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NRC FORM 483 .. U.S.NUCLEAR REGULATORY COMMISSION APPROVED BY OMB: NO 3150-0038 EXPIRES: 6—30-99

s . T Estimated burden per response to comply with this mandatory information

collection request. 7 minutes. The validated registration serves as evidence

to suppliers of byproduct material that the registrant is entitled to receive the

REGISTRAT'ON CERTIFICATE == 'n V'tro TESTING byproduct material. * Forward comments fegarding burden ‘estimate to’ the

Information and . Records - Management Branch (T-6 F33),° U.S. Nuclear

WITH BYPRODUCT MATERIAL UNDER " ... JRegutatory Commission, . Washington, DC 20555-0001, and to "the

: o Paperwork Reduction Project (3150-0038), Office "of Management and

: . | Budget, Washington, DC 20503. NRC may not conduct or sponsor, and a

e R -, -l person is_not required to respond to, a collection ‘of information unless it
. ’ ; - § displays a currently valid OMB control number. . N

Section 3111 of 10 CFR 31 establishes'a general license authorizing physicians, clinical laboratories, hospitals, and veterinarians in the practrce 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 veteriarian in the practrce of vetennary medrcrne has filed NRC Form 483 and recerved from the
Commrssron a validated copy of NRC Form 483 with a regrstratron number.

1. NAME AND ADDRESS OF APPLICANT (See Instructron 3. B below) ;.- . 2. APPLICATION (Check one box only)
41 hereby apply for a registration number pursuant to 10 CFR 31 Sectron
__HEALTH. QUEST IJEDICZ\L LA?Q Z}TO_R_IES 31.11, fof use of byproduct materials for, . .- N
" 1503 SUN‘-’ET DR .1 STE . INC | A. Myself, a duly licensed physician authorized to dlsperse drugs in
POT;STOWII PA 1 9464 N e | -] - the practice of medicine._ o _
: : e T R ‘v' B, The above-hamed clinical laboratory.-
TELEPHONE NUMBER (nclude Ares Code) . . ™ i . oo y" ““Tc. The above named hospital.
icany 3n aean B SN D. Veterinarian in the practice of veterinary medicine.
3. INSTRUCTIONS: .. '0- - S \\ v S I - - . . 4. REGISTRATION .
. A. - Submit this form in dupllcate to RS \\ : USRI f"’ o REGISTRATION NUMBER
. Medrcal Academrc and Commerclal Use . 9 l 17
 Safety Branch (T-8 FS) . ;¢
BN Drvrsron oflndustr\al ‘and Medical Nuclear Safety ~ . e PSS
. - Office of Nuclear Material Safety and Safeguards HuLtrA’R QE\JULK ..LL“:\ £ O ;;_rIC';r

~ .U.8.:Nuclear Regulatory Commission .
‘_.Washlngton DC 20555-0001

R ' (AtNRC aregrstratron numberwrllbeassrgned andavahdated copy/ : IR , A
' -ofNRCForm483wrllberetumed) , Lo ot 5 ,/o?,/FZ,

S sl12/87
(f this an rnmal regrstrabon Ieave this space blank — number to be -
assigned by NRC. If this Is a change of information froma prevrously
registered general 7 cense, include your reg/stratron number. )

B. Inthe box above pnnt or type the name, address (lncludlng ZIP
Code), and telephone number of the registrant physician, clinical |
~ laboratory, hospital, or veterinarian in the practice of veterinary
medicine for whom or for which this registration form is filed.

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

-6. CERTIFICATION

L ore v T L -~

Iherebycemfythat T

B - The regrstrant has appropnate radiation measunng mstruments to carry out the tests for which byproduct matenal wrllpe used under the general
" license of 10 CFR 31.11. The tests will be performed only by personnel competent in the use of the Jnstruments ,énd |Q the handling of the
byproduct materials, L .

¢ . | understand that Commission regulatlons require that any change in the mfon'natron fumlshed by a regrstrant on th
reported to the Director of Nuclear Material Safety and Safeguards within 30 days from the effectrve date of such change

| have read and understand the provisions of Section 31.11-of NRC regulatrons 10 CFR.31 (reprinted on the reverse‘ srde of thrs fom1) and |
- "f:understand that the regrstrant is required to comply with those provisionsas to all byproduct material which he receives, acquires, possesses uses
or transfers under the general lrcense for whrch this Regrstratuon Cemﬁcate is fi led with the U.S. Nuclear Regulatory Commrssron =3

.iz

A iAll |nfon'natlon in this regrstratron certrfcate lstrueand complete v L Sl e — -1

PRINTED ORTYPED NAMEANDTITLE OFAPPLICANT SIGNATUREOFAPPLICANT L DATE " - -
CLI‘“FORD B. WARDLE PRESIDEI\T 1/ iy ' 1,/;, /;9

WARNING " FALSE STATEMENTS IN THIS CERTIFICATE "MAY BE SUBJECT TO ‘CIVIL AND/OR - CRIMINAL
" =ENALTIES. NRC REGULATIONS REQUIRE THAT SUBMISSIONS TO THENRC BE COMPLETE AND ACCURATE IN
. ‘L MATERIAL RESPECTS. 18 U.S.C. 'SECTION 1001 'MAKES ITA CRIMINAL OFFENSE TO MAKE A WILLFULLY |
- \__.“ALSE STATEMENT OR REPRESENTATION TO ANY DEPARTMENT OR AGENCY OF THE UNITED STATES AS TO

ANY MATTER WITHIN ITS JURISDICTION.

NRC FORM 483 (6-96) e — .




'cor'mméns‘mo LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11

§ 31.11 General license for use of byproduct materials for cerzam in
vitro clinical or laboratory testing.

{a) A genera! 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} todine-125, in units not exceeding 10 microcuries each for use

in in vitro clinical or laboratory tests not invelving internal ar external
administration of byproduct material, or the radratron therefrom, to
human beings or animals,

{2} lodme-13f, in units not exceeding 10 mrcror:unes each for use

in in vitro clinical or laboratory tests not involving internal or external : '

adminfstration of byproduct material, or the radiation therefrom
to human bemgs or animals,

{3} Carban-14, In units not exceeding 10 microcuries each for use

in in_vitro clinical or laboratory tests not involving internal or externa_l;
! administration of byproduct mmenal

or the radiation therefrom,
to human beings or animals, -

{4} Hydrogen'3 (tritlum), In units not exéeed[ng 50 microcuries

. each for use in in vitra clinical or laboratory tests not involving internal

. administration of byproduct material,
. to human beings or animals,

or. external administration of. bypraduct material, or the radiation. -

therefram, to human beings ar animals.

{5) tron 59, in units not exceading 20 microcuries each for use in in
vitro clinical or laboratary tests not invalving internal or_external
administration of byproduct material, or the radranon therefrom 10
human beings or animals,

(6) Selenium-75, in units not exceeding 10 micracuries each for use
in in vitro clinical or laboratory tests not involving internal or external
or the radiation therefrom,

1y ;

(7). Mock lodine-125 reference ar calibration sources, in units not
exceedmg\oos microcurie of - iodine-129 and: 0005 m.crocune of

 americium-241 each for use in in vitro clinical of laboratory iests not

. involving internal or external administration of ‘byproduct matenal or -
the radlation therefrom to human bemgs or animals, i S
‘ {b} A person sha!l not re::eive acqunre ‘possess, use ar transfer

Sk

" byproduct material under the general license estabhshed 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. Nuctear

. Regulatory Commsssron Washmgton D.C, 20555, and received from

the Commission a vaiidated copy of NRC Form 483 with registration

© number assigned; ar - .

(2) Has a license that authorizes the medical use of byproduct

: material that was issued under Part 35 of thxs chapter

heia s

Ach A person who recerves acqu;res possesses or uses byproduct,'
i material pursuant’ to the general license established by paragraph {a} ot "

this sectjon shall comply with the following:

{1} The general Ircensee shall not possess at any ona time, pursuant}

10 the general hcen&& m paragraph (a) of this section, at any one loca-

. tion of storage orfuse, a total amount of iodine 125, iodine 131,

Bk e
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selenium-75, and/or iron 59 In excess of 200 microcuries,

{2} The general ticensee shall store the byproduct material, unm
used, in the original shipping container or in 3 container providine
equxva!ent radiation protection,

(3) The general licensee shall use the byproduct material only for\.-_a

the uses authorized by paragraph (3) of this section,
(4) The general licensee shall not transfer the byproduct matenal
except by transfer to a person authorized to receive it by a license

pursuant to this chapter or from an Agreement State 1 nor transfer the

byproduct material in any manner other thanin the unopened, labeled
shipping container as received from the suppller,

{5) The generai licensee shall dispose of. the Mock todine-125

referenca or calibration sources described in paragraph (a)(7) of this
section as required by § 20.301 of this chapter.

{d) The general licenses 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 accordance ’

with the provisions of a specmc license issued under the provrsxons of
§ 32.71 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 iodine-125, iodine-131, carbon-14, hydrogen-3
{tritium), selenium-75, iron-89 or Mock lodine-125 for drstnbutxon to

- persons generally licensed by the Agreement State, -

{2) Unless the following statement, or a subszantxally “similar
statement 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 accompanies the package:?

This radioactive material may be received, acquired, passessed, and
used anly by physicians, veterinarians in the practice of veterinary
medicine, clinical laboratories or hospitals and only for in vitro clinical
or laboratory tests not involving internal or external administration of
the material or the radiation therefrom, t0 human beings or animals,
lts receipt, acquisition, possession, use, and transfer are subject to the
regulations and a general license of the U.S, Nuclear Regulatory Com-
mission or of a State with which the Commission has entered. into 3
agreement for tha cxercvse of regulatory authomy

. Name of manufacturer

{e) The ‘reg‘i'strant possessiﬁg or using bybroduct r'naterials'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

Yint the information furnished by him in the ’fRegrstranon Certificate—~In

Vitro Testmg with Byproduct Material Under General Lu:ense , NRC

Form 483, The report shall be furmshed wrthm 30 days after the_ e

effective date of such changa.?
(f} Any. person _using byproduct’ material pursuant to the general

hcense of paraqraph (a) of this section is exempt from the requrrements

of Parts 19, 20 and 21 of this chapter wrth respect to hyproduct
materials covered by that general license, except that such persons

using the Mock lodine-125 described in paragraph (a)(?) of this section

.,‘sharl comply wnh the prowsrons ‘of § 20 301 20 402 and 20 403 of

“this chapter,
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_Atomrc Energy Act bf 1954, as amended,

NOTES

o 1A State to which cenain reguiatorv authorny over radroactrve matenal has been transferred by formal agreement, pursuant to sectton 274 of the'.:

Ny

. 7 . !
Y 2Materral generally licensed under rhls section prror to January 19, 1975 may bear labels authorized by the regulatrons in effect on January 1 L ”
{ 1975. : . : :
l
‘,. “3A new triplicaté set of th!s Reg!stratron Cemfxcate NF!C Form 483 may be used 10 rcpor: any change of mfonnanon furmshcd by a reglstrant
} 45 fequired by § 31.11Le). e Di e

if larger quantities or othcr forms of byproduct mater!al than those specxfied in the general hcense of 10 CFR 31.117are requrred ‘an, "Apphca~ ™

?t‘lon for Byproduct Material License,’”" NRC Form 313 should be filed to obtain. a specific byproduct material license, Copres of apphcanon an

¥ ieg sxraﬂon forms may be obtained from the Medrcal Academ:c and Commercral Use Safety Branch (6H3J Dlv:saon of lndustnal and Medxcal Nuclea,
ﬁsefety, United States Nuclear Regulatory Commrssion , Washington, DC 20855, R : : wee T e : \‘/
: i e . - ..
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