Form AEC-483 . U.S. ATOMIC ENERGY COMMISSION Form Approved

443 Budget Bureau No.
m(cm)u - REGISTRATION CERTIFICATE-~IN VITRO TESTING 35-RO160 -
L WITH BYPRODUCT MATERIAL UNDER GENERAL LICENSE :

Section 31, lishes & cenge suthorizi hysici clinical laboeatories, and hospitals to possess certa

qmdde’ll:} bdyptlgdcm ’:u.l’dul;or n rltn cl?a}klil or llbm'ar nf”l:’ {:’gtc ln's‘., lvin| 3\: internal or externa! gdministration of the bmrodu:t

material or the radistion therefrom to human be: snimals. Possession of byproduct material under 10 CFR 31.11 is not guthorized until
\ , the phyudm, clinical lsborstory, ot hospital has lcd Form AEC-483 and memd rom the Commission a validated copy of Form AEC—433

leh registration aumber.

INSTRUCTIONS

Submis tbx: form in triplz:de 20: United States Atomxctnergy Commission, Washington, D.C. 20545, Attention: Director, Divmon of
Materials Licensing. A registration number will be assigned and « vdzdated copy al Form AEC—483 will be veturned.

tory, or hospital for

1. Please print or ty {e within the shaded area, below, the name and sddress (including ZIP Code) of the registrant physician, clinical ora- -

whom or for wbidx thu tegxstranon fom is filed.
3 X .. SN ‘:: S

e

W. B, Ealdonado. M.D.
Department of Pathology

Edward ¥. Sparrov Hospital
Lansing, Michigen 68912

3. To be completed by the Atomic Energy Commission
2. I bereby apply for a registration number pursuant to ' * Registration sumber: 1008
§ 31.11, 10 CFR 31 for use of bypmduu matena!s for u, s, gmc m I0N
(please check one):
. O = Myself, adnlyhcensedpbyudanluxhonzedwdw o ) X
' pense drugs in the practice of medicine. : . ) ®
O b. The sbove-named clinical laboratory. . :
' .

Q ¢ ‘The Med bospi ta.l. . V | v. BY3 C“(Em% Jtu't lgﬁ—u mber to be u:iguh‘ &2(.‘)‘7' 1971

v If place of use is different from address in Teem 1, please give complete sddress:

5. Certification:
I hereby certify that:
2. All information in this registration certificate is true and complete.
b. The registrant has riate radistion mcuunniemstmmens to carry out the tests for which byproduct material will be used under
g; er:lhcense thml-':l 51.11 The tests will be petformed only by personnel competent in the use of the instruments and in the

< 1 nndexsund Commission re that any change in the information furnished by a registrant on this registration certit-
icate be reported to the Director, Division of ials Licensing, within 30 days from the effective date of luch change.

d. I have read and understand the provisions of Section 31.11 of AEC regulations 10 CFR 31 (reprinted on the reverse side of this form);
and 7 understand that the registrant is required to comply with those provisions as to all byproduct material which be receives, acquires,
possesses, uses, or eransfers under the general license for which this Registration Cerstificate is filed with the Atomic Eqergy Comxmssxon.

-

Date _August 3§, 31971 By

Signature of person filing

_._Ee_!lgldonado. M.D., Director of laboutoﬁee 7 .

Printed name and title or position of person filing form

ya

WARNING.—18 U.8.C., Section 1001; Act of June 25, 1948; €2 Stat. 749; makes it & crimins! offense to mak litully false s .
sentation $o sny department or agency of the United States as to any matter within n: I:r‘lvsdigt‘lgn slse statement or repre




| cq_ﬁnmou_s_mb uumnous oF 'és_rizm i.lcz‘NSE 10 CFR 3111,

§3111 Gencul license ro.'» use of lo-
dine=123 or iodine-131 for in vitro
clinical or laboratory taﬁng.

3) A eral license is hereby issued to
any( ghnxg?;\, dinial | lxbo tory, or hospml

to receive, er or use. for
my of the fol mllowmg statzs tesu. in accordance

th the provisions of (<),
(d)
byp

b
e), and (f) of thxs section, the(f rlomn;
uct materials in p ged units:

(1) lodine-123, in units not exceedm; 10
microcuries cach for use in in vitro clinical or
laboratory tests not involving internal or ex-
ternal administration of byproduct material, or
the radiation therefrom, to human bemgs or
animals. :

(2) Todine-131, in units not exceeding 10
" microcuries each for use in in vitro dinical of
laboratory tests not involving internal or ex-
ternal administration of byproduct material, or
the radiation thcrefrom. to human bemgs or
animals.

(b) No person shall réceive,
use or transfer uct materi

uire, pOSSCSS.

the general license established by egamgﬂ.ph ( l) e

of this section until he has filed Form AEC-

483, "Registration Certificate—In Vitro Test-
ing with roduct Material Under General
License”, with the Director, Division of Ma.
terials Licensing, U.S. Atomic Energy Com-
mission, Washington, D.C. 20543, received

from the Commission’ a validated copy of Form;‘ :

AEC—483 with registration o
istrant shal furnish on Form AEC-483

the fol ing information and such other in.
formation as may be required by that form:
z ; Name and address of the registrant;

2) The location of use; an

(3) A statement that the registrant has ap-
propriate radiation measuring instruments to
carry out in vitro clinical or laboratory tests

with byproduct matemls 1w tuthomed undet
the generat license in paragraph (2) of this
mon, and khzt such tests- will be pet ormed
instruments and m t e ha ndlmg by.
product materials. .

(c) A person who receives, aoqmtes, pos-
sesses or uses byproduct material pursuant ro
the general license established paragr:
(a) of this section shall comply with
following:

(1) The general licensee shall not possess:, -

in the use sudn-

§ 32.71 of this chaptet ot in accordance with the

provisions of 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

the Agreement State,
{2) Unless the following statement, or a

“'substantially similac_statement which contains

the information called- for in the following
statement, appears a, labe) affixed to each
grepad:zgé&lumt) OT ‘appear$ imi'a lezﬂet or

wrp: which accompanijes .- ¢ the 3

at any one time, ;ursuam to the general hoensn) - };hn ndﬂﬂchve mmm, mzr,be mmd ‘?m

in paragn h (a) of this section, at anylon
location o storage or use a total amount
iodine-123 and/or iodine-131 in excess of 20
microcuries.

(2) The general licensee shall store the by-
product - material, 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 authorized

by paragraph (a) of this section.
“(4).

The geheral 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, |
shxppmg container as received from the suppl:er

(d ) The genenal I;censee shall not receive,
acquu'e. possess, or use byproéduct 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

1 A State to which the Commission has transferred
certain regulatory authority over radioactive material by
formal agreement, pursuant to section 274 of the
Atomic Energy Act of 1954, as amended.

o and Sr ""fg;dl""‘c'a'l kY
¢ bospitals and ol in vitro clinical or

dr r: tcs't: %ot”’m , 0{1 ok externzl 2d-
ministration of the matem of che nduhon therefrom
to human beings or animals. Its receipt, acquisition,
possession, use, and transfer are subject to the regula.

‘tions and & general hcenst of the U.S. Atomic

Commmlo? or of a State with v!nch the Commission

g for the the exercise of

into an
regulaeory authority.

Name of manufacturer

(e) The registrant possessing or using by-
product matenals under the general license of
paragraph "(a) of this section shall report in
writing to the Director, Division of Materials

" Licensing, any changes in the information fur-

nished by him in the "Registration Certificate—
In Vitro Testing with Byproduct Material Un-
der General License”, Form AEC-483. The re-
port shall be fumished within 30 days after the

" effective date of such change.

(f) Any person using byproduct material
pursuant to the general license of paragraph
(a) of this section is exempt from the require-
ments of Part 20 of this chapter with respect
to byproduct materials covered by that general
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 “Appli-

cation for Byproduct Material License,” Form AEC-313, sho

should be filed to obtain a specific byproduct material license. Copies of application and

registration forms may be obtained from the United States Atomic Energy Commission, Washington, D.C. 20543, Attention: Isotopes Branch,

Division of Materials Licensing.
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