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5/12) U.S. ATOMIC ENERGY CONMMISSION udget Buresu No.
10 CFRJ) . 8—RGI60
: REGISTRATION CERTI EICATE—=IN VITRO TESTING
' WITH BYPRODUCT MATERIAL UNDER GENERAL LICENSE )

Section 31.11 of 10 CFR 31 establishes a general license authorizing physicians, clinical laboratorics, and hospitals to possess 5 /
cettaln small quantitics of byproduct material for in vitro clinical or laboratory tests not invelving the internal or external
administration of the hyproduct material or the radiation therefrom to human beings or animals, Possession of byproduet

material under 10 CFIL 31,11 is not anthorized until the physician, clinical laboratory, or hospital has filed Form AEC-183 and -

reccived from the Commission a validated copy of Form AEC-183 with registration number. \hercfer the wordd " ronic

Energy Cormission" of "Commission" appear in ‘this reglstration, they mena the fiuclesr
Legglatory Comaission created by Fublic Lesg 93-438 ond Executive Order Ho. 11834

) omeo Clinic P.C.- . . 3. 1 hercby apply for a registration number pursuant to §
241 N, Main Street . . 31.11, 10 CFR 31 for use of byproduct materials for

a. Myself, a duly licensed physician authorized to
dispense drugs in the practice of medicine.

E\ b. The above-named clinjcal laboratory.
- [ ¢ The above-named hospital. )

Romeo y Michigan 48065 A . {please check one block oanly)

. ’ . 4. To be completed by the Atomic Energy Commission
INSTRUCTIONS

1. Submit this form in triplicate to: ‘ Registration number:
United States Atomic Energy Commission . . 3227
Attention: Dircctorate of Licensing, i . - > n CR. - .
’ Materials Branch : Tor The U.Ss Hucle yory co-‘miSSio_n

Vashington, D.C. 20545
2. Plcase print or typs thz name and address
(including zip code) of the registrant
physician, clincial laboratory, or hospital for
whom or for whch this registration form is

filed. Position the first letter of the address B BY: Cloredce Al Hebroxw

below the lefe dot and do not extend the {‘ieavéhis spa:'e lank—number to be assigned l’}'AggF0/75
address beyond the right dot. (At AEC, a -

repistration number will be assigned and a : . . R ) .

validuted copy of Form ALC-483 will be

returncd.) . o . 2 ’ : \//
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5. If place of usc is different from address in Item 1, please give complete address: - .

6. Certification:

I hereby certify that:
a. Al information in this registration certificate is true and complete.

b. The rcgistrant has appropriate radiation measuring instruments to carry out the tests for which byproduct material will be used under the
gencral license of 10 CFR 31.11, The tests will be performed only by personnel competent in the use of the instruments and in the handling
of the Lyproduct materials. . .

¢. 1 understand that Commission rcgulations require that any changc in the information furnished by a registrant on this registration certificate
be reporled to the Directorate of Licensing, Materials Branch, within 30 days from the cffective date of such change.

d. I have read and understand the provisions of Section 31.11 of AGC regulations 10 CFR 31 (reprinted on the reverse side of this form);and |
understand that the registeant is required to comply with those provisions as to all byproduct material which he receives, acquires, possesscs,
uscs, or transfers under the general license for which this Registration Certificate is filed with the Atomic Energy Commission.
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pste ___ June 19, 1975 by Maeesl tn “hoake CT-
N : _ . e ﬁignalurc of person filing form !

A

. . ) E 1 N ST Ta
Margaret N, Frake, C,T. - Laboratory Supervisor

Printed wame and title or position of person filing form

WARNING ~18 U.5.C., Sectiun 1001; Act of June 25, 1948; G2 Stat, 749; makes it a critnina! of fense 10 make a willifully false starement or
representation to any department or agoney of the United States s to sny matter within its jurisdiction.

N



CONDITIONS AND LIMITATIONS Of GENERAL LICENSE 10 CFR 31.11

§31.11 General license for use of jodine-125
or jodinc-131 for in vitro clinical or
laboratory testing.

a) A general license is hereby issued to any

,sician, clinical laboratory, or hospital to
—cteive, acquire, possess, transfer or use, for any
of the following stated tests, in accordance with
the provisions of paragraphs (b), (¢), (d), (e).
and (f) of this section, the following byproduct
materials in prepackaged units: )

(1) lodine-125, in units not exceeding 10
microcurics cuch for use in vitro clinical or
Liboratory tests not involving internal or
external administration of byproduct material,
or the radiation therefrom, to human bheings or
animals,

(b) No person shall receive, acquire, possess,
use or transfer byproduct material pursuant to
the general license established by paragraph (a)
of this section until he has filed Form
AEC483, “Repistration Certificate—In Vitro
Testing with Byproduct Material Under General
License™, with the Directoraute of Licensing,
Matcrials Branch, U.S., Atomic Energy
Commission, Washington, D.C. 2045, and
received from the Comumission a validated copy

" of Form ALECH4S3 with registration number

assigned. The registrant shall furnish on Form
AECA483 the following information and such
other information as may be required by that
form:

(1) Name and adress of the registrant;

(2) The location of use; and

(3) A statcment that the registrant has
apnropriate radiation measuring instruraents to
cany out in vitro clinical or laburatory tests
with byproduct matcrials as authorized under

(¢) A person who receives, acquires,
passesses or uses byproduct material pursuant
to the general license established by paragraph
(a) of this scction: shall comply with the
following:

(1) The general licensee shall not possess at
any one time, pursuant to the general license in
paragraph  (a) of this section;, at any onc
focation of storage or use a total amount of
jodine-125 andfor iodine-131 in excess of 200
microcurics.

(2) The general licensce shall store the
byproduct material, until used, in the original
shipping container or in a container providing
equivalent radiation protection. -

" (3) The general licensce shall use the
byproduct material only for the uses authorized
by paragraph (a) of this section.

(4) The general licensee shall not transfer
the byproduct material to a person who is not
authorized 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
supplief.

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

(1) Except as prepackaged units which are
labeled in accordance with the provisions of a
specific license issued undus e provisions of
§22.71 of this chapter or in accordance with
the provisions of a specific license issued by an

Agrecement State, which awtiorizes
nanufacture andd distribution of indine-125 or
iodine-131 for distribution to persons generally
licensed by the Agrcement State,

(2) Unless the following statement, or a
substantially similar statement which contains
the information called for in the following
statement, appears on a label affixed to cach
prepackaged unit or appears in a leaflet or
brochure which accompanies the package:

This radioactive material may be received,
acquired, -possesed, and used only by
physicians, clinical taboratories or hospitals and
only for in vitro clinical or laboratory tests not
involving internal or external administration of
the material or the radiation thercfrom to
human beings or animals. Its  receipt,
acquisition, possession, use, and transfer are
subject to the regulations and a genceral license
of the U.S. Atomic Energy Commission or of a
State with which the Commission has entered
into an agreement for the exercise of regulatory
authority.

Name of manufacturer

(e) The registrant possessing or using
byproduct materials under the general license
of paragraph (2) of this scction shall report in
writing to the Directorate of Licensing,
Materials Branch, any changes in information
furnished by him in the ‘‘Registration
Certificatc~In Vitro Testing with Byproduct
Material- Under General  License™, Form

AEC- 483. The report shail be furnished within

30 days after the cffective date of such change.
- (f) Any_ person using byproduct material
pursuant to the general license of paragraph (a)

CQINII

* general license. in paragraph (a) of this 'A State to which the Commission has . Lo i
fon, and that such tests wiil be performed  yraneferred certain regulatory authority over ©f this section is exempt from the requirements :
.y by personnel competent intheuse of such  padioactive materisl Ly formal agreement, ©f Part 20 of t_his chapter with respect to. H
mstruments and in the handling of the pursuant to section 274 of the Atomic Energy byproduct materials covered by that general ™ \__/
byproduct materials. Act of 1954, as amended. license. .
NOTE
_If larger quantities or other forms of byproduct material than those specified in the general license of 10 CFR 31.11 are required, an
*‘Application for Byproduct Material License,” Form AEC-313, should be filed to obtaina specific byproduct material license, Copices of application
and registration forms may be obtained from the United States Atomic Encrgy Conunission, Washington, D.C. 20545, Attcntion: Matcrials Branch, '
Disectorate of Licensing, : . i
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