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«r ¢ IYPRODUCT MATERIAL LICENS" angndment No. 15

; Pursuant 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 reliance on statements an

| is hereby issued authorizing the licensee to receive, acquire, own, possess, transfer and import byproduct mate-
rial listed below: and to use such byproduct material for the purpose(s) and at the place(s) designated below
This license shall be deemed to contain the conditions specified in Section 183 of the Atomic Energy Act of
1954, and is subject to all applicable rules, regulations, and orders of the Atomic Energy Commission now or
hereafter in effect and to any conditions specified below

i Y & NPy gy - - 4 s ha lim - a Bronas
1 representations heretolore maae by the licensee, a license

Licenses |1n sccordance with application daved

Juns 25, 1968,
1. Bapartssnt of the Arwy ‘
Fitssimons General Hospital and ' 3. License number 05-00046~13 is emended
u. Arwy Madical Research and in its entirety teo read as follows:
2. Butx Aon Labera Ii.- ke e
Dsover, Colerade 80 | 4. Expiration date April 30, 1974

’ | 5. Reference No.

|
6. Byproduct material 7. Chemical and/or physical 8. Maximum amount of radioac-
(slement and mass number) form tivity which licensee may
possess at any one time

A, b{fﬂt A, Any radio~ A, As necessary
:’Qr 1L listad harmaceutical for uses

in g 1 end ted in Groups an in
i1 :“-:uu A, I and 11 of Subiten 9. A,
Section 35,100 Schadule A,

of 10CFR 3 Section 35.100

lodine 131 B g‘&cn - B, 250 millicurice
e, lodine 131 ¢. ledinated Human ¢. 5 willdeuries

D. lodine 131 P. Thyrexine P. 2 millicuriss
E. lodine 1” E. lod i de E. 1 .tum
¥, loding 123 r. ¥. l-u.uurt‘
G. Phospherus 32 G. Soluble Phosphate G. 25 millicur
H. Phosphorus 32 H. gono:-x Chromic He 25 millicuries
hesphate

1. Geld 198 1. Colleidal 1. 250 millicuriss
J. Chromium 51 J. Sodlum Chromate J. 10 millicurise

3 . :u Chromie Chloride s 8wk s
. w ater . 1lieur
L sedive 24 L. Soddum Chloride L. 1 willicurie

- M. 133 ; M. Gas - Me 2 Ill‘h.
N. 2:: 133 | uh:.i.uohu in K. 30 millicuries
sa

1
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6. Byproduct material /. Chemical and/or physical form 8. Maximum amount of radio activity whi
(element and mass number ) licensee may possess at any one time
0, Molybdenum 99 O, E. R, Squibb end 0, 600 millicuries

Sons Modsl No, 08871
Generator
P. Strontium 90 P, Tracerlab Model P. 25 millicuries
RA-1 Sesaled
Medical Applicator
Q. Calcium 45 Q. Calcium Chloride Q. 10 millicuries
R, Calcium 47 R, Calcium Chloride E. 10 millicuries
8. Carbon 14 8§, Vitamins, Carbo~- §. 10 millicuries of

hydrates, Amino Acids, each
Lipide, Acetate

T. Hydrogen 3 T. Vitamins, Water P Suilumiu of
B
U, Magnesium 28 U. Oxide, Chloride, U, 10 milliecuries of
Citrate each
V. Any byproduet V. Any V. 500 millicuries of
material with each except
Atomic Nos, Hydrogen 3 « 5 curies
183, inclusive Total not to exceed
10 curies
* W, Strontium 90 W, U, 8, Radium W. 1 source of
Corporation Model 13 millicuries
LAB=369-]1 Sealed
Source
X, Cesium 127 X, Any X, 1 millicurie
- t u.. saes 3 M W AL e

A, Any disgnostic procedure listed in Groups 1 and 11 of Schedule A,
Seetion 35,100 of Title 10, Code of Federal Regulations, Part 35,

' | Be Treatment of hyperthyrcidism, cardiasc dysfunction, and thyroid

| carcinoma,

3 ‘Cs Placents localization,

{ D. Determinstion of thyroxine turnover,

E, Thyroid scamning.
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Authorized use (continued) Amendment No. 15

O
.

Determination of thyroxine turmnover.

Trestment of polycythemis vera, leukemia, and bone metastases.
Intracavitary treatment of malignant effusions,

Intracavitary treatment of malignant effusions. Interstitial
treatment of prostatic carcinoma,

Detsrmination of gastrointestinal bleeding, Spleen scanning,
Determination of total body water,

Determinstion of total exchangesble sodium,

Determination of pulmonary function,

Measurament of myocardial blood flow,

Sourve of technetius 99m pertechnetats,

Treatment of superficial eye conditions.

through U, Metabolic and physiological tracer studies in volunteers,
Laboratory ressarch ip ﬁ;g and in lower animals.

For use in Glowall Corporation Model AD-10 lonization Detector in
a Glowall Corporation gas chromatograph,

Standard for assay of molybdemum content of eluats of mo 1l ybdenum

generator,

—nem™
e o @

o O #

ol t<4.0'002

- “CONDITIONS

10, Byproduct material may only be used at the licensee's eddress
stated in Item 2 above,

11, One millicurie of Carbon 14, 1 millicurie of lodine 131,
1 millicurie of lodine 125, 1 millicurie of Chromium 51,
5 millicurias of Hydrogenm 3, 5 millicuries of Sulfur 35
and 5 millicuries of Bromine 82 may be used at the sumsit of
Pikes Peak, Colorado fer metabolic studies in lower animals,

12. The licensse shall comply with the provisions of Title 10
Chapter 1, Code of Federal Regulations, Part 20, “St andards
for Protection Against Rediation,®

13, A, Byproduct materisl shall be used by, or under the supervision of,
individuais designated by the !’itu{-ou Ganeral Hospital and
U, S, Army Medicsl Research and Nutrition Laboratory
Radioisotope Laboratory.

B. The use of byproduct material in or on humans shall be by a
physician,



FORM ARC . 374A
R LY

U. 8. ATOMIC ENERGY COMMISSION Page._ & _of 9 Pages
WYPRODUCT MATERIAL LICENSF
Supplementary Sheet

05-00046=1

License Number

(Continu
14. Sealed sources comtaining byproduct material shall not be opened.,

15. A(1) Each sealed source containing byproduct meterisl, other than

Hydrogen 3, with a half-life greater than thirty days and in
any form other than gas shall be tested for leakage and/or
contamination at intervals not to exceed six months, In the
absences of a certificate from a transferor indicating that &
test has been made within six months prior to ths transfer,
the sealed source shall not be put into use umntil tested.

(2) The periodic leak test required by this condition doss not

c.

epply to sealed sources that are stored and not be used,
The sources excepted from this test shall be tested for
leakage prior to any use or transfer to another person unless
they have been leak tested within six months pr or to the
date of use or transfer,

The test shall be capable of detecting the presence of 0,005
microcurie of radicactive material on the test sample. The test
sample shall be teken from the sealed source or from the surfaces
of the device in which the sealed source is permanently mcunted
or stored on which one might expeet contamination to accumulate.
Records of leak test results shall be kept im units of microcuries
and maintained for inspection by the Commission,

1f the test reveals the presence of 0,005 microcurie or more of
removable contamination, the licensee shall immediately withdr aw
the sesled source from use and shall cause it to be decontamina~
ted and repsired or to be disposed of in accordance with
Commission regulations, A report shall be filed within 5 days of
the test with the Director, Division of Materials Licensing,

U, S, Atomle Energy Commission, Washington, D, C., 20345,
describing the equipment involved, the test results and the
corrective action taken., A copy of such report mh also be
sant to the Director, Region 1V, Division of uxum, USAEC,
10395 West Colfax Avenus, Danver, Colerado, 80215,
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16.

17.

18,

19.

Late

Byproduct materisl to be administered to humans shall be
procured in separated, prepackaged, precalibrated form from

& supplisr who manufactures or repackagss the product undsr
appropriate pharmaceutical controls related to assay, identity,

quality, purity, sterility, and pyrogenicity.

A. lodine 131 lsbelad Macroaggregated lodinated Human Serunm
Albumin, Chromium 51 labeled Human Serum Albuamin, and
lodine 131 labeled Colloidal (Microaggregated) Hman
Serum Albumin shall be procured from a suppliser who holds
an unguspended or unrevoked license issued by the
Secrastary, Department of Health, Education, and Welfars,
to propagats or manufacture and prepare, labsl, or
distribute this material pursuant to Title 42, Chapter 1,
Code of PFederal Regulations, Part 73, "Biological Products.”

B. Techoetium 9%m Pertechnetats may be eluted and prepared from
a Molybdemm 99/Technetium 99w generator in sccordance with
statements, representations, and procedures contained in
spplication dated June 25, 1968.

Patisents countaining lodine 131 for the trestment of thyrold
carcinoma or petisnts containing therapsutic quantities of
Gold 198 shall remain hospitalized until the residual activity
is 30 millicuries or less.

Except as specifically provided otherwise by this license,

the licsnses shall sees and use byproduct wmatsrisl described
in ltems 6, 7, and 8 of this licenss in accordance with
statements, representations, and procedures contained in
spplication dated June 25, {968,

For the U. S, Atomic Energy Commission

Original Signed by
APR 28 169 Nathan Bassin

by W’ Branci -
ivision of Materials Licensing
e

Washington, D O 20545



