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. MATERIALS LICENSE Amendment No. 18
,,

This Copy is Foi Your t_ag

.

{ , l'ursuant to the Atomic Energy Act of 1954, as amended, the Energy lleorganization Act of 1974 (l'oblic 1,aw 93-
WI, and Title 10 Code of Federal Regulations, Chapter 1, l' arts 30, 31, 32, 33, 34, 35, 36. 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 l' art (s): and to import such byproduct and source
material. 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. -

"**"*'' In accordance with application dated
November 13, 1979

1. Grady Memorial Hospital
3. License number 35-13539-01 is amended in

its entirety to read as follows:
2- 2220 Iowa

Chickasha, Oklahczna 73018 ,

4, Expiration date October 31, 1985 !
Docket or

5. Reference No.
6. Byproduct, source, and/or 7. Chemical and/or physical 8. Maximum amount that licensee

special nuclear material form may possess at any one time
under this license

A. Any byproduct A. Any radio- A. As necessary for
material listed phannaceutical uses authorized in
in Groups I and listed in Groups Subiten 9.A.

h II of Schedule A, I and II of
Section 35.100 of Schedule A,
10 CFR 35 Section 35.100

of 10 CFR 35
B. Any byproduct B. Any form B. 2 curies of each

. !material listed listed in Group byproduct material
in Group III III of Schedule A, authorized in [
of Schedule A, Section 35.100 Subitan 6.B. t

Section 35.100 10 CFR 35
10 CFR 35 -

C. Any byproduct C. Any radio- C. As necessary
material listed pharmaceutical for uses
in Group IV listed in Group authorized in
of Schedule A, IV of Schedule A, Subiten .9.C. {

'

Section 35.100 Section 35.100
of 10 dR 35 of 10 CFR 35

i

8508210115 850708
REC 4 LIC30
35-23180-01 PDR
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Reference No.
Amendment No. 18

6. Byproduct, source, and/or 7. Chemical and/or physical form 8. Maximum amount that licensee
special nuclear material may possess at any one time

'

under this license.

D. Any byproduct D. Any radio- D. As necessary

material listed pharmaceutical for uses
in Group V listed in Group authorized in
of Schedule A, V of Schedule A. Subiten 9.D.
Section 35.100 Section 35.100
of 10 CFR 35 of 10 CFR 35;.

E. Any byproduct ' ' - E. Any sealed E. 1 curie total
material listed'J ' source listed for all sources

in Group VI o.5 ; in Group VI authorized in
Schedule A,. "of Schedule A, Subiten 6.E.~'

Section 35.100 Section 35.100
of 10 CFR'35 of 10 CFR 35

F. Any byproduct F. Any F. 5 millicuries of each
material listed byproduct material ,

in Section 31.ll(a) authorized in i

of 10 CFR 31 Subiten 6.F.
G. Xenon 133 G. Gas or gas in solution G. 200 millicuries

that is the subject of-

h an active (i.e., not

withdrawn or terminated) '

"New Drug Application" !;
6 i(NDA) approved by EDA .

or an active (i.e., not | |
withdrawn, terminated i ,

or on " clinical hold") | l
" Notice of Claimed
Investigational Exemption
for a New Drug" (IND)
that has been accepted ,

by FDA |
1

9. Authorized use ;

A. Any diagnostic procedure listed in Groups I and II of Schedule A, Section 35.100
Title 10, Code of Federal Regulations.

B. Preparation and use of radiopharmaceuticals for any diagnostic procedure listed in
Group III of Schedule A, Section 35.100 of Title 10, Code of Federal Regulations.

C. Any therapeutic procedure listed in Group IV of Schedule A, Section 35.100 of Title
10, Code of Federal Regulations.
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9. Authorized use continued Amendment No. 18 i

i

D. Any therapeutic procedure listed in Group V of Schedule A, Section 35.100 of Title !
10, Code of Federal Regulations.

E. Storage.
F. In vitro studies. *

~

G. For blood flow and pulmonary function studies. .

!

CONDITICNS
.

10. Licensed material shall be used only at Grady Memorial Hospital, 2220 Iowa, ,

'

G ickasha, Oklahoma.

11. 'Ibe licensee shall comply with the provisions of Title 10, Gapter 1, code of
Federal Regulations, Part 19, " Notices, Instructions and Reports to Workers; ;

Inspections" and Part 20, " Standards for Protection Agaittst Radiation." |

12. Licensed material listed in Iten 6 above is authorized for use by, or under '

the supervision of, the following individual (s) for the materials and uses !
indicated: i

DDon Delzer, M.D. ALL
,

-

John Gardner, M.D. Groups I, II and III
Xenon 133
In vitro studies

,

\/ James Milton, M.D. Groups I, II and III !
Xenon 133 |
In vitro studies
Todine 131 as iodice for treatment of thyroid

,

carcinana, hyperthyroidism and cardiac dysfunction
Phosphorus 32 as r,oluble phosphate for treatment of

polycythenia vera, leukemia and bone metastases

13. For a period not to exceed sixty (60) days in any calendar year, a visiting ;

physician is authorized to use licensed material for hunan use under the terms !.
of this license, provided the visiting physician:

(a) HIs the prior written permission of the hospital's Administrator
and its Medical Isotopes Ccanittee, and

(b) is specifically named as a user on a Nuclear Regulatory Commission
license authorizing human use, and !

?

(c) Performs only those procedures for which he is specifically authorized ,

by a Nuclear Regulatory Ccanission license. ||

I[86c2 f
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Amendment No. 18
13. continued -

% e licensee shall maintain for inspection by the Commission copies of the
written permission specified in subits (a) above and of the license (s) specified
in subitems (b) and (c) above. %ese records shall be maintained for five (5)
years from the time the licensee grants its permission under subits (a) above.

14. Licensed material shall be used in accordance with the provisions of Section
35.14(b)(c) (e) and (f) of Title 10, Code of Federal Regulations.

15. Patients containing Iodine 131 for the treatment of thyroid carcinoma or
patients containing therapeutic quantities of Gold 198 shall reain hospitalized
until the residual activity is 30 millicuries or less.

16. A. Technetium-99m separated from molybdenum-99 either by elution of a
molybdenum-99/tedinetium-99m generator or by an extraction process shall
be tested to detect and quantify molybdenum-99 activity prior to
administration to patients.

B. %e licensee shall not administer to patients technetium-99m containing ;

more than one (1) microcurie of molybdenum-99 per millicurie of !

technetium-99m or more than five (5) microcuries of molybdenum-99 per dose

("2-
of technetium-99m at time of administration. We limits for molybdenum-99

v contamination represent maximum values and molybdenum-99 contamination
should be kept as low as reasonably achievable below these limits.

C. We licensee shall catablish written procedures for personnel performing
tests to detect and qJantify molybdenum-99 contamination. Wese
procedures shall include all necessary calculations and steps to be taken
if activities of molybdenum-99 in excess of the limits specified in
Subit s B. above are detected.

D. Personnel performing tests to detect and quantify molybdenum-99
contamination shall be given specific training in performing these tests
prior to conducting such tests.

E. 1. %e licensee shall maintain for inspection by the Nuclear Regulatory
iC mmission records of the results of each test performed to detect

and quantify molybdenum-99 contamination and records of traininge
given to personnel performing these tests.

,2. Records described in Subits E.1, above shall be maintained for
two (2) years following the performance of the tests and the training
of personnel.

_ . _ . _.



"

7.

. ropeg g g* g U. S. NUCLEAR REGULATORY COMMISSION Page 5 of 5 Pages-

J
MATERIALS LICENSE

Supplementary Sheet License Number 35-13539-01

Q Docket or
Reference No.

(continued) Amendment No. 18

17. Except as specifically provided otherwise by this license, the licensee shall
possess and use licensed material described in Itens 6, 7, and 8 of this license
in accordance with statenents, representations, and procedures contained in
application dated November 13, 1979 and letter dated Septenber 4,1980. The
Nuclear Regulatory Coninission's regulations shall govern the licensee's
statements in a@lications or letters, unless the statements are more restrictive
than the regulations.
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For the U. S. Nuclear Regulatory Commission,

V Md4 - - .2
N 3 7 1940 |

Materia ing Branch I) ate by '

Division of Fuet Cycle and
Material Safety

Washington, D.C. 20555
. . . . . _ . . -. . . - . . . -
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