\

. Plcase print or type the name and address

Fom AtC<Le3 - VE ATOMIC ENERGY CTMAESION Ferrm Appreved

Sucget Bureau No,

e REGISTRATION CERTIFICATE—IN VITRO TESTING 38-RO k6o

J0CFR 31 i

WITH BYPRODUCT MATERIAL UNDER GENERAL LICENSE

Section 31.11 of 10 CFR 31 esteblithes a general license authorizing physicians, clinical laboratories, ang hospitals to possess
certain small quantities of byprodect material for in vitro clinica! or laberatory tests not involving the internal or external
administration of the byproduct material or the radiation therefrom to human beings or animals, Possession of byproduct
material under 10 CFR 31,11 is not authorized until the physician, clinical laboratory, or hospital has filed Form AEC483
and received from the Commission a validated copy of Form AEC-483 with registration number.

Judith ‘S.Moore, ‘D.O. 3. 1 herebs ooy 1 ) be '
T s . 1 hereby apply for a registration number pursuant to
9118 Miller Road - §31.11, 10 CFR 31 for use of byproduct materials

Swartz Creek, Ml 48473 for (please check one block only)

. IR R a. Myself, 2 duly licensed physician authorized to

o dispense drugs in the practice of medicine, *

0 b. The above-named clinical laboratory.
o 3 c. The above-named hospital.

S 4. To be completed by the Atomic Energy Commission

INSTRUCTIONS -
1. Submit this form in triplcate o}

Director of Licensing Registration number:

ATTN: Materials Branch
Regulation ’ THE U. S. NUCL
U.S. Atomic Energy Commission POR u y
Washington, D.C. 20545

6640
FORY COMMISSION

(including zip code) of the registrant

physician, clinicial laboratory, e; hospital . .

for whom or for which thif regstretion

form is filed. Position the first letter of the .

address below the left dot and do not . ‘ Sh:}r}'.e. A’. .Ct;un.:hfi.'e'lld . . ﬂy‘arCh 2&" 1983

extend the address beyond the right dot. {f{ is’is an initicl registretion, lecve rhfs space l?lank - rzumber' to be
: assigned by AEC. If this is ¢ change of information from ¢ previously

(At AEC, a registration number will be s ; . . . o
assigned and @ validated copy of Form registered general licensee, include your registration numbcr.).

AEC-483 will be retumed,)

;5

g

. Uf place of use is differcnt from address in Item 1, please give complete address:

6. Certification: .

I hereby certify that:
2. All infarmation in this registration certificate is true and complete.

b. The registrant has appropriate radistion mezasuring instruments 1o carry out the tests for which byproduct material will be used under the
general 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 byproduct materials.

c. 1 understand that Commission r'tgulau'ons require that any change in the information fumished by 2 registrant on this registration
certificate be reported to the Director of Licensing, within 30 days from the effective date of such change.

d. I have read and understand the provisions of Section 31.11 of AEC regulations 10 CFR 31 (zeprinted on the reverse side of this form); and

I understand that the registrant is required to comply with those provisions zs to all byproduct material which he receives, acquires,
possesses, uses, ot transfers under the general license for which this Registration Certificate is filed with the Atomic Encrgy Commission.

pate March 9, 1983 B;#‘ (iL, ?/72{ﬂ1/{LF7LQ1/7) /\\
7 S

Signature of person filing form 7

.

Judith S.Moore, D.O.

Printed rame and title or position of person filing form

~

WARNING—18 U.5.C., Section 1001; Act of June 25,1948; 62 Stat. 749; makes It a criminat oftense to make a witifully talse statement or

representation to any cerartment or agency of the United States as 1o any matter within 1ts Jurlsgiction.

I'4



CONDITIINS AND LIMITATICNS CF GENERAL LICHO CFR 2%

§31.11 General license for usc of bypraduct
materials for ceitain in vitto clinica) or
labaratory testing,

(a) A genera) license is heisby issued to
any physician, clinical laboratory or hospital
lo 1cceive, acquire, possess, transfer, or use,
for any of the following stzted fests, in
accordance with the provisions of pass wuphs
(®), (c), (d), (), and (f) of 1his sectic n, the
following by product materials in prepsshaged
unjts.

(1}lodine-125, in units not exceeding 10
microcuries each for use in in vitro clinical or
laboratory tests not invohing internal or
external administration of byproduci miter
al, or the :adiztion therefrom, to human
beings or anirals.

(2) lodine-131, in units not exceeding 10
microcurics each for use in in vitro clinical
or luboratory tests not involving Internal or
external admizistration of byproduct materi-
al, or the -adiation therefrom, to human
beings or .iimals.

(3) Carbon-14, in wunits :.o: exceeding 10
microcuries each for use in in vitro cliri~al of
lsboratory tests not involving internal or
extcrnal adniinistration of byproduct matern-
al, or the radistion therefrom, to humen
beings or animals, .

(b)No person  shall receive, scqulre,
posscss, use or transfer byproduct meicrial
pursuant to the general license estztlished by
paragraph (a) of this section until he hzs filed
Form AEC-4§3, “*Registration Certificate-In
Vitro Testing with Byproduct Materia! Under
~General License™, with the Director of Licens-
g, U.S. Atomic Energy Commission, Wash-
agton, D.C. 20545, and reccived from the
Commission a validated copy of Form
ALC-483 with registzation number assigned.
The segistrant shall furnish on Form AEC-483
the following information and such other
information as may be required by that form:

(1) Namne and add:ess of the registiant;

(2) The location of use; and

(3)A statement that the registrant has
eppropriate radigtion measuring instruments
to carry out in viuo dinical or laboratory
tests with byproduct materials as suthorized
under the general license in paragraph (a) of
this section, and that such tests will be
performed only by personnel competent in
the use of such instruments and in the
handling of the byproduct maierials.

(c) A person who receives, acquires,
possesses or uscs byproduct materia! pursuant
to the gencral license established by paragraph
(a) of this section 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 one
location of storage or use a total amount of
iodine-125 and/or iodine-131 in excess of 200
microcuries.

" (2)The general licensec shall store the
byproduct maicral, until used, in the original

. shipping container or in a container providing

equivalent radiation protection.

(3)The general licensee shall use the
byproduct material only for the uses author-
ized by paragraph (a) of this section. .

(4) The gencral licensee shall not transfer
the byproduct material to a person who is not
suthorized to recvive it pursuant tc a license
issued by the Commission or an Agreement
Slatc,’ nor transfer the byproduct material in
any mannesr other than in the unopened,
izheled shipping container as received from
the supplier.

(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 accordunce with the provisions of a
specific license fssued under the provisions of

32.71 of this chapter o1 in sccordance with

the provisions of a specific bcense issued by
an Agreement State, which authorizes manu-
facture and distribution of icdine-128,
iodine-131, or carbon-14 for distribution to
persons generally licensed by the Agreement
State,

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

This radioactive material may be ceceived,
acquired, possessed, and used only Ly physi-
cians, clinical laboratories or hospitals and
only for in vitro clinical or laboratury tests
not involving internal or externs admninistra-
tion of the material, or the radiation there-
from, to human beings or animals. [1s reccipt,
acquisition, possession, use, and transfer are
subject to the regulations and a general Lcense
of the U.S. Atomic Energy Commission or of
a State with which the Commission Fas
entzred into an agreement for the excreise of
regulatory authority.

Name of manufacturer

(¢) The registrant possessiig o1 using
byproduct materials under the gener.l license
of paragraph (2) of this section shall ;eport in
writing to the Director of licensing any
changes in the infermation fumished by ram
in the “Registration Certificate—In Viuo
Testing with Byproduct Material  Under
General License™, Form AEC-483%. The report
shall be furnished within 30 days afier the
effective date of such change.2

() Any person using byproduct materal
pursuant to the general license of paragraph
(1) of this section is excinpt from th require-
ments of Parts 19 and 20 of this <hapter with
respect to byproduct matenals covered by
that general license,

YA State to which the Commmisslon has transferred certain re

NOTES °’

section 274 of the Atomic Encigy Act of 1954, as amended.

gulatory authority over radioactive material by formal agrecment, pursuant to

2 A new triplicate sct_of this Registration Certificate, Form AEC-483, may be uscd to report any change of information furnished by a

registiant as requized by §31.1 1(e).

If larger guantities or other forms of byproduct material than those specificd in the geneial license of 10 CFR 31.11 are required, an

“Application for Byproduct Material License,” Form AEC-313, should be filed to obtain a s
application and registtation forms may be obtained from the

Materials Branch, Directorate of Licensing, Regulation,

pecific byproduct material license. Copies of
United States Atomic Encrgy Commission, Washington, D.C. 20545, Attention:

GPO b72. 4l




