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'RM 483 : U. S. NUCLEAR REGULATORY COMMISSION | APPROVED BY OMB: NO.3150-0038 - . EXPIRES: 6-30-99

95 ' ' o : '

©-98) - Estimated burden per response to comply with this mandatory information
i collection request, 7 minutes. The validated regrstrabon serves as evidence

» e A AR QI - - . . '~ T suppliers of byproduct material that the registrant is entitled to receive th
- REGISTRATION CERTIFICATE -=in Vltro TESTING byproduct material. Forward comments regarding burden estimate to l.h:
e . Information and Records Management Branch (T-6 F33), U.S. Nuclear
A WITH BYPRODUCT MATERIAL UNDER .+ [ Regulatory’ Commission,” Washington, DC - 205550001, .and to the
. C T : - | Paperwork Reduction Project (3150-0038), Off ce of Management and
e GEN ERAL LICENSE RS - >+ % Budget, Washington, DC 20503." NRC may not conduct or sponsor, and a
. C i ;- =7 = L person is not required to respond to, a collection of mformabon unless it

~. | displays a currently valid OMB control number. : .

Section 31.11 of 10 CFR 31 establlshes a general license authonzmg physrclans “clinical’ Iaboratones hosprtals and ‘Veterinarians in the practlce of
vetennary medicine to possess certain small quantities of’ byproduct materia! for in vitro clinical or Jlaboratory-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, hosprtal or véteriarian in the practlce of veterlnary medocme has filed NRC Form 483 and recelved from the

Commlssron a valldated copy of NRC Form 483 witha regrstratlon number o

1. NAME AND ADDRESS OF APPLICANT (See Instructron 3 B below) o - .2, APPLICATION (Check one box only)
' TISA K. GABRIEL , D. O ., P. C L o o I hereby apply for a registration number pursuant to 10 CFR 31, Sectlon
1135 W. UNIVERSITY SUITE 420 RO 3111, for use of byproduct materials for:

ROCHESTER, MI. 48307 - . ‘ A. Myself, a duly licensed physician authorized to disperse drugs in
R ey e T s o . | Bl thepracticeofmediine. . .. . . .
R UL B. The above-named clinical laboratory

TELEPHONE NUMBER (Include Area Code) - - ‘ S C. The above named hospital. : :
-(248) 651-9700 : D. Veterinarian in the practice of veterinary medicine.
3. INSTRUCTIONS: . . o ‘ L . 4. REGISTRATION

A. . Submit this form in duplicate to: | S o ) . : : -_ | REGISTRATlON NUMBER .-_, B

- Medical, Academic and Commercial Use - -

- .- Safety Branch (T-8F5) .- . -
o Drvrs;on of |ndustnal and Medical Nuclear Safety
- Office of Nuclear Material Safety and Safeguards
-, U.S.Nuclear Regulatory Commrssaon -
N -",_'Washlngton DC 20555-0001 . T

i_;ff';a'fjafnglao,

;U.S;'Luclear‘Renulato ]
crmmission-

v -

oteven L. Pﬂgoett /98

- e (At NRC a reglstratlon number wlll be assrgned and a valrdated copy
N ofNRC Form483wrllberetumed) ST SR A

B. In the box above pnnt ortype the name, address (rncludlng ZIP

. Code), and telephone number of the registrant physician, clinical - (f this an initial regrstratlon leave this space blank — number to be
“laboratory, hosprlal or veterinarian in the practice of veterinary ’ assigned by NRC. If this is a change of information from a prewously
mediciné for whom or for which this registration form is filed. : reg/stered general license, mclude your reg/strabon number )

5. If place of use is different from address listed above, give complete address: . - T

5 =" ' h - et .
~6. CERTIFICATION - -

: |hefebv°emfythat L o o et s AT o S et e e et S R

ser - e R T R ™ e e g

A All |nformatlon ln this reglstratlon certrf cate is true and complete )

B “The regrstrant has appropnate radiation measunng lnstruments to camry out the tests for whrch byproduct matenal 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 |nstruments and |n the handlmg of the
-o*“""byproductmatenals o , . L . S I R mes
I understand that Commrssnon regulatrons requrre that any change in the information fumlshed by a regrstrant on thls reglstratlon cemt' cate be
reported to the Dlrector of Nuclear Material Safety and Safeguards wrthm 30 days from the effectlve date of such change o

D . I have read and understand the provisions of Sectlon 31 11 of NRC regulatlons 10 CFR 31 (reprinted on the reverse side of this form); ‘and |
.77 understand that the regrstrant is required to comply with those provrsrons as to all byproduct ‘faterial which he receives, acquires, possesses, uses,
.of transfers under the general lrcense for whrch this Regrstratron Certifi cate is fi Ied with the U.S, Nuclear Regulatory Commlssron

K PRlNTED OR TYPED NAME AND TlTLE OF APPLICANT : o -7 SIGNATURE OF. APPLICANT v I DATE

en e il of | Sa A Lebddl | T <7*7§

WARNING: FALSE STATEMENTS N 'THIS CERTIFICATE MAY BE SUBJECT TO CIVIL AND/OR "CRIMINAL
\ PENALTIES."NRC REGULATIONS REQUIRE THAT SUBMISSIONS TO THE NRC BE COMPLETE AND ACCURATE IN

ALL MATERIAL RESPECTS. 18 U.S.C. SECTION 1001 MAKES IT A CRIMINAL OFFENSE TO MAKE A WILLFULLY
FALSE STATEMENT OR REPRESENTATION TO ANY DEPARTMENT OR AGENCY OF THE UNlTED STATES AS TO
ANY MATTER WITHIN ITS JURISDICTION.

ivv»lil'
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CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11 ' ‘\gw

§ 31.11 General license for use of byproduct materials far certain in

vitro clinical or lahoratory testing.

{a) A general license is hereby Issued to any physician, veterinarian

_in the practice of veterinary medicine, clinical laboratory or hospital to

receive, acquire, possess, transfer, or use, for any of the following stated

tests, in accordance with the provisions of paragraphs (b}, {c}, (d], {e},

and (f} of this section, the following byproduct materials in prepack-
aged units:

{1} Iodme 125,.in units not exceeding 10 mrcrocuries each for use
in in v:tm clinical.or laboratory tests not mvolvmg internal ar external
administretion of byproduct material, or the radranon therefrom, to
human beings or animals.

{2) lodine-131, in units not exceeding 10 microcuries gach far use
in In vitro clinical or laboratory tests not involving internal ar external
‘administration of byproduct materiaf, or the radiation therefrom,
to human beings or animals. S ‘

{3} Carbon-14, in units not exceeding 10 microcuries each for use
. .in in vitro clinical or laboratory tests not involving internal or external
© administration of byproduct material,
1o human beings or animals, R . o
-{4) Hydrogen 3 (tritium}, 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,. or the radiation

. therefrom, to human beings ar animals.

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

. in in vitro clinical or faboratory tests not involving internal or external
_administration of byproduct material, or the radiation thcrefrorri,
to human beings or animals, -
{7} Mock lodine-125 reference or calibration sources, in Units not
exceeding 0.05 microcurie of jodine-128 and 0.005 microcurie of
-~ americium-241 each far use in in vitro clinical or labaratory tests not
. involving internal or external adm!nistratiod of byproduct métr{rial, or
the radra*ron therefrom to human beings or animals.” .
(b} A person shal! not receive acquire, possess, use or trensfer

" byproduct material under the gﬂneral license estaahshed by paragraph

{a)} of this section unless that person:
{1} Has filed NRC Form 483, “Registration Certificate—In Vitro
Testing with Byproduct ‘Material Under General License,” with the
. Director of Nuclear Material Safety. and._ Safeguards, U.S. Nuclear
: Regulatory Commlssmn Washmgton D.C. 20555, and received from
: the Commission a validated copy of NRC Form 483*\77;(?1” reglstrauon
“ pumber assigned; ar -
{2} Has a license that ‘authorizes the medical use of byproduct
material that was Issued under Part 35 of this chapter. |
o) A person ‘who recewes acqurres poOssesses O uses bvproduct
matena| pursuant to the general license established by paragraph (a) of
this section shall comply with the following:
(1) The generat ficensee shall not possess at any one time, pursuant
- 1o the general license in paragraph {a} of this section, at any one loca-
tion of storage or use, 2 total amount of jodine 125, ‘jodine 131,

or the radiation therefrom,

- used,

selenium-75, and/or i iron 591 in excess of 200 mxcrocunes
A2} The g@nerai “licensee ‘shall store the’ byproduct materia! until

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 genera! licensee shall not transfer the byproduct materxal

_except by transfer to a person authorized to receive it by & license

r’

- effective date of such change.?

pursuant to this chapter ar from an Agreement State,! nor transfer the

byproduct material in any manner other than In the uncpened, Iabeled :

shlppmg container as received from the supplier, -

(5] The general hcensee shall dispose of the Mock lodine-125
reference or calibration sources described in paragraph (a)(?) of this
section as required by § 20.301 of this chapter,

{d)} The general licensee shan not receive, acquire, pouess ar use

byproduct material pursuant. to ‘paragraph {2) of this section:
{1} Except as prepackagoc! units which are labeled in accordance
with the provisions of a specific license issued under the provisions of

§ 3271 of this chapter or.in accordance with the provisions of a -

specific license issued by an Agreement State that authorizes manufac-

" ‘ture and distribution of jodine-125, jodine-131, carbon-14, hydrogen-3 -
(tritium), selenium-75, iron-59 or Mock ledine-125 for distribution to

persans generally licensed by the Agreement State.
{2} Unless the following statement,

in the -original shipping container or in a container providing’

or 8 subAstantiaHv simifar’
statement which contazins the information called for in the following -

staternent, appears on a lsbel affixed to each prepackaged unit or e

appears . in a leaflet or brachure which - accompames the package:2

This radicactive matenal may be recewed acqmred possessed, and
used only by physicians, veterinarians in the practice of veterinary
medicine, climcal 1sboratories or hospits!ls and only for in vitro chmcal

or laaoratory tests not involving internal or external administration of :

the material or the radiation therefrom, to human beings or ammals

its receipt, acqursmon possession, use, and transfer are subject to the )

tegulations and a general license of the U.S, Nuclear Regulatory Com-7,

mission or of a State with which the Commission has entered into an .

agreement for the exercise of regulatory authority.

Name of manufacturer EE -

{e} The registrant possessihg or using byproduct rr;aterial; under the

general license of paragraph {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 the “Registration Certificate—In _
Vitro Testing with Byproduct Materia! Under General Licpnse " NRC -
Form 483, The report shall be furmshed wnhm 30 days after the

{f) Any person using byproduct matenal pursuant to the general

Ticense of paragraph {a} of this secuon is exempt from the requirements

of Parts’ 18, 20 and 21 of this chapter with respect to byproduct
materials covered by that genera! license, except that such persons
using the Mock fodine-125 described in paragraph {a){7} of this section

" shall comply with the provssrons of § 20.301, 20.402 and 20 403 of -

this chapter,

Koe

R N

Atomic Energy Act of 1954, as amended
1975.

. asrequired by §31.11e), L. .- =z

; If targer quantities or other forms of byproduct matena! than those specrfred in the general hcense of 10 CFR 31.11 are requrred an "Applica-
tion for Byproduct. Material. Ucense “'NRC Form 313 shou!d be filed to obtain a specific byproduct material Jicense, Copxes of apptication and
: regrstra tion forms may. be obtained from the Medzca! Academrc &nd Commerc;a! Use Safety Branch (BH3) Dlwslon of lndustna! and Medrca! Nuclear -

NOTES_

1 A State to whrch certam regu!atory authorn‘.y aver radroactwe materral has been transferred by forma! agreemem pursuant 10 section 274 of the

2 Material generally licensed. under thls section prxor to January 19, 1975 may bear labeis authorrzed by the reguiatlons in effect on January 1,

-

3A new triplicate’ set of thls Registratvcn Certrfrcate NRC Form 483 mav ‘be used’ to report any change of mformaﬂon furnished by a regmram

* Safety, Unlted States Nuc!ear Regulatory COmmlsSIOﬂ Washington DC 20555,~ -~ ¢ e me T

P — e e
: V

- - I




