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v MATERIALS LICENSE Amendment No. 10

Pursuant o the Atomic Energy Act of 1954, as amended, the Energy Reoiganization Act of 1974 (Public Law 93 - 438), and Title 10,
Code of Fedsral Regulations, Chapter I, Parts 30, 31, 32, 33, 34, 35 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 by product,
source, anu special ruclear material designated below; to use such material for the purpose(s) and at the place(s) designated below; to
deliver or transfer suc.- 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
vonditions specified below.

e ——————————————————————— T S—— R—. - - - - — - - - -

In accordance with letter dated
June 26, 1985

| 3. License number  13-16404~-01 is amended in
its entirety to read as follows:

Winona Memorial Hospital Limited
Partnership .
}
3232 N. Meridian Street F‘“‘f“”“ r
Indianapo. {s, IN 46208 ' 4. Expiration date

N

September 30, 1990
5. Docket or T e
i i | Reference No.
7. Chemical and/or physical
form

030-10966
L4 ’8 Maximum amount that licensee
“.Jmay possess at any one time
gnder this license

| 6. Byproduct, source, and/or
special nuclear material

A.

AL I )

Any byproduct materfal
listed in Groups I

and II of Schedule A,
Section 35.1C0 of

10 CFR 35

Any byproduct material
listed in Group III of
Schedule A, Section
35.100 of 10 CFR 35

Any byproduct material
listed in Group IV of
Schedule A, Section
35.100 of 10 CFR 35

Any byproduct material
listed in Sroup V of
Schedule i, Section
35.100 of 10 CFR 35

Ary byproduct material
listed in Section
31.11{a) of 10 CFR 3!

8509110496 850903

REG3 LIC30
13-16404-01
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PDR

A

Any radiopharmaceutical
listed in Croups I

‘and II of Schedule A,

Section 35.100 of

“10-CFR 35

Any form listed in
Grou’;ﬂll of Schedule A,
Section 35.100 of

10 CFR 35

Any radiopharmaceutical
listed in Group IV of

. Schedule A, Section

354400 of 10.CFR 35

Any radiopharmaceutical
listed in Group V of
Schedule A, Section
35.100 of 10 CFR 35

. Prepackaged kits

A. As necessary for
uses authorized
in Subitem 9.A

5 curies

of each byproduct
material authorized
in Subitem 6.B

As necessary for
uses authorized
in Subitem 9.C

As necessary for
uses authorized
in Subitem 9.D

3 millicuries

of each byproduct
material authorized
in Subitem 6.E
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6. Byproduct, source, 7. Chemical and/or 8. Maximum amount that
and/or special nuclear physical form licensee may possess
material at any one time

under this license

8 78 8 8 8 8 e 8 /s

F. Xenon-133 Gas or gas in solution F. 1 curie
that is the subject
of an active (i.e., not
withdrawn or terminated)
"New Drug Application"
QSD &) appr g¢b¥ FDA or
. am.active e., wot
““withdrawn, terminated
or on "clinical hold"y
"Notice of Claimed Fa
Investigational Exeuption
for a New Drug" (IND)
». that has been accegted
. by FDA

f
v '
&

Authorized Use ;”, = \ §5

N 2 *
Any diagnostic procedure listed 1u4ﬁioqps I and }1 qf Schedule Ay Sertioﬂ 35.100

of Title 10, Code of !ederll,legulatisnl551 gsa:;f
IQE

Preparation and use of~ tadit‘rphbnacculii ﬁ .;y di tic pfocedure listed in
Group III of Schedule &, Sectiom 35.1 ’s G;%:O:f cheral Regulations,

. Any therapeutic procedute listed in Group IV of Scﬁiﬂjle A, Sbetion 35.100 of
Title 10, Code of Federal H‘gulations. ' N

Any therapeutic procedure lisoéd in Group V of Schedule A Section 35,100 of
Title 10, Code of Federal Regulat{gms. * 4 o
si{‘n

b
=

. In vitro studies.

Blood flow studies. Pulmonary function studies.

CONDITIONS

icensed material shall be used only at the licensee's facilities located at
3232 North Meridian Street, Indianapolis, Indiana.

Licernsed material listed in Subitems 6.A. and 6.B. (except
molybdenum 99/technetium-99m generatnrs) may also be used at 3171 North Meridian
Street, Indianapolis, Indiana,

The licensee shall comply with the provisions of Title 10, Chapter 1, Code of Federal
Regulations, Part 19, "Notices, Instructions and Reports to Workers; Inspections" and
Part 20, "Standards for Protection Against Radiation."
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SUPPLEMENTARY SHEET

Amendpent_No. 10

Licensed material listed in Item 6 above is authorized for use by, or under the
supervision of, the following individual(s) for the materials and uses indicated:

Norman D. Gardner, M.D. Croups I, 11, I1I, IV and V
In vitro studies
Xenon-133

James D. Schroering, M.D. Groups I, II, III, IV and V
In vitro studies
Xenon~-133

TR e e e e e T e

Ronald I. Veatch, M.D. et R0 [ greups I, 11, III and 1V
\ Xenops113
Iodtdﬁi}sl for treatment of thyroid
carc
David B. Goldenburg,«g.b. Groups I, l! and 111
: iemon~133

For a period not Lp,cxceed aitt!_(60) days in any lcndar year, a visiting physician
is authorized to use licensed u‘t¢r1a1 for humln under the tarms of this license,
provided the visitt‘g physicians y

F &

(a) Has the prio: written j‘rmi.ﬂ!ol rﬁ th hﬁlﬁital't Adminigtrator and its Medical
Isotopes Conmfftee. d .

s'.fni;

(b) 1s specifically” named as a uatr ;n!l hﬁﬁl“t lc‘ﬁlatory Commission license
authorizing humam” use, and >

. ‘
(c) Performs only thosé procedures for which he is spectftdally authorized by a
Nuclear Regulatory Gi.nission license. {_
The licensee shall maintain for fnspection by, the@ommission, copies of the written
permission specified in Subitem (a) ﬂoviﬁnd‘g"f the license(s) specified in
Subitems (b) and (c) above. These records shall be maintained for five (5) years

from the time the licensee grants its permission under Subitem (a) above.

Patients containing Todine 131 for the treatment of thyroid carcinoma (or patients

containing vherapeutic quantities of Gold i98) shall remain hospitalized until the
residual activity is 30 wmillicuries or less.
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| Amendment No. 10

The licensee is authorized to hold radioactive material with a physical half-life of
less than 65 days for decay-in-storage before disposal in ordinary trash provided:

Radicactive waste to be disposed of in this manner shall be held for decay a
minimum of ten (10) half-lives.

4 /8 /8 8 88 Ta 8 e N e

Prior to disposal as normal waste, racioactive waste shall be monitored to
determine that its radioactivity cannot be distinguished from background with
typical low-level laboratory survey instruments. All radiation labels will be
removed or obliterated.

. - 5 K3 - . N

Generator columns shall be segregated so that they may be monitored separately
to ensure decay to bagkgxound levels prier to dispesal.
L *

Individuals who work in -f whose duties may require them'ia'uork in restricted areas
or in the vicinity of dfcensed materials, shall be instrucved in the items specified
in 10 CFR 19.12 at the time of initial employment and at leajt annually thereafter.

The licensee shall catablish a \1oassay program fox'individuala‘handling millicurie
amounts of iodine-13] in accordance with frequencies and procedures contained in
Regulatory Guide 8, 20. "Applicatidhd of Bioassay io& 1-125 and T5131."

Except as specifieoily provided ai\gruise by thil‘iicense, the X1censee shall possess
and use licensed material dutcribcﬂ‘j;a ‘26, 7, and 8 of th{g license in
accordance with statements, representations, and procedures comtained in application
dated March 26, 19803 letters dated H:! 7 1980, November 17, 1980, June 4, 1985

and June 26, 1985; and ALARA on' & iivlaier 12, 1980,  The Nuclear Regulatory
Commission's regulatiens shall govern the l{censee's statements in applications or
letters, unless the siztements are more restrictive thar the regulations.

For the U.S, Nuclear Regulatorvy Commission

Original Signed
| Date September 3, 1985 By Evelyn R. Matson

Materials Licensing Section, Region III
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