&@5? 030-03546

L1 L »
C, N Reference&o_.f?
3'; N . L . :
6. Byproduct, source, and/or 7. nQ‘ ical and/or physical form ’ =8. Maximum amount that licensee
special nuclear material Yy E:__,o‘ may possess at any one time

A 1% under this license

7 Z
. Any byproduct - . B _ A, As needed

material permitted : \ 7

by 10 CFR 35.100% ) A 'S

f=—=

1 | - I:1
(i . : ) —

. Any byproduct [ ok :Br As needed
material permitted =% : -y

k=
by 10 CFR 35.200 1&:5

Y

- Lt . ] )
. Any byproduct ".:?ﬂAny' Fr g il gl y C. 6 curies total (not to
material permitted s exceed 200 + 10
by 10 CFR 35.300 . millicuries per

; ' container)

. lodine-125 D. Liquid as Proxima Therapeutics, Inc. . 5 curies total
permitted by 10 lotrex ™
CFR 35.1000

9. Authorized use:
A. Any uptake, dilution and excretion study permitted by 10 CFR 35.100.

B. Any imaging and localization study permitted by 10 CFR 35.200.




NRC FORM 374A U.S. NUCLEAR REGULATORY COMMISSION PAGE 2 of 4 PAGES
License Number

53-05379-01

MATERIALS LICENSE Docket or Reference Number
SUPPLEMENTARY SHEET 030-03546

Amendment No. 68

C. Any use permitted by 10 CFR 35.300.

D. For use in the Proxima Therapeutics’ GliaSite® Radiation therapy system permitted by 10 CFR
35.1000.

CONDITIONS

Licensed material may be used or stored only at the Ilcensee s facilities located at 3288 Moanalua Road,
Honolulu, Hawaii. _ B RE Eq;
. Fr T{J,
The Radiation Safety Officer fo(‘th'?s'llcense is Brian T. Oyadon%r_l_.fM S.
-
:‘.,.l'\-
Licensed material is only@orlzed for use by, or under the superwswrr“of

A. Individuals permlttgdio work as an authorized user, authorized nuclé?gharmamst and/or authorized
medical phy&mstﬁﬂﬁ,accdkd;_nce with 10 CFR 35.13 and 3?.

s

B. The following |nd;uduals ar th Bﬂ sefsfet; the/,ﬂerlal ‘and medlea}uses indicated:

Authorized Users-' | iL FMMaterlal and Use

-
Peter AbcarianfMID. [} % I 85.400; 35. 300
Frederick T. BortssM.D. \L‘iﬁ l..'_u 35. 10Q_,~.,35 ZQO

Rickie A. Broadfooil A\M.D. e “'g 35.100; 35. 4237-
Bradford S. Burton,'{!yl D. T Edir e (350035800

_ =g
s )
Felix Lee Song, MD#7y "V ™. 785400285200

Thomas G. Mahon, M.DY 6} K1 185.100; 35.200; d’rél"admlnlstratlon of sodium iodide
[-131

Amy H. Martin, M.D. - | ! 35.100;735:200

Ramana B. Muthyala, M.D. ‘35.100; 35.200

Marie S. Noitakis, M.D. 35.100; 35.200

Stein Rafto, M.D. 35.100; 35.200

Katrena U. Wade Kennedy, M.D. 35.100; 35.200

John T. Watabe, M.D. 35.100; 35.200

Decha Intaraprasong, M.D. 35.100; 35.200; 35.300

Daniel C. Henshaw, M.D. 35.100; 35.200; 35.300

Steven W. Hong, M.D. 35.100; 35.200; 35.300

Alison M. Shibuya, M.D. 35.100; 35.200; 35.300

Chung Ta Hsin, M.D. 35.100; 35.200; 35.300

Samuel M. H. Wu, M.D. 35.100; 35.200; 35.300

Vincent Brown, M.D. 35.1000 (1-125 in GliaSite radiation therapy system)
Paul DeMare, M.D. 35.1000 (1-125 in GliaSite radiation therapy system)
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Authorized Users Material and Use

Thanh Huynh, M.D. 35.1000 (I-125 in GliaSite radiation therapy system)
Christina Liu, M.D. 35.1000 (I-125 in GliaSite radiation therapy system)
Mitchell A. Moy, M.D. 35.100; 35.200; oral administration of sodium iodide

[-131 in quantities less than or equal to 33 millicuries
Calvin B. Delaplain, M.D. 35.100; 35.200; 35.300

David Kho, M.D. 35.100; 35.200; oral administration of sodium iodide
- 131 in quantities less than or equal to 33 millicuries
by (2,

. 1
-.- L

13. For sealed sources not associa‘t“ed-wifh 10 CFR Part 35 use, the lelowing conditions apply:

A.

Sealed sources shal[_be tested for leakage and/or contamlnatlon at intervals not to exceed the
intervals specified in ‘the certificate of registration issued by the U: S ANuclear Regulatory
Commission under N0 CFR 32.210 or under equivalent reg‘lilgt_lqns of an Agreement State.

NotW|thstand|ng ?arag‘raﬁE B(agls Condition, se m{d{urc’ée designed to primarily emit alpha
fo tic

particles shall be tested nd/ef-contamination ai intervals not'to exceed 3 months.
|nd|c§tmg fhat a leak testhas been made within the
Pésﬂed By the U.S. Nclear Regulatory

Commission under 10 e er—equvalentjégulahens of amsAgreement State, prior to

the transfer, a s€aled s L from another-,pers aTI not be’ put into use until tested and

the test results receiveds . . o
Sealed sources néed.not b i the ain o ydrogen -3, ot they contain only a
radioactive gas; or thelhalf-life of t is% E'iéﬁo dﬁ{é or less; o’f';they contain not more than
100 microcuries of betas and/or gamma- g materlal or nat more than 10 microcuries of
alpha-emitting material.

Sealed sources need not be tested if they are in'storage and are not being used; however, when
they are removed from storage for use or transferred to another person and have not been tested
within the required leak test interval, they shall be tested before use or transfer. No sealed source
shall be stored for a period of more than 10 years without being tested for leakage and/or
contamination.

The leak test shall be capable of detecting the presence of 0.005 microcurie (185 becquerels) of
radioactive material on the test sample. If the test reveals the presence of 0.005 microcurie

(185 becquerels) or more of removable contamination, a report shall be filed with the U.S. Nuclear
Regulatory Commission in accordance with 10 CFR 30.50(c)(2), and the source shall be removed
immediately from service and decontaminated, repaired, or disposed of in accordance with
Commission regulations. The report shall be filed within 5 days of the date the leak test result is
known with the U.S. Nuclear Regulatory Commission, Region |V, 612 East Lamar Boulevard, Suite
400, Arlington, Texas 76011-4125, ATTN: Director, Division of Nuclear Materials Safety. The
report shall specify the source involved, the test results, and corrective action taken.
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G. Tests for leakage and/or contamination, including leak test sample collection and analysis, shall be
performed by the licensee or by other persons specifically licensed by the U.S. Nuclear Regulatory
Commission or an Agreement State to perform such services.

The licensee shall conduct a physical inventory every six months, or at other intervals approved by the
U.S. Nuclear Regulatory Commission, to account for all sources and/or devices received and possessed

under the license.

Sealed sources or detector cells containing licensed material shall not be opened or sources removed

from source holders by the licensee.

The licensee is authorized to tn

= Ii}a. i‘i_-':'

=l -

| [
= =y rr-f 4

b . .
rt licensed material in acecgrd ce with the provisions of

10 CFR Part 71, “Packaging%_‘%bnd'Transportation of Radioactive Material.”
oy

gy

)

Except as specifically pronded otherwise in this license, the licensee shallconduct its program in

accordance with the stﬁ{;

ments, representations, and procedures contain

in the documents, including

any enclosures, listed belows_This.license condition applies ;p}y’féﬁose p’r%cedures that are required to

be submitted in acc r_g_ance withr the

. Application dated"Novem

. Letter dated January, 12,

. Letter dated Febrl]ary 3,2

. E-mails dated Febrliary.9, 20

. Letter dated March 221/,{?/"005 (MLO5
gFP

Date October 31, 2011

mapssaivion” )/ =
FY ey ;% Cn
" .'.i:éb EL’W_&H{.' e ':"':-:
ol A O

ulations. Additi(;r?H this'license condition does not limit the
licensee’s ability to make changes to ttie radiati i0

The U.S. Nuclear Regulatory Conmimission’
representations, ang-procedures iE the li

. ; iy
than the regulatlons"-;;] ql #F-’: .

otection program as prévided for in 10 CFR 35.26.

reg'ﬂilati ns'shé:ll govern unless thg statements,
nseg;s pIicatL

n and correspondence are more restrictive
= gy

o = "J.- ol

Py 3 mray .."'.l- |. !..l..-.__ —

i

i -y

O

W =

FOR THE U.S. NUCLEAR REGULATORY COMMISSION

IRA/

Michelle Simmons, Health Physicist
Nuclear Materials Safety Branch B
Region IV

Arlington, Texas 76011-4125
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