DEPARTMENT OF THE ARMY :
OFFICE OF THE SURGCEON GENERAL
WASHINGTON, DC 20314

DASG-HCH 25 April 1973

Mr. John Bowyar

Isotopes Branch

Division of Materials Licensing
US Atomic Energy Commission
Washington, DC 20545

Dear Mr. Bowyer:

Recommend approval of the inclosed application for amendment
to AEC Byproduct Material License No. 05-00046-13 for
Fitzsimons Army Medical Center, Denver, CO.

Sincerely,

Y [l 2T

1 Incl ¢ . ANDERSON

as }5”C01 nel, MsC
Radiological Hygiene Consultant
Health and Environment Division
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DEPARTMENT OF THE ARMY
FITZSIMONS GENERAL HOSPITAL
DENVER, COLORADO 80240

MEDEO-X 12 April 1973

SUBJECT: Application for Amendment to AEC License 05-00046-13

HQ DA (DASG-HEQ)
WASH, DC 20314

1. Reference letter DAAC-PAP-A (M) (26 Jan 73) DASG-HEQ, Subject: Use
of Radioactive Byproduct Material for IN-VITRO Testing.

2. In response to the referenced letter, the attached amendment applica-
tion is forwarded for your review and submission tc the USAEC.

i

Major General, MC
Commanding

36988

ADDRESS ALL COMMUNICATIONS TO THE COMMANDING GENERAL
FITZSIMONS GENERAL HOSPITAL



DEPARTMENT OF THE ARMY
OFFICE OF THE ADJUTANT GENERAL
WASHINGTON, D.C. 20310

DAAG-PAP-A (M) (26 J.a 73) DASG-HEQ 6 February 1973

SUBJELT: VUse of Radicactive Byproduct Material for IN-VITRO
Testing

EEE DISTRIBUTION

1. Commanders possessing an AEC License which authorizes
IN-VITRO testing will, for the present time, use this material
only in the arcas described in the license application to the
Atomic Ene gy Commission, If it is the desire of the Commander
to perform N-VITRO testing in additional areas an amendment

to the current AEC License will be required. This application
is the reference document applicable to the conditions of the
AEC License.

2. Commanders who dc not have AEC license authorizing IN-VITRO
testing must submit an application to the AEC in accordance
with AR 40-37.

3. Commanders desiring only to use limited quantities of I-125
or 1-131 for IN-VITRO testing may submit AEC form 483. See
inclosure 1 for information relating to this type license.

4. Commanders must have the proper AEC license to use radio-
active byproduct materials. This radicactive material will

not be used in medical facilities vithout the proper authority,
"nor in areas not stipulated in AEC 'icense

BY ORDER OF THE SECRETARY OF THE A:;;;///

1 Ianel VERNE 1/, BOWERS

as Ma jor General, USA

The Adjutant General
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2V AJECT: Use of Radiocoactive Byproduct Material for IN-VITRO
Testing

DISTRIBUTION:

Commanders in Chief
US Army, Europe and Seventh Army, APO New York 09403

US Army, Pacific, APO San Francisco 96558
Commanders

First US Army, Fort George G. Meade, MD 20755

Third US Army, Fort McPherson, GA 30330

Fifth US Army, Fort Sam Houston, TX 78234

Sixth US Army, Presidio of San Francisco, CA 94129
Brooke General Hospital, Fort Sam Houston, TX 78234
Fitzsimons General Hospital, Denver, CO 80240
Letterman General Hospitel, San Francisco, CA 94129
Walter Reed Army Medical Center, Washington, DC 20012
Madigan General Hospital, Tacoma, WA 98431

Valley Forge Generul Hospital, Phoenixville, PA 19460
William Eeaumont General Hospital, El Paso, TX 79920

Copies Furnished:
The Surgeon General
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5 o CONDITIONS AND LIMITATIONS OF GEMERAL LICENS

-

3L Cenornl license for use of io
dine-125 or lodine-131 for in vitre
elinice! or laboratory testing.

(8) A general license is hereby issusd
:y physican, dinical laboratory, or hownfnl
receive, acquire, possess, transfer or use, for
of :c apvm 'u‘aud tests, in u;t;ldﬁc
provisions paragraphs . K€}
{d), (e), ('Qhol this mu:‘nidm‘ldb-m
mate 10 prepac units.
(1) lodine-123, in units not exceeding 10
microcuries each for use in in vitro clinical or
fests not nvolving internal or ex-
teraal administration of byproduct material, or
the radiation therefrom, o human beings or
wmimals
{2) lodine-131, in units not exceeding 10
mucrocuries each for use in in vitro clinical or
laboratory tests not involving internal or ex.
wernal administration of byproduct matenal, or
wnu’m then ‘rom, to buman beings or

{b) No person shall receive,
wse or transfer uct materia
Form AEC-

the I License eszablished by
of this section until he has Al
483, "Registrution Certificate—In Vitro Test-
ing with roduct Material Uoder General
License”, with the Director, Division of Ma-
teria’s Licensing, US. Atomic Energy Com-
mission, Washingtog, D.C. 20343, raceived
the Commission a validated cozy of Form
AEC-48) with registration number assi :
The registrant shall furnish on Form AEC-48)
the wing information and such other in-
formation as may be required by that form:
!;; Name and address of the registraae;

ire, possess,
pursuant to
ragriph (a)

The location of use; and
3) A statement that the registrant has ap-
propriate radiation measuring instruments to
arry out in vitro clinical or labocatory tests

~

with bypmduct matecials as authotized under
the general licensc in paragraph (s) of ths
section, and that such tests will be performed
only by personnel competent in the use of such
wstruments #nd in the handling of the by-
product materials.

“{¢) A person who receives, scquires, pos-
sesses of uss byproduct material pursuant to
the general licenie established by parg
ia) of this section shall comply with
fdb-u.\&;'

{1) general licensee shall not possess
Al aoy one time, pursuant to the general license
iapw:rh(rd&umm.nmm
Jocation of storage or use a total amount of
wdith -123 and/or iodine-131 in excess of 200
130 The peomnl lisansse shall mses the by

' -
product material, uatil used, in the original
shipping container or in a container providi
equivalent radiation ection.

(3) The geoeral licensee shall use the
byproduct material oaly for the uses authorized
by nnﬁ-'ph (a) of this section.

(4) genera!l licensee shall oot transfer
the byproduct material ‘to & person who is
authorszed to receive it pursuant to a license
issued by the Commission or an Agreement
State.' nor transfer the byproduct material in
any manner other than in the unopened, labeled
shipping container as received from the supplier.

(d) The general licensee shall not receive,
acquire, possess, or use byproduct material pur-
suant to paragraph (a) of this section:

(1) Except as prepackaged units which are
labeled in accordance with the provisions of a
specific license issued under the provisions of

YA State to which the Commitsion has transfecred
certamn regulatory authority over radioactive material by
formal fmm. pusuaAnt o section 274 of the
Atomic Encegy Act of 1934, a3 amended.

~

E'AO CFR 31.11

“

§ 32.71 of this chapter or in accordance with the
provisions a specific license issued by an
Agreement State, which authorizes manufacture
and distribution of iodine-123 or iodine-131
for distribution to persons generally licensed by

Agreement State.

(2) Unless the following statement, or a
substantially similar statement which coatains
th- information called for in the following
‘ta‘ement. appears on a label affixed to each

vpackaged unit or appesrs in 8 leaflet or
t‘\dwn which accompenies the package

Thay radsoactive materisl maybe ceceived. acquired
posses wo, snd used only by c‘"‘mm, chinical labora

o hospitals and only wn vitre chimical or lab
trsts ot &unlva' wnternal or external ad
of the matecial o¢ the radistion therefrog
g o amimaly, [y receipt. acquinition
, wie, and teansfer are subject to the regula
al License of the U S Atomic Energy

State with which the Commisson
for the the extrciwe of

i
"2 4

|
i

(e) The registrant possessing or using by-
product matecials under the generai license of
paragraph (a) of this section shall report in
writing to the Director, Division of Materials
Licensing, any changes in the ‘nformation fur-
nisied by him in the “Registration Certificate—
In Vitro Testing with Byproduct Material Un.
der General License”, Form AEC-483, The re
port 1hall be furnished within 30 days after the
effective date of such change.

(f) Any person using typroduct material
pursuant to the general license of paragraph
(n) of this section is exempt from the require-
ments of Part 20 of this chapter with respect
w0 byproduct materials covered by that genera!
license.

: If larger quantities or other forms of byproduct material than those specified in the general license of 10 CFR 31.11 are requited, an “Appli-
aton ’?l Byproduct Materia!l License,” Form AEC-313, should be filed o obtain & specific byproduct material license. Copies of application and
segistration forms may be obtained from the United States Atomic Enecgy Commission, Washington, D.C. 20543, Attention: Isotopes Branch,

Davision of Materials Licensing
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