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1. Submit this form in triplicate to: * AR

Omice of Nuclear Material Safety and Safcg'uzrds"
ATTH: Radioisotopes Licensing Branch *
11.S. Nuclear Regulatory Commission
V/ashington, D.C. 20555

2. Pleass print or type the names and address (includ-. -

,_EPHRAIM C.

ing zip code) of the registrant physiciar, climieal = v

laboratery,. or -hospitel for whom or for which

this registration form-is filec. -Position the first
letier of the address below the left dot and do.
not extend theaddress beyond the right dot. (Al
NREC, a registration number will be assigned znd
2 vzlidated copy of NRC Form 483 will be re-

/ 1umed. :
e AHANONU MD, 17701

U.S. NUCLEAR REGULATORY COMMISSIO
CRTIFICATE—IN VITRO TESTING
WITK BYPRODUCT MATERIAL UNDER GENERAL LICENSE

Ll

31 establishes 2 general license suthorizing
viz! for in vitro clinica! or laboratory tests not involving the internal or

byproduct material undar 10 CFR 31.11 is not authorized until the physician, clinical laboratory, or hospital has filed
NTC Form 483 znd received frony the Commission a vaidated copy of NRC-Form 483 with registration-number.
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physicians, clinica! laboratories, and hospitals to

or the radiation therefrom to human beings or animals, Posscssion of
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SCHOOLCRAFT, DETROIT,MI 48227

=75, 1f place of usc is different from zCdress in Item 1, please give complete address:

6. Certification:
I hereby certily that: v - e )

t. Al information in this registration certifizzteis. truzand.completes . v

» 'gc'r:t:r:;! License of 10 CFR 31.11.
..hzndling of the byproduct materials, |

c. T understznd that Commission regulations require that any charge in the.information furnished by 2 registrant on. this registration- -~
certificate be reported to the Director of Nuclear Material Safety znd Safeguzrde within 30 days {rom the effective date of such change. ",

2. 1 have read and understand the provisions of Section: 31.11 ‘of NRC regulations-30 CFR 31 {reprinicd on the rzverse side.of this form);
and I understand that the repistrant is required. to comply with thozs
possesses, uses, or transfers under the general icense for vehich this Fegistration Cs
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provisions 2.t all byproduct material vwhich he receives, zequires,
‘cate isfiled with the Nuclear Regulatory Commission.
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/ Printed name anc titie oz position ol person {iirg form

WARNING—-18 US.C., Section 1001 Act of June 25,-1848; 62 Stat.-749; makes it-a criminzt offene 1o-make ¢ wiilfuily false statement or
representstion to any Cepartmant.or agency-of the United States »1 t? rny matter within its jurisdiction,. - o
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B THE registrant has appicpriate radiation mezsieing instruments to carry aut the tests for which byproduct material vill be used under the .-

The teste-will be performed only by personnel competent in the use of the instruments 2nd in the, . o
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CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11%

'§31.1] Genera! license for use of byproduet  Regulatory Commission, Washington, D.C,

materials for certzin in vitro clinical »r labora-
tory testing,

(a) A general license is hereby issued to
any physician, clinical Iaboratory or hospital
to reczive, acquire, possess, !rans!}:r. cr use, for
any of the follewing stated tests, in accordance’
with the provisiens of paragraphs (), (¢), (d),
{2), and (f) of thic section, the folic;wing by-
preduct materials in prepackaged units:

(1) Iodine-125, in units not exceeding 10
microcuries each for use in in vitro clinical or
laberatory tests not involving internal or ex-
ternal administration of byproduct material,
or the rzdiation therefrom, to human beings .
or animals,

(2) lodine-131, in units not exceeding 10
microcuries each 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 beings or
animals.

- (3) Carbon-14, in units not exceeding 10
microzuries each for use in in vitro clinic.} ar
Iaboratory tests not involving internal or exter-

22l administration of byproduct material, or
the radiation-therefrom, .to human beings or:
nimals.

(#) Hydrogen 3 (tritium), in units not ex- -
ceeding 50 microcuries each for use in in vitro
clinical or laboratory tests not involving inter-
nal or external administration of byproduct
material, or the radiation therefrom, to humazn
beings or animals.

(S) Iron 59, in units not exceeding 20
microcuries each for use in in vitro clinical or’
laboratory tests not involving internzl or ex-
ternal administration of byproduct material,

-or the radiation ther:from, to human beings,
or animals. -

(5) No person shall receive, acquire, pos-

- sess, use or transfer byproduct material pur-
suant to the general license established by
paragraph (a) of this sectior until he has filed
NRC Form 483, “Registration Certificate~In
" Vitro Testing with Bvproduct Materia! Under
General License,” with the Gffice of Nuclear
Material Safety and Safeguar

n

H

ds, .S, Nuclear. .

20555, and received from the Commission a
validated copy of NRC Form 483 with regis-
ration number assigned or until he has besn
authorized pursuant to §35,14¢c) of this chap-
ter to use byproduct material under the
license in this §31.11. The registzant shall
furnish on NRC Form 433 the following infor-
mation and such other information as may be
required by that ferm:

(1} Name and address of the registrant;

(2) ‘The location of use; and

(3) A statement that the registrant has ap-
propriate radiation measuring instruments o
carry out in vitro clinieal or laboratory tests
with byprocuet materials s authorized under
the general license in paragraph (a) of this
section, and that such tests will be performed
only 0y personnel competent in the use of
such instruinents and in the handling of the
byproduct materials,

(c) A person who receives, acguires, pos-
sesses or uses byproduct material pursuant to
the general licensz establiling by parggraph {2}
of this section shall comply with the following:

(1) The general licensee chall pot POSSESS
at any one time, pursuant to'the general license
in paragraph (a) of fhis secti

location of storage or use, a total amount of

Jodine 125, iodine 131, and/or iron 59 in ex-

cess ol 200 microcuries,

(2) The zeneral leensee shall store the by-
product sonterial, until used, in the original
shipping container or in a container providing
equivalent radiation protection. ’

. (3) The general licenses shall use the by-
product material only fof the uses authorized
by.paragraph (a) of this section.

the byproduct material except by transfer to a
verson authorized to receive it by a license
pursuant to this chapter or from an Agreement
State,}
any manner other than .in the unopened,

general

on, at 2ny one

(%) The peneral licensee shall not transfer

nor tzansfer the byproduct material in -

labeled shipping container as received {rom the *

supplier.

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

(1) Exce
laheled in accordance with the provisians o”
specific license jssued under the provisicn
{3‘73 -71 of this'chapter ar in 2ccordance N
ths provisions of a specific license issued by >
Apreement State that avthorizes manufactury,

and distribution of iodins-125, iodine-131,

carbon-14, hydrogen-3 (tritium), or iron-59
for distribution 1o persons generally licensed
by the Azreément State.
= {2) Unless the following statement, or a
substantially similar statement which contains
the information called for in the following
stalement, appears on a Jabel affixed to each
prepackaged unit or appears in a leaflet or
brochure which accompanies the package:
This radiozctive material may be received,
“acquired, pessessed, and used only by physi-
% cians, clinical laboratories or haspitals znd only
for in vitro clinical or laboratory tests not
involving internalor external administration of
the material, or the radiation therefrom, to
human beings or 2nimals, Its receipt, acquisi-
ticn, possesiion, use, arg tran.fer are subject
1o the rerulations and a general license of the
U.S. Nutlear Reguiatory Commission or of a
State with which the Cornmission has entered
into an agrzement for the exercise of regula-
tery authority.

e
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A R I N T T P A,

Name of manufacturer

(e) The registrant possessing or using by-'
product materials under the general license of
paragraph (2) of this section shall 12port. in

- writing to the Director of Nuclear Material
Safety and Safeguards any chanzes in the in-
forrnation furnished by him in the "Registra-

" tion *Certificate~In Vitro Testing with By-

- product Material Under General License,” NF
Form 483, Thererort shall be furnishad Wi,
in 30.daysafter the -effective date of sut,
change.? !

‘pursuant to the'general license of paragraph (=)
of this section is exém
ments of Parts 12 and. 20 of this chapter with
respect to typroduct materials covered by that
general licénse.

.

' A State to which certain regulatory autherity over radioactive mater

‘the Atomic Energy Act of 1954, a5 amnended.

?Material g
1975,

> A new triplicate ¢
ead e R 71 11
$3113¢
If larger quantites o
cation for Byproduct Ma

1
os 4

rant
gl

~

oTa4 oY

© and registration forms may be obtained from the United States Nucle

nesally licensed under this section prior to January 19,1975 may bear !

of this Registration Cert‘iﬁcntgcl,r_)\{

r other forms of byproduct material than those specifi
terial License,” NRC Form 313, should be {Je
ar Regulatory Commission

NOTES

. isotopes Licendng ’ranch, Divison of Fuel Cycle and Matecial Safety,

Pursuant to 5 U.S.C. 522a(e)(3),
nished to individuals who
‘maintained in a system of 1

1. AUTHORITY Sections 81 and 161(b) of the

2. PRINCIPAL PURPOSE(S) The information is evaluated by the NRC sta
whether the agplicstion conforms to the requirements of the Atomic Ener
issuance of a registration certificate authorizirg the use of byprod

3. ROUTINE USES The informaton may be used: (a) te
provide information to Federal, State, and local health officials and other persons in the
information, invastizgation, and protection of the public health and safety.
State, or local agensire in the eve~ *he information mndicates a violation or ro
Jjudicial proceed:ing. In a<dition, this :'nforma!ion.m:xy be trans
and necessary for an NRC decision or to an appropriate Federal

4, WHETHER DISCLOSURE IS MANDATORY OR VOLUNTARY

Discl
amendment thereof, will not be procsssed

enacted into law by section 3 of the P
ulatory Commission on Forms NRC-482 ard N
ecords designated as NRC-3 and desaribed at 40 Federsl Register 45334 {October 1, :

Atomic Energy Act of 1954, as amended (42 U.S.C. 2111 and 2201(b)).
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gulations of the NRC, for the
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ederal, State, or local agzncy to the extent relevant
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