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WITH BYPRODUCT MATERIAL UNDER GENERAL LICENSE

Sectiont 31,11 ot 10 CLR 31 estublishes 4
it sinall quantities of byproduct mai
adininistiation of the bypmoduct material

N

evicral hoense suthonzmg physicians, chineat laboratorics, and hospitals to posse
el tor s vire climesl of laboratory tests not invalving the internal of exterdal
o1 the radiation theretiom to human bewgs of animals, Possession of by progduct

materil under 10 CER 31 HL is not authonzed wntl the physician, clinical luboratory, or hospital has filed Form AL 483

and receved trom the Commisston a validat

e Michael A. Marshall, M.D.,P.C.

20905 Greenfield,

Southfield, Michigan

INSTRUCTIONS
1. Submit this form in tnplicate to:
Duector of Licensing
ATTN: Materials Branch
Regutation
U.S. Atomie Lnergy Commussion
Washungton, D.C. 20545

2. Please print or type the name and address
iegistrang
physician, clinicial laboratory, or hospital
fur whom o1 for which this registration
torm 15 filed. Position the tust letter of the
and do not
extend the address beyond the right dot.
U ALC, o registration number will be
\ gned and a validated copy of Form
\\./fd

(uncluding  21p code) of the

address below the left dot

N

C-483 will be returned,)

cdvupy ot Lo ALC<483 with 1egistration number,

Suite 407 *

48075

i

mLmluam31memwwmummnmw

Jor {please check vne block only)

N a. Myself, a duly licensed physician aythogized to

i dispense drugs in the practice of medicipg, '

£ b, The above-numed dinical labogatory,

03 ¢. The above-numed hospital, - 5 8

4. To be completed by the Atomic Energy Commission

Registration number: .
. 6036
FOR THE U. S. NUC TORY CO}NISSIONA\

P,
@0 4
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assigned by AEC, If this is g change of information froin g Previously
registered general licensee, include your registration number.) "~

i

2

i

5. I place of use is difterent from address in Item 1, please give complete address;

6. Certification;

Fhereby centity that:

a. Al mformation in this registration certificate is true and complete.

b. The registrant has appropriate radiation

handling of the byproduct materials.

measuring instruments to carry out the tests for which byprodubt materiad will be used undey the
general license of 10 CFR 31.11. The tests will be performed only

by personnel competent in the use of the lnllnlmﬁlw ad In &M

¢ 1 understand that Commission regulations require that any change in the information fuished by & rcgistrant on this registration

certilicate be reported to the Director of

do T have read and understund the provisions of Section
I understand that the registrant is required to com

Licensing, within 30 days from the effective date of such chango.

pussesses, uses, or transfers under the peneral license for which this Registration Ce

_~ted name and title or pusition of person filing form

[ WARNING--18 U.5.C., Section 1001 ; Act of June 25, 1948; 62 Stat. 749; makes Il a criminal offenss to make a wilitully talse stgtement ar

: representation to any depar

tment or agency of the Unlted States as to any mattar within 1ts jurlsdiction.

v

3. 1 hereby apply for a registration number pursuant to

-



N\

CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFRA 31.11

§31.01 General license for use of byproduct
watcrials for cettan e vitro  clinical  or
Liboratory testing.

Gu) A genesud license is hoseby wsued v
any physician, clinical labodatory or hospital
tu feceive, acguire, possess, Liansivr, or use,
fur uny of the fullowing stated tests, in
accurdance wath the provisions of patagraphs
(b), (&), (d), (¢), and (N of thus scction, the
following byproduct materials in prepackaged
vuls:

(1) lodine-125, in umits not excecding 10
fuucsocurics each lor use i i vitro chnical or
laboratory tests not involving internal or
extermal administration of byproduct materi-
al, or the radiation therefrom, 10 human
bewngs or animals,

(2) lodine-131, in units not excecding 10
sucrocurnes cach tor use i i vitro clinical
or laburatory tests not wmvolving internal or
external administration of byproduct materi-
al, ot the radiation therefrom, to human
beings or animals.

(3)Carbon-14, in units not exceeding 10
sdcrocuries each for use in in vitro ¢linical or
laboratory  wests not involving interna! or
external administration of byproduct materi-
al, or the radiation therefrom, to human
beings or animals.

(b) No  person  shall reccive, acquire,
pussess, use or tsanster byproduct material
pursuant to the general license established by
paragraph (a) of this section until he has fited
Form AEC483, “*Registration Certificate~In
Vitro Tesling with Byproduct Material Under
General License™, with the Director of Licens-
g, U.S. Atomic Energy Comnmission, Wash-
wmgton, D.C, 20548, and received from the
Commnsion  a  validated copy of lorm
AEC-483 with registration number assigned.
The segisirant shall furnish on Form AEC483
the following information and such other
information as may be required by that form:

(1) Nume and address ol the scgistrant;

(2) The focation of use; and

(A statemem that the registzant hay
appropitate radialion ancasunng instruinents
o cucry out in vitro clinical or laburatory
tests with byproduct snaterials as authorized
under the general licease in paragraph (a) of
this sectton, and that such tests will be

perlormed ondy' by pessonned competent in

the wse of such instruments and in  the
handling of the byproduct msterials,
() A person who  receives,  acquises,

pussesses of uses by product material pursuant
to the general license established by paragraph
(@) of this sccion shall comply with the
fullowing:

(1) The general licensee shall not possess at
any onc Bme, pursuant (o the gencral license
in patagraph (a) of this section, al any one
lucation of storuge or use a total amount of
jodine- 125 and/or judine-131 in excess of 200
microcurices.

(2)The general licensec shall store the
by product matcrial, until used, in the original
shipping container or in u container providing

. equivalent radiation protection.

(3) The  general licenses shall usc the
byproduct material only for the uses authos-
ized by paragruph (a) of this section.

(4) The genoeral licensee shall not transfer
the byproduct material (0 a person who is not
authurized to receive it pursuant to a license
issucd by the Commission or an Agreement
Smc.' nor transfer the byproduct mauterial in
any ananncr other thun in the unopened,
labeled shipping container as received from
the supplicr.

(d) The generad lcensee shall not receive,
acquire, posstss, or us¢ byproduct muterial
pursuant 1o pasagraph () of this scction:

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

32.71 of this chapter or in sccordance with

the provistons of a specific license issucd
an Agreement Stale, which wuthorizes me.

\

facture and  disuibution of jodine-123;+

iudine-131, o1 carbon-i4 for distribution to
persons generally licensed by the Agreement
State, '
(2)Unless the following statement, of &
substantially similar statement which containg
the informution calied for in the (ollowing
stalenent, appears on & Jubel affixed to each

-prepackaged unit or appeass in & keaflet o

brochure which uccompanies the package:

This radioactive material may be roocived,
acquired, posscssed, and used only by physi- -
dans, clinical lsboratories or hospitals and
only fur in vitto clinical or luboratory tesy
not involving interna) o extomu! adminittsa- -
ton of the matesial, or the radiation there-
from, 10 human beings or animals. §1s receipt,
ucquisition, posscssion, use, apd wranafer age
subject (o the regulstions and s gencial Yppnse
of the U.S. Atomic Energy Commission o5 of
a Suic with which tha Commission hgs
entered into an agreenynt far the sxgrajse af
regulstory suthority, -

LY

'
LR I

" Name of manufactyses
(¢) The seglitzant pussossing or using
byproduct materals unde: the ganora! licenso

of psragraph (a) of this s¢ction ehall report in
writing to the Disectar of Licensing sny

changes in the information fumished by him ~

in the “Registration Ceryificate-ln Vi
Testing with Byproduct Matesial Un/

General Liconso”, Form AEC483, The ropo.

shall te fumnished within aq deys ofiar the
offective date of mch change, )

(N Any persap waing bypsoduct materiyl
punsuant 19 the gencrad Yoonse of paragraph
(a) of this soctian i exempt from the sequire-
monis of Purts 19 and 20 of this chaptar with
respect to byproduct matavisls ogvered by
that genery) Yoerwe. K

' A State 1o which the Commission has transferred certain re
scction 274 of the Atomic Encigy Act of 1954, as amended,

2A new triplicate set of this Registration Cerstificate, Form AEC-483, may be uscd to e

fepistrant as required by §3I.l 1(e).

NOTES

gulatory authority over sudioactive material by formal agreement, pmwmt‘w

port any chango of lnfomauon furnished by »

If larger quantitics or uther torms of byproduct material than those specificd in the general license of 18 CFR 31.11 are 1 wired, an

“Apphcation for Byproduct Material License,” Form AEC-313, should be filed to obtuin s spedific byproduct matorial License.

pies af

pphication and registration forms may be obtained from the United States Atomic Eneigy Commission, Washingtan, D.C. 3034§, Attoption:
Matenals Branch, Directorate of Licensing, Regulation. . i i

GPO 873. 42



