INRC FORM 483
(7-1999)

U.S. NUCLEAR REGULATORY COMMISSION

. REGISTRATION CERTIFICATE -- in vitro TESTING

APPROVED BY OMB: NO. 3150-0038 EXPIRES: 07/31/2002

Estimated burden per response to comply with this mandatory collection
ql 7 minutes. The validated regi ion serves as evid to suppli
of byproduct material that the registrant is entitied to receive the byproduct
material. Send comments regarding burden estimate to the Records
Management Branch (T-6 F33), U.S. Nuclear Regulatory Commission,

INSRUCTIONS 4. REGISTRATION

A. Submit this form in duplicate to: R REGU(q REGISTRATION NUMBER:

. Materials Safety Branch (T-8 F5) o f’ N 9175 -

Division of Industrial and Medical Nuclear Safety &Y U orar - _

| Office of Nuclear Material Safety arid Safeguards 5 ey TOR TE Gonprr MOCLEARERFIGULA

. U.8. Nuclear Regulatory Commission o I 3 TORY COMMISSION
X Washington, DG 20555-0001 : e &g

% 8

JPRNZR R TR MR ANGYTIFLE OF ABPLICANT - T
AT oy |-

'WITH BYPRODUCT MATERIAL UNDER
GENERAL LICENSE

Washington, DC 20555-0001, or by internet a-mait to bjs1 @nrc.gov; and to
the Desk Officer, Office of Information and Regulatory Affairs, NEOB-10202,
(3150-0038), Office of Management and Budget, Washington, DC 20503. I
a means used to imp an inf i llection does not display a currently
valid OMB control number, the NRC may not conduct or sponsor, and a
person is not required to respond to, the information collection.’

Section 31.11 of 10 CFR 31 establishes a general license authorizing physicians, clinical laboratories, hospitals, and veterinarians in the
practice of veterinary medicine to possess certain small quantities of byproduct material for in vitro clinical or laboratory 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, hospital, or veterinarian in the practice of
veterinary medicine, has filed NRC Form 483 and received from the Commission a validated copy of NRC Form 483 with a registration
number, ‘

1. NAME AND ADDRESS OF APPLICANT (See Instruction 3.B. below) 2. APPLICATION (Check one box only)

| hereby apply for a registration number pursuant to 10 CFR 31,
Section 31.11, for use of byproduct materials for:

[;XJ— Myself, a duly licensed physician authorized to disperse drugs in
the practice of medicine.

Michigan Senior Home Care
. Family Medical. Clinic
18984 Livernois
Detroit, MI 48221
["] The above-named clinical laboratory.

TELEPHONE NUMBER (Include Area Code): [] The above named hospital.

313-861-9974 ] Veterinarian in the practice of veterinary medicine.

- (AtNRC, a registration number will be assigned and a validated
" copy of NRC Form 483 will be returned.)

: % /- 9-99

%
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In the box above, print or type the name, address (including ZIP (Ifthis an initial registration, leave this space blank — number to
Code), and telephone number of the registrant physician, be assigned by NRC. Ifthis is a change of information from a

clinical laboratory, hospital, or veterinarian in the practice of reviously registered general license, include your registrati
veterinary medicine for whom or for which this registration form gumber. )y gistered g . » Inciuds your registration

is filed.

If place of use is different from address listed above, give complete address. ’ 3

6. CERTIFICATION
| hereby certify that: . .

A. Allinformation in this registration certificate is true and complete.

- B. The registrant has appropriate radiation measuring instruments to carry out the tests for whi;ch 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. I understand that Commission regulations require that any change in the information furnished by a registrant on this registration
certificate be reported to the Director of Nuclear Material Safety and Safeguards within 30 days from the effective date of such
change.

D. I have read and understand the provisions of Section 31.11 of NRC regulations 10 CFR 31 (reprinted on the reverse side of this
form); and | understand that the registrant is required o comply with those provisions as to all byproduct material which he
receives, acquires, possesses, uses, or transfers under the general license for which this Registration Certificate is filed with the
UJ.S. Nuclear Regulatory Commission. o : _~

5 g Sl L ilrjag

ARNING: FALSE STATEMENTS IN THIS CERTIFICATE MAY BE SUBJ%T TO CIVIL ANWR CRIMINAL PENALTIES. NRC
REGULATIONS REQUIRE THAT SUBMISSIONS TO THE NRC BE COMPLETE AND ACCURATE IN ALL MATERIAL RESPECTS.
18 U.S.C. 1001 MAKES IT A CRIMINAL OFFENSE TO MAKE A WILLFULLY FALSE STATEMENT ORREPRESENTATION TO
ANY DEPARTMENT OR AGENCY OF THE UNITED STATES AS TO ANY MATTER WITHIN ITS JURISDICTION.

N ——————
" NRC FORM 483 (7-1989) PRINTED ON RECYCLED PAPER

o,




by paragraph (a) of this section unless that person:,

x

-§31.11 Generat Iiéénse.'fox use of byproduct méteriais for certain

in vitro clinlcal or laboratory testing.

@ A gé'ne'raf license is heieby ‘ssued to any physician,
veterinarian in the practice of veterirary medicine, clinical labaratory

_or hospital ta receiva, acquire, possoss, transfer, or use, for any of
- the following stated tests, in accordence with the provisions of
-paragraphs (b), (c}, (d), {2}, and (1) of this section, the foliowing ,

byproduct matenials in prepackaged units: :

. 1) lodine-125, in units not excaacing 10 microcuries each for
use in' in vitro ciinical or laboratory tests notinvelving internal or .~
external administration of byproduct material, or the radiation
therefrom, to human beings or animals. . . :

(2) lodine-131, in units no excezding 10 microcuries each for
use in in vitro clinical orfaboratory tests notinvolving internal or
external administration of byproduct material, or the radiation

-therefrom, to human beings or animals.-

{3) Carbon-14, in units not exceeding 10 microcuries each for
use in in vitro clinical or laboratory tesis notinvolving internal or ,
external administration of byproduct material, or the radiation
therefrom, to human beings or animals. ‘

{4) Hydrogen 3 {triium}, in units not exceeding 50 microcuries
each for use in in vitro clinical or laboratory tests not involving
internal or external administration of byproduct material, orthe :

" radiation therefrom, to human beings or animals.

{5} Iron 59, in units not exceeding 20 microcuries ezch for use

-in in vitro clinical or laboratory tests not involving internal or external

administration of byproduct material, or the radiation therefrom, to
human beings or animals. :

(6) Selenium-75, in units not exceeding 10 microcuries each
for use in in vitro clinical or laboratery tests nat invelving internal or

" external administration of byproduct material, or the radiation

therefrom, to human baings or animals. . ,

(7) Mock lodine-125 reference or calibration sources, in units
not exceeding 0.05 microcurie of iodine-129 and 0.005 microcurie
of americum-241 each for use in in Vitro clinical or laboratory tests
material, or the radiation therefrom, t> human Beings or animals.

(b) A person shall not receive, acquire, possess, use or
transfer byproduct material under the general license established

‘not invoving inteifal or external Ta\dmin‘.stration‘pf byproduct

{1} Has filed NRC Form 483, "Registration Certificate - in vitro
Testing with Byproduct Material Undsr General License,” with the
Director of Nuclear Material Safety and Safeguards, U.S. Nuclear

Regulatory Commission, Washington, DC 20555-0001, and

received from the Commission a validated copy of NRC Form 483

‘with registration number assigned; or
(2) Has aficense that authorizes the medical use of byproduct -

material that was issued under Part 35 of this chapter.

{c} A personwho receives, acguires, possesses of Uses
byproduct material pursuant to the general 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,

.iodine 131, salenium-75, and/or iron 59 in excess of 260

microcuries.

' CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11

{2) The general licensee shall store the byproduct material,
until used, in the original shipping coentainer or in a container

- previding equivalent radiation protection.

{3) The general licenzee shall use the byproduct material
for the uses atthorized by paragraph (a) of this section.

{4) The general fcensee shall not transfer the byproduct
material, except by transfer to a person authorized to receive it bya
license pursuant to this chapter or from an Agreement State, nor
transfer the byproduct material in any manner other than in the

- unupened, labelad shipping container as required by §20.301 of

this. chapter.

{5) The genersl licensae shall dispose of the Mock lodine-125
reference or calibration sources described in paragraph (a)(7) of
thiz zection, as required by §20.301 of this chapter. T

{d) The general ficensee chall not receive, acquire, possess, or
use byproduct material pursuant to paragraph (a) of this section:
(1) Except as prepackaged units which are Jabeled in
accordance with the provisions of a specific ficense issued under .
the previsions of §32.71 of this chapter or In'accoidance with the
provisions of a specific licenss issued by an Agreement State that”
authorizes manufacture and d'stribution of iodine-125, icdine-131,
carson-14, hydrogen-3 (tritium), selenium-75, iran-59 or Mock
lodine-125 for distribution to persons generally licensed by the
Agreement State, - T a -
{2) Unless the following statement, or a substantially similar
stzlement which contains the information called for in the following
statement, appears on a label affixed to each prepackaged unit or
appears in a leaflet or brochure which accompanias the package:
This radioactive material may, be received, acquired, -
possessed, and used only by physicians, veterinarians in the
practice of veterinary medicine; clinicaf laboratoriés or hospitals and
only for in vitro clinical or faboratory tests not involving internal or
external administration of the material or the radiation therefrom, to
human beings or animals. Its receipt, acquisition, possession, use,
and transfer are subject to the regulations and a general license ~¢
the U.S. Nuclear Regulatory Ccmmission or of a State with whi
the Cominission has enterad inte an agreement for the exercis\/;

regiiztory authority. - - Cor

NAME OF MANUFACTURER -

ie}. The registrant possessing or using byproduct materidl
under the general license of paragiaph (a) of this section shall
report in writing to the Director of Nuclear Material Safety and
Safeguards any changes in the information furnished by him in
NRE Form 241, "Registration Cerlificate - in vitro Testing with
Byproduct Material Under General License.” The report shalf be
furniched within 20 days after the zffective date of such change.

g} Any person using byproduct material pursuant to the
general license of parzgraph'{a) of this section is exemnpt from the :
requirements of Parts 18, 20, and 21 of this chapter with respect tg
byproduct materizls covered by that general license, except that

: such persons using the Mock lodine-125 described int paragraph

(a)(") of this zaction shall comply wth the provisions of §20.301,
20.¢02, and 20.403 of this chapter,

T —— —— T U NOTES T

) * A State to which certain regulatory authority over radioactive m
" 274 of the Atomic Energy Act‘okf j954, as amended.

aterial has been trensferred by formal agreement, pursuaﬁt to section

L CEOE o

2 Matenial generally licensed under this section prior to January 19, 18755, may bear lahels authorized by the ragulations in-effect on

January t,-1975:
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*Anew iplicate set ofthr*:}R(eg,stranon Centificate, NRl{Form 483, may be usid to report an(change of information fumished bya -
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s or athér forms of byproduct material than those spezified in the general license of 10 CFR 31,11 are required,

NRC Form 313, “Application for Bynreduct Material License,” to obtain a specific byproduct material ficense, Copies of application and
.irégistration forms may be obtained from the Medical, Academic and comm zrcial Use Safety Branch (O-8 H3), Division of Industrial and

:- Medical Nuclear Safely; United Statés Nuclear Regulatory Commission, Washington; DC 2055&9001, :



