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¥""PRODUCT MATERIAL LICF ‘SE  auendment o, 45

‘Pursucmt to the Atomic Energy Act of 1954 and Title 10, Code of Federal Regulations, Chapter 1, Parts 30, 32
"‘33 34, and 35, and in relionce on statements and representcmons heretofore made by the licensee, a license i:
hereby issued authorizing the licensee to receive, acquire, own, possess, tromsfer ond import byproduct materica
- listed below; and to use such byproduct material for the purpose(s) and at the place(s) designated below. Thi
hcense shall be deemed to contain the conditions specified in Section 183 of the Atomic Energy Act of 1954, as
2 amended and is subject to all applicable rules, regulations, and orders of the Atomic Energy Commission now
- or hereatter in effect and to any conditions specified below.
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Licensee '
= ' ~ In aceordance with application dated
- 1. Department of the Army ' | June 18, 1974,
Watmed Army Medical Center | 8 License number  08-01738-02 is amended
2 2. Washisgton, D. C. 20012 : in its entirety to read as follows:
4. Expiration date August 31, 1979
5. Reference No.’
" 6. Byproduct material 7. Chemical end/or physmal . 8. Maximum amount of radioac-
: (element and mass number) form tivity which licensee may
s ' : : posséss at any one time
5 A, Any byproeduct A. Any- A. 400 millicuries of each
material with _ excepts
Atomic Nos, 3=83, . . ' . lodine 131 2000 miliicuries
inclugive ¥enon 133 5000 millicuries
: Kxrypton 85 5000 millieuries
Gold 198 1000 millicuries
Phesphorus 32 2000 millicuries
Sulfur 35 1000 millicuries
Carbon 14 2000 millieuries
Iodine 125 1000 millicurips
Iridium 192 ‘ L
o ' : Total not te exceed 26 curies
B. Hydrogen 3 B. Any , B._ 10,000 millicuries
C. Cesium 137 Cs Sealed sources C.’
Do Molybdenum 99 D. Holybdenum 99/ D. 10 curies =
Technetiuvm 99m Generators
(E. R. Squibb and Sons Mcdél : 7 .
Nos. 08871 and 09650; Abbott E\(A\ L

Labs, Model Wos. 7721 and

67243 NEN Pharmaceuticals

Model No. NRP=186; Mallinckrodt
Chemical Works Model Nos, Q06
through 012 and 100 through 1063
Cambridge Huclear Corp, Hodel

No. CN~4291; and Amersham/Searle
Corp. Model Nes, GIC-50, GIC~100,
GTC~200, GTC~300, and STC~400)

Information in this record was deleted
‘ in accordance with-the Freedom of Informatios
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’ 7 Supplementary Sheet ' -
: 1 e _ : ' ) 08-01738-52
. Continued From Page___ License Number :
'  Amendment No. 45
6. Byproduct material 7. Chemical and/or physical form 8. Maximum amount of radio activity
3 (element and mass number) licensee may possess at any one tim:

E, Technetium 95m - B Pertechnetate E. 5 euries

Fs NHeptumium 237 '/ Ea Any ‘ . F. 10 millicuries

G, Americium 251 ) G. Any G. 100 mierccuriss

H. Polondum 210 , E.. Any He 15 millicuries .

I, Cesimm 137 | ° I, ' 1. .

" _Bealed T
: Soureces . e
J. Cobglt €0 J. Sealed Sources i
‘Ko Streutium 90 K. Sealed Seurces E.
in Gas Chromatograph
: _Devices -
L. Cesium 137 - L. : L. 1 source of
Sealed Source - i

He Americium 241 M. Any M,

H., Amevicium 241 N. Sealed Seurces _ .

9, Authorized use a T

through E. Medical research, diasgnosis and therapy. Research and davelopment as
defined in Seetibn 30.4(q), 10 CFR 30, "Rules of General Applicsbility
to Licensing of Rypreduet Material,"

threugh K. Research and Development as defined in Section 30.4(g), 16 CFR Part 30,
MBules of Ceneral Appliecsbility to Licemsing of Byproduct Materizl,”

For use in i __Galibration for

calibration Df instruments at the Health Physics Calibration Range, Walter Reed

Army Hedical Genter,

For use as standavwds or refersnce souress.

Hedical research. '

1G.,

T CONDITIONS

Byproduct material shall be used only at Walter Reed Army Hedical Center,
Washington, D. C.; Forest Glem Section and Annex, Walter Reed Army Mediesl
Center ; Montgemery County, Maryland; Fort Detrick, Haryland; Fert Myer, Virginis;
and Walter Reed Army Institute of Resesrch Animal Holding Faeility, Fort Heade,
Harylasad. .
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(Coﬂtinﬁ%d} Amendment Ho. 45

Ihe licensee shall comply with the prwismns of Title 16, C‘aap»er 1, Code of

Federal Regnla;.iors, Fart 19, “Hotices, Instructions and !{ez}otts to Horkers;
Inspectio'w and Part 20, "Staa.dar&s for “roi.ect:{an Atva:zﬁsf: Raé:.atien."

B B}'product material snall - used by, or under i_he aug:ervisioa of, individuals -
designated by the:. Wa}.ter Reeé érmv herzxcal C&!‘lt&:. ﬁadioisetage Cemitte&.

B.. The usa of aypradmt maherial ia or on humans a.hall be. by & physician.

in 1ieu sf using the eanveutio&al raniatz.cm caution colors {magenta or
gurple on yasllaw backgroaad) as provided in sfection 2&1.2@3 (a) (1), Title
10. Code of ?o.deral Remlations, Fart 20, the lxcensae is hereby authorized
to label detaetar £¢ils and ecell baths coataining bypreduct uaterial sod
used in gas chromatagra;shy devices, with coaapicuouﬁly etehed or stampad
radiaticn caution symbols witﬂmat: a eeler requs.temant.

hotwithstandiag the Iabeliag requirements of Section 20,203(f), 10 CFR Part 20,
{or. compara‘ble Agzaement: State. tegalatimzs) thie licensee is authorized to receive,

‘Aprrilf’ 175 1‘.?755.

i5.
‘ shall not ‘be used for human cmumptian.

i6.

125 e
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Experimntal auimlo admmstered radioa::tive mater'lals OF che...r products:

‘A. Except as. othemise sgecifically provided: by th:m 1lieense, byproduct

material to be _admigisﬁereé to humans shail be procurad in prepackaged,
-pt&ealibrated form from a supplis:r who manufactures oY repackages the
product undey appmpriate pharmacentical controls related t¢ BEs3Y,
identit.y, quality, pun’.ty, st:erility, and’ nanpymgenieity.

By Bypraduet material prepared by the licensee may. be used i humans, prav‘:ied
-the pxodnet: is zn:oducad uaéer §ha:ma¢eutica1 cantrols re.lated t:a assay,

s G 'tamiag Cabale 6{}, Tradium 192, andfor Cesiun 137 mpiants shail
xamein hospitalized wntil the implants are removed,

Patients containing Lodine 131 for the treatment of thyreid carciaoma or
patients eent ining thezapeutic quan:izies of Gold 198 shall remain
hespitalized until the residusl a:tiv:tt} is 30 mﬂlicuries or less,

o U S”ATOMIC ENERGY COMMIS,'_ON . Page_3 of 5. Pages -
Yogsermiso Lt ol BYPRODUCT MATERIAL LICENS" L T

LiéenSe Numberwz

‘jpeszess, and use byproduct material received under the American College of Pathologists ;
Nuelear ‘tedicing Quality Cantral Progrm with label:mg as prapesed in letter dated
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CONBITIONS Amendment Ho. 45

19. A{}) Each sealed source scquired from amother person and containing byproduct

{

D.

material other than iydrogen 3, with z half-life greatsr than thirty
says sud in any form other tham gas shall be tested for contewmipation and/

or leakege prier te use, In the absenece of a certificate from a transferer
1é icating that a test has been wmade within six months prior to the transfer,
he

sealed scurce shall not bz put inte use wntil tested.

) Hotwithstanding the periodic leak test reguired by this comdition, any
licensed gealed scurce is exempt from suech lealt tests wheu the scurce contains
16G microeurles or lase ef beta andfor gamsa ewmitting materisl or 10 micro-
curics or less of alpha emitting matex x&l.

3) Except for alpha sources, the periocdic leak test reguired by this éoudition

does net apply to sesled sources that are stored aznd not being used, The
sources excopted from this test shall be tested for leakage prior to any
use or trangfer to amother person unless tiey have been lesk tested within
six mopnths prier to the date cf use er tranaxe*.

Fach sealed source fabricated by the licensee ghall be imspected and tested
for construction defects, leakage, and contamination prior to use or trans-—
fer as a sealed gource., If the inspection or test reveals any contaninetion
defeets or U.005 microcurie or greater of contaminatien, the source sghall
ot be used or transferred as a eklen source uniil it has been repaived,
decontamingted, and retested.

Each sealed BOUYCE eantuinlna bypraduct materlal otier than Hydrogen 3,
with a half-life greater than thirty days and in eny form eother than

gas shall be tested for leéskage and/er contamination at intervals not

to exceed zix wonths except that each source deaigaed for the purpese
of emitting slpha particles skall be tested at intervals not to exceed
three months.

The test shall be capable of deteeting the presence of 3.50% wmicroeurie

of radiesctive material oa the test szmple, The test sample shall be taken
from the sealed seource cor from the surfaces of the device in which the sealsd
eource is permanently or semipemasbently mounted or stored on which one might
expest coniamingtion te accumulate., - Rscords of legk test results skall be
kept in units of micrecuries and maintalned for imspection by the Commiszsion,
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CONDITIONS

14, continued

w, If the test reguired by Subseetion A, or L. of this condition reveals the
presence of 0,005 wmicrocuris or more of removable confa ..mat:mzs, the licensee

shall immedistely withdrav the sealed source from use and ghsll cavse i
be decontsminsted and repsired or to be disposed of in asecordance with
Comzissien regulations, A report shall be filed wichin 5 days of the test

witlh the USAEC, Reglom I, Dipectorate of Regulatory Cﬁ?!&l“&flt‘iﬂ 531
Park Avenue, King of Prusaia, Pennsylvanda 19406, describing the egulpment
invelved, the test results, and tha corvective action t ken,

20, Biolegicsl products labsled with radiomuclides or kits used to grepsre guch
products shall be procured from a supplier who holde an unsuspended or un~
revoked license issued by the Secretary of the Departmesnt of !llealth, Education,
and Welfare to prepagate, manufacture, prepare, label, or distribute the
products, ‘The labeled bilclogical preducts shall ke uged cnly for the wmedical
indications covered by the supplizr's Department of Health, Bducation, awd
Welfare license, '

o
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The licemsee shall elute technetium S$9m pertechnetate from molybdevwn 93
technetium 99m generators and/or prepare radiopharmaceuticals from rezgent
Zits ia sccordance withs ’

{A) The manufacturer's specifiecations conteined :i.n the package inserti and

(B) State wants, te.pn.sentatiex_s, aud procedures contained in application dated
Jnne 18 1974. : : '

22, fﬁac‘iieat:tive gases ag free gas or 4ia selution, te be anm‘“wtefad to
humans, =hall be procured from & supplier who distributes the product
indicated for humam use in accerdauce with thz FVederal Food, Drug and
Cosmetic Act. "

23, I:xc:apt as specifically provided otherwise by this licemse, the licensse shall
possess and use byproduct material described in Items 6, 7, and 8 of this
licemse in accoxdsnce with statements, represeatations, aznd procedures con-
tained in applicstion dated June 18, 1974 lettey received August 14, 1974,
and biloassay precedare.—. dated Cctober 25, 1974, sz.gmad by Lt, Col, Edwarnd ¥,

Blackburn.
For the U. S Atomic Energy Comm1ss;c)m
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Date D;E 11 197% Aim b Materials Eranch

Directorate of Licensing
. Washington, D. C. 20545
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