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. - REG'STRAT'ON CERTIFICATE=IN VITRO TESTING
WITH BYPRQDUCT MATERIAL UNDER GERERAL LICENSE
Section 3111 of 10 CFR M edallizhies a peneral license authorizing physicians, elinical laboratorics, and hospitals to passess

\ certain small quantities of bypenduct satedia! for i vicre dinical or laboratory teats not involving the iutesnal or external
e administration of the byproduct naterial or the 1adiation therefrom to hanan beings or animats, Possesian of hyproduct

material under 10 CFR 3113 is not authorized until the physician, clinical laboralory, or kossital has filed o ALCIgd awr
received from the Comnmission a validated copy of Forng AEC-4U3 with registration number, whéi‘évgfl the \ !‘3& ktomic

Energy Commissica" or "Comissior™ appesr in this registration, they mean the Nuclear
Regulatory Cormission created by Public Law 93-438 end Executive Order KNo. 11834,
° o

R . 3. I hereby apply for a repistration number pursuant to §
obert M; Keller M.D. 31.11, 10 CFR 31 for use of byproduct materials for

St. Mary's Institute {please ckock one block only)

204 N, Mein [ a. Myself, a duly licensed physician authorized to

O'Fallon, Mo. dispense drugs in the practice of medicine.

[} b. The zbove-named clinical taboratory.

(O ¢. The zbove-named hospital.

) 4. To Le completed by the Atomic Encigy Commission
INSTRUCTIONS .

1. Submit this form in triplicate to: Registration number: 3817
United States Atomic Lnergy Commission For The U.S. Nuclear Re gu]_ atory Cormission

Attention: Dircctorate of Licensing,
Materials Branch
Washington, D.C. 20545
2. Please print or type the name and address
(including  2ip codc) of the rcgistrant
physician, clincial laboratory, or hospital for
whom or for wheh this segistration form is O
filed. Position the first letter of the address
below the left dot and do not extend the {C¥ave this space blonk~number to be assigned by AEC)
address beyond the right dot. (At AEC, a
registration number will be assigned and a
validated copy of Form AEC-483 will be
setuined.) '

A

\_/ S. If place of use is different from address in Item 1, please give complete address:

6. Certification:
1 heseby ceitifly that:
a. Allinformation in this registration certificate is truc and complete.

b. The segistrant has appropriate radiation measuring instruments 1o carry out the tests for which byproduct material will be used under the
© general Jicense of 10 CFR 31,11, The tests will be performed only by pessonnel competent in the use of the instruments and in the handiing
of the byproduct materials,
¢. 1 undesstand that Commission regulations require that any change in the information furnished by a registrant on this registration certificate
be reported to the Directorate of Licensing, Materials Branch, within 30 day's from the effcctive date of such change.

d. 1 have read and vnderstand (he provisions of Section 31.11 of AEC repulations 10 CFR 31 (reprinted on the reverse side of this form); and 1

understaud that the registrapt is required 1o comply with those provisions as (o all by product 1aateria) which he receives, acquires, possesscs,
uses, or transfers under the general Heense for which this Registration Centificate is filed with the Atomic Energy Cominission.

Date ——S&PL—L;,J&%—————— By M %Wé

/l Signature of pwtun Jiling form

e House Fhysician mnd Dirsctor of Lahorstaory
Printed ncne and title or position of person filing form ’

;_\h

WARNING -~ 18 11.5.C,, Section 1001; Aci of June 2%, 1948; 62 Stat, 749; nuikes it o eriminag! oftense to moke a willifully false siatement or
representalion to any department o agency of the United States o3 1o any maiter wighin its jurisdiction,




CONMDITIONS AND LIMITATIONS OF GLRIEEOAL LICENSE 10 CFR 3111

73011 Geneeal dicense for use of iodine-125
or inding-1 3 for in vitro clinical or
labotatocy testing,

(@) A peneral license is hiereby isived to any
pliysician, dinival Taboratosy, or hospital to
recvive, acquine, possess, lraasier or wee, for any
of the fullowiag stated tests, in zecordanee with
the provisions of paragraphs (b), (), (), (e,
and (1) -of this :ection, the foflowing byproduct
imateigels in prepackaed units:

(1) lodine-125, in units nnt c\ucdmy 10
microcuries caclt for use in vitro clinical or
liboratory  tests. oot Cinvolving  interaadl  or
external sdiministeution ol by product material,
or the radistion therefrom, to human beings or
animals,

(b) No persen shall receive, acquire, possess,
use or transter byproduct material penuant to
the general license established by paragraph (a)
of this scction until he has fited Form
ALC-483, “Registration Certilicate--In Vitro
Testing with Byproduct Material Under General
License™, with the Dircctorate of Licensing,
Matcerials  Branch, U.S. Atomic Uncrey
Cominission, Washington, D.C. 206543, and
weceived from the Commissioa a validated copy
of Form ATC-433 with registration number

assianed, The registeant shall furnish on Form -

AEC83 the following information and such
other information as may be required by that
form:

(1) Nameand adress of the registrant;

(2) The location of uss; and

(3) A statement th.lt the ug!str:mt has
appropn.xtc 1adiation measaring-instiuments to
carry out in vitro clinical or laboratory tests
with byproduct matesials as authorized under
the general license in paragraph (3) of this
saction, and that such tests will be performed
only by personncl competent in the use of such
ingtroments and  in  the bandling of the
byproduct materials.

(e} A, penson who o receives,  acquires,
possesies or uses hyproduct material pussoant
to the grnel livense establihed by parsaraph
() of this secuon shall comply with the
following:

(1) The pensral licensee (hall net possess at
any one tme, pursuant o the geneeal eenawe in
paveraph 1) ol this section, at any one
facation of storape ‘or we a total wmount of
iedine-125 cadfor jodinte-131 in excess of 200
microcurics,

() The poneral ticensee shall store the

- byproduct material, until used, in the vricieat

shipping container or in a container providing
cquivalent radistion protection.

. e ¢
(3) The general licensee shall use the
bLypraduct material only for the uses authorized
by parapraph (a) ol this section.
(4) The general licensce shall not (ransfer
e byproduet mateciat to a person who is not
‘mt..: iized to reeeive it puarsuant to u license
issued by the Commiscion or an Agreemcut
State,' nor transfer the bypraduct material in
any mauaner other than in the wnopened,
labeled shipping contalner as received from the
supplier.
“(d) The gencral licensce shall not receive,
acquire, possess, or use byproduct materiul
pursnant to paragraph (a) of this scction:

(1) Except as prepackaged units which are
labeled in acvordance with the provisions of a
specific hcunc issued upder the provisions of
§32.717of tllis ‘chapter or in accordance with
the provistons of a specific license issued by an

' A State to which the Commission has
transferred certain reguiatory authority over
radioactive material by formal agreement,
rursiant to secticn 274 of the Atomic Fnergy
Act of 1954, as amended,

Apreement  State. which authorcices
manutactare and distribation of imline-125 of
wadine- 131 for distribution 1o persons geaerally
ficensad by the Apreement State,

(1) Ualess the Tollowing stalemént, or &
substantially sintilar statement which contains
the inforniation called for in the followiay
statemient, appears on anhibel atTised o each
prepackased unit or appears inoa leaflet or
brochureawhich accompanices the package:

This radicactive materisl may be geceived,
acquired, possesed, amd wsed ouly - by

. physicians, clinical laboratories ur hospitals and

onlv fof ia vitro clinical or labosatory tests not
involving inteenal or extoernal adinistration of

he  ma (ct’nlI o the radiation eerefeom to
vmah hcmp. or  animals,  Its  receipt,
- mIqmsx'h(m. possestion, use, and transfer are

subjegt to the repmlations and a genecal licease
of the U,S.*Atomic Tuergy Commission or of a
State with hbich the Commission has enteced
into an agreement for the exercise of regulatory
nunmrily.

s e s 0 e e o

Name of nsunulucturer

(e) The icgistrant powc\'\‘ing or using
byproduct ruterials under the zeneral license
of paragraph (a) of this section shall report in
writing to the Dircctorzte of Licensing,
Matesials Branch, any changes in information
furnished by him in  the *Registration
Certificate--In Vilco “Testing with Byproduct
Muaterial  Under  General “u.n\n.", Form
AEC- 483, The report shall e furnished within
30 days after the cffective date of such change,

(0 Any person using byproduct material
pursuant to the peneral licerse of paragraph (a)
of this section is exempt from ihe requirements
of Part 20 of this chapter with respect -to
byproduct materials covered bv that gencrat
license. -

- NOTE

If larger quantities or other forms o byproduct material than those specified in the general license of 10 Cr'R 31.11 are required, an
Torm AEC-313, should be filed Lo obtain a specific by product material license. Copies of application
and registration forms may be obtaiued from the Uaited States Atomic Enecrgy Comunission, Washington, D.C, 20545, Attention: Materials Branch,

“Applu.mon for Byproduct Material License,”

Direclorate of Licensing,

N
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