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U.S. NUCLEAR REGULATORY COMMISSION Amendment No. 27

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

January 14, 2013

1. Straub Clinic & Hospital 3. License number 53-18126-01 is amended in
its entirety to read as follows:

2. 888 South King Street . ¢4 EXpiration date May 31, 2015

Honolulu, Hawaii 96813 - At 5-Do'dget'hjo 030-14529
Reference&o 3

— T
6. Byproduct, source, and/or special m%" 7. Chemical and/or physical form # 8., Maximum amount that licensee

I .
nuclear material xa._ 4 may possess at any one time under

A .F-&]is license
ar i F

A. Any byproduct materia]” —-.. A. Any -~ . As needed
permitted by 10 CFR"‘SS 10 "H. -

=,
i )

. Any byproduct matefial 5 Sl B - Blﬁs needed
permitted by 10 CER 35.200 -

—
. Any byproduct matérial T C= curie
permitted by 10 CFB,_SSSOQEKW : e ﬁ : -

e

. Any byproduct materjals Prﬁ ckage Kﬁq‘s\_‘# () 5 millicuries
permitted by 10 CFR 3{}«11 LA
-|"" :“-.-.;'
. Yttrium-90 ; E. "'t'Jns ?ia.uld - ‘5"] () E. Not to exceed 2 sources,
.-:; radiop h'laceutlcal ;‘a 110 millicuries total
sources (IDEC activity

| “Pharmaceuticals Zevalin)

. Yttrium-90 permitted by . Sealed sources Sirtex . 189 millicuries per vial
10 CFR 35.1000 Medical SIR-Spheres® and 650 millicuries total
microspheres

Authorized use:

. Any uptake, dilution and excretion study permitted by 10 CFR 35.100.

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

. Any use permitted by 10 CFR 35.300.

. In vitro studies.

. To be used for dose calibrator checks and calibrations and quality assurance testing.

. For permanent manual brachytherapy using Sirtex Medical SIR-Spheres® microspheres and delivery
system permitted by 10 CFR 35.1000.
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CONDITIONS

Licensed material may be used or stored only at the licensee’s facilities located at 888 South
King Street, Honolulu, Hawaii (island of Oahu).

The Radiation Safety Officer for this license is Ronald W. Frick, M.S., CHP.
Licensed material is only authorized for use by, or under the supervision of:

A. Individuals permitted to work as an authgfized-Usgr, authorized nuclear pharmacist, and/or authorized

medical physicist in accordance Vscr_gthE) bFR 35.13 and {3?}4

. v
. The following individuals are authorlzed users |ior the materlal and medical uses indicated:
= B a ‘f‘“

Authorized Users - ”‘q_,{“ Material amdFUse
Marc Coel, M.D. A 35.100, 35.200;" 35.390, and 31.11
Sandi Kwee, M.D. 2" 35.100, 35.200, 357300, and 31.11

John P. Kristofich, |, D 35.100, 35.200 0
shay J. Lee, M.D.,, "~ 35.100, 35.200,-35:300"_¢
Douglas A. PraggfLLM.D : 35.100, §§r¥60 35.300 .
Brian T. Sinclair, M.D. | \ 100;°35.200; 'and 31. 144

L= b .
James S. Sheper_d'; M.D. JJ ‘3 1000'for Y%O SIR- Sphec‘;b® use

LI r.u_ =
’ i A -|:
For sealed sources ﬁ-é{" associated W EE(R_Eg_r_t_ _Sguse the follg;ﬁ/mg condltlons apply:

. ol
Sealed sources 'el'r"a1lll be _ ge and/or. onta afion at in als not to exceed the
intervals specified.in the c [ is e U.S. Nbélear Regulatory
Commission undend0 CF /& gulations | f’an Agreement State.

e
; ki)
_ _ “A, Fr N
Notwithstanding Paragraph A of this Co;%‘ilhg.gealed sburces'chbs;gned to primarily emit alpha
particles shall be tested leakage and/or contamination at intervals not to exceed 3 months.

In the absence of a certificate from a transferor indicating that a leak test has been made within the
intervals specified in the certificate of registration issued by the U.S. Nuclear Regulatory
Commission under 10 CFR 32.210 or under equivalent regulations of an Agreement State, prior to
the transfer, a sealed source received from another person shall not be put into use until tested and
the test results received.

Sealed sources need not be tested if they contain only hydrogen-3; or they contain only a
radioactive gas; or the half-life of the isotope is 30 days or less; or they contain not more than
100 microcuries of beta- and/or gamma-emitting material or not more than 10 microcuries of
alpha-emitting material.
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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 accordancgWwithj ?p EFR-«:SO 50(c)(2), and the source shall be removed
immediately from service and dgcon‘tahlnated repal.red for disposed of in accordance with
Commission regulations. ’The teport shall be filed within 5, days of the date the leak test result is
known with the U.S. Nuclear Regulatory_ Conr],r,ng1 ion, Region 1V, 1600 East Lamar Boulevard,
Arlington, Texas 76011-4511, ATTNY, [2|fectc-m vmon pf Nuclear Materials Safety. The report
shall specify the source mvolved;thé test results, and carrective action taken.

-: - -‘"

Tests for leakage anq/Gr Gontamlnatlon including leak test saﬁ‘npl-é‘ collection and analysis, shall be

performed by the licensSee or by other persons specifically Ilcenseq liy the U.S. Nuclear Regulatory
Commission or aangreement State to perform such services. au

H. Records of Ieak fes’t resthshaLbe kept in units of mlcr’?ed'ﬁ’eﬁ;md shaﬂ be maintained for 3 years.

.I--\.
Sealed sources conta‘mng licens m]éﬁjl shall:ndt be op,enedi*or sources r;emoved from source
holders by the Ilcensee' * K o {

- 4

The licensee shall cdfduct a p _' i nths;,for at.other mtervals approved by the
U.S. Nuclear Regulatory Conimissi to account for a sourpésaandfgir dewees received and possessed
under the license. Re{(:,,ords of y I Il be maintained f ears from, the date of each inventory
and shall include the rad‘onucl antities, manufa r's r%eyand nfottel numbers, and the date of
the inventory. w" R L1 -"}

¢-\.

e
In addition to the possessmﬁ-hmlts in ltem 8, ﬂ&%g}asee shgll furthgfteﬁtrlct the possession of licensed

material to quantities below thejhlnlmum limit ffied in 10 CFR 30-85(d) for establishing financial

assurance for decommissioning.

The licensee is authorized to transport licensed material in accordance with the provisions of
10 CFR Part 71, “Packaging and Transportation of Radioactive Material.”
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Except as specifically provided otherwise in this license, the licensee shall conduct its program in
accordance with the statements, representations, and procedures contained in the documents, including
any enclosures, listed below. This license condition applies only to those procedures that are required to
be submitted in accordance with the regulations. Additionally, this license condition does not limit the
licensee’s ability to make changes to the radiation protection program as provided for in 10 CFR 35.26.
The U.S. Nuclear Regulatory Commission's regulations shall govern unless the statements,
representations, and procedures in the licensee's application and correspondence are more restrictive
than the regulations.

. Application dated January 12, 2005 |[:‘a R F-" G (ML050280347)
. Letter dated August 31, 2005 , 052730143)

A
B
C. Letter dated July 24, 2008 {‘“ 082490611)
D. Letter dated November 27, 2012 with enclosu ﬁ ML12352A137)

FOR THE U.S. NUCLEAR REGULATORY COMMISSION

IRA/
Date March 7, 2013

Roberto J. Torres, Senior Health Physicist
Nuclear Materials Safety Branch B
Region IV

Arlington, Texas 76011-4511




