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NRC FORM 483 U. S. NUCLEAR REGULATORY COMMISSION | APPROVED BY OMB: NO. 3150-0038 EXPIRES: 6-30-99
9.96 : - SR 3

¢ ) Estimated burden per response to comply with this mandatory information
collection request: 7 minutes. The validated veglstratnon serves as evidence

1o suppliers of byproduct material that the registrant is entitled to receive th

REGISTRATION CERT|FlCATE - ’n VItrO TESTING byproduct materiaf. Forward ‘comments reg[asrdlng burden estimate to thz
Fo . Inf tion d R ds M ment Bl h (T-6 F33), "U.S. Nucl

- WITH BYPRODUCT MATERIAL UNDER R e, Wasngion, DG 205550001, and o e

IR GENERAL LlCENSE Paperwork - Reduction Project (3150—0038) 'Office of Management and

Budget, Washington, DC 20503."' NRC may not conduct or sponser, and a
person is not required to respond to, a collection of mformatlon unless |t
displays a currently valid OMB control number,, ¥

Section 31.117of 10 CFR 31" ‘establishes a general licénse authonzmg physrmans “ clinical laboratones hosprtals ‘and’ Veterinarians ‘in the’ practlce 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 miaterial 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 practlce of vetennary medlcme has fi led NRC Forrn 483 and received from the
Commission a vahdated copy of NRC Form 483 with a reglstratlon number.

1. NAME AND ADDRESS OF APPLICANT (See Instruction 3.8. below) = - 2. APPLICATION (Check one box only)
| hereby apply for a registration number pursuant to 10 CFR 31, Section
v
m ACSHFIELD CLM)IC VE’GQW AL umﬁﬂ ! 31.11, for use of byproduct materials for:
5’10 ST BDSE PH'S A\)E v , PR ;_1-..7‘__%: i} | A.-Myself, a duly licensed physician authorized to dcsperse drugsin :
ST .|" . the practice of medlcrne
Li B
MMSHQE B UO = S‘LI“IUQ 0\ R 1B. The above-named clrmcal laboratory;
TELEPHONE NUMBER (Include Area Code) S : o T C. The above named hosp'tal .
.1 (S - 3%1 -~ ‘I%‘I’GI E ) S ‘| D. Veterinarian in the practice of veterinary medicine.
3. INSTRUCTIONS: . e Ve _ 4. REGISTRATION

. AL Submrtthlsformmduphcateto e B : REGISTRATION NUMBER

Medrcal Academlc and Commercnal Use e
.. - -Safety Branch (T-8F5) .. : -
" Division of Industnal and Medlcal Nuclear Safety -
. Office of Nuclear Material Safety. and Safeguards
o ULS, Nuclear Regulatory Commlsslon e
L :vWashmgton DC 20555-0001 oL

AT
£, U-\

-/',_.,,.-‘ TS s

B :,T(At NRC a reglstrahon number wm be asslgned and a vahdated copy

/. "ofNRC Form 483 will be returned.). o S . IR
B. includi ; fTLa i Kime .3/ ’99

In the box above print or type the name, address (including ZIP )

Code), and telephone number of the registrant physician, clinical (If this an initial registration, leave this space blank numbérto be

laboratory, hospital, or veterinarian in the practice of veterinary assigned by NRC. Ifthis is a change of information from a previously
“medicine for whom or for which this registration form is filed. - registered general icense "’I‘-"”de your registration number.)

§. If place of use is dufferent 1t from address listed above, give complete address:

‘Z

- 6. CERTIFICATION / :i

lhefebycemfytha! el B iR '»--~'-‘-/‘-~—M~“w-~‘~<~ = \N R
A Al information in this registration certlﬁcate |s true and complete \J . '
B. _,_,_‘The reglstrant has appropnate radiation measuring ments to cerry out the tests for whlch byproduct matenal wrll be used under the general
license of 10 CFR 31.11. The teéts wnll be perfo only - by personnel competent in the use of the instruments and in the handhng of the
" byproduct materials. , . S A o

C. l understand that Commrssnon r ulatlons requnre‘that hrllg.ange in the\mformatlon furnished by a registrant on this reglstratlon cemf cate be
" reported to the Director of Nuclear Maténal Safety ahd Safég ards within 30da§ from the effectrve date of such change o
~
D | have read and understand the provisions of Sechon 11 of NRC regulations 10 CFR 31 (reprinted on the reverse side of this form); and |
“ 7 understand that the registrant is required to comply wlth those provisions as to all byproduct material which he receives, acquires, possesses uses,
or transfers under the general license for whlch this. Reglstrahon Certrﬁcate is filed with the U. S Nuclear Regulatory Commission.

PRINTED OR TYPED NAME AND TITLE OF APPLICANT T SIGNATURE OF APPLICANT o = | DATE -

x)DHI\I G‘ouL«H CH(’ ﬂmm"“gfrrcﬁy Oh—fcéx’ﬁ »'.'2/2 Ia’c?

'ARNING: - FALSE STATEMENTS N THIS CERTIFICATE/MAY BE ’éUBJECT TO ‘CVIL AND/OR CRIMINAL
~/ENALTIES. 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 UNITED STATES ASTO
ANY MATTER WITHIN ITS JURISDICTION.

" NRC FORM 483 (6-96)



CONb!T!ONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11

§ 31.11 General license for use of byproduct materials for certain in
vitro clinical or [aboratory 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), (¢}, (d}, (e},
and {f} of this section, the fonowmg byprcduct materials in prepack-
aged units:

{1} lodine-125, in units not exceedmg 10 mxcrocuries each for use
in in vitro clinical or ldboratorv tests not involving internal or external
administration of byproduct material, or the radratxon therefrom, to
human beings or animals. .

{2} lodine-131, in units not exceedmg 10 mfcrocurres each for use
In in vitro clinical or Iaboratory tests not mvolvmg internal or external

administration of byproduct material, or the radrat:on v:herefrom,«

_ to human beings or animals : : : —

{3) Carbon-14, In units not exceequ 10 m:croourles each for use
in in vitro clinical or laboratory tests not invalving imernal or external
administration of byproduct matenal “or the radiation therefrom .
to human beings or animals,

{4) Hydrogen 3 {tritibm), in umts not exceedmg 50 mccrocunes
each for use in In vitro clinical or taboratory tests not involving internal
or- external administration. of byproduct material, or the radiation
therefrom, to human beings or animals,

{8) Iron 59, in units not exceeding 20 microcuries each for use in in
vitro clinical or laboratory tests not involving internal ar external
administration of byproduct material, or the radiation therefrom, to
human beings or animals,

(8) Selenium-75, in units not exceeding 10 microcuries each for use
in in vitro clinical or labaratary tests not involving internal or external
administration of byproduct material, or the radiation therefrom,
to human beings or animals. :

{7} Mock lodine-125 reference or calibraticn sources, in units not
exceeding 0.05 microcurie’ of jodine-129 and 0.005 migrocurie of
americium-241 each for use in in vitrd clinical or laboratory tests not
invalving internal or external administration of byproduct matenal or,

~ the radiation therefrom, to human beings or animals.. :

{b) A person shaH not receive, acqu:re possess, use “or transfer
byproduct mdrenal under the generaf hcense established by paragraph "
* {a) of this section unless that person:

{1) Has filed NRC Form 483, “Registratlon'Cerftificate—ln Vitro- .

Testing with Byproduct. Material Under General License,” with the
Director of Nuclear Material Safety and Safeguards, U.S. Nuclear
Regulatory Commission, Washingtan, D.C. 20555, and received from
the Commission a vaiidated capy of NRC Form 483 with registration
number assigned; or

{2} Has a license that authorlzes the medical use of bvproduct
material that was issued under Part 35 of this chapter

e} A person who recewes acquires, possesses or uses byproduct .

matena! pursuant 10 the general license established by paragraph {3} of .

this section shall comply with the followmg

{1} The gencral ticensee shall not possess at any ane time, pursuant,
. to the general license |n paragraph (a) of this section, at any one !oca-, -

tion of storage or use a total amount of jodine 125, nodme 131 )

e et SR - N
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_ . selenium-75, and/or iron 59 in excess of 200 microcuries,

{2) The general ticensee shall store the byproduct material, unt

used, m the original thipping container or in a contamer pmv:dm\_/

equwalent radiation protection.
{3) The general licensee shall use the bypraduct material only for
the uses authorized by paragraph {a} of this section, .
{4) The general licensee shall not transfer the byproduct material -

- except by trensfer 1o a person authorized to receive it by a license
" pursuant to this chapter or from an Agreement State nor transfer the

byproduct material in any manner other than in the unopened, tabeled
shipping cantainer as received from the supplier.
(5)-The general ticensee shall dispose of the Mock lodine-125

‘refarence or calibration sources described in paragraph (a)(?) of this .
“section as required by § 20,301 of this chapter, .

,{d}. The general licensee_shall not recejva, acquire, possess, of use
byproduct material pursuant to paragraph {a) of thig section: :

(1} Except as prepackaged_units which are labeled in accordance
with the provisions of a specific iiconse issued under-the provistansof-
§ 32,71 of this chapter or in accordance with the provisions of a
specmc ticense issued by an Agreement State that authorizes manufac-
ture and distribution of iodine. 125, iodine-131, carbon-14, hydrogen.3-~
{tritium), selenium-75, iron-59 or Mock lodine. 125 for dastrxbutton to
persons generatly licensed by the Agreement State, )

{2) Unfess the following statement, or a substantially similar

“statement which contains the information called for in the foltowing

statement, appears on a lshel affixed to each prepackaged unit or
appears in a leaflet or brochure which accompanies the package: .2
This radioactive material may be received,; acquired, possessed and
used only by physmans veterinarians in the practice of veterinary
medicine, clinical laborataries or hospitals and only for in vitro clinical
or lsboratory tests nat mvolvmg Internal or external administration of ‘
the material ar the radiation therefrom, to human beings or animals, :
its receipt, acquisition, possession, use, and transfer are subject to th
requistions and a general license of the U,5. Nuclear Regulatory Con_
mission or of a State with which the Commission has entered into an
agreement far the exercise of regulatory autharity.

e P R

Name of manufacturer

{e} The registrant possessing or using byproduct materials under the
general ticense of paragraph {a) of this section shall report in writing to
the Director of Nuclear Material Safety and Safeguards any. changes.

©ine thE! information furnished by him in the "Registration Certificate—In

Vitro Testmg with Bypmduct Material Under General License,” NRC*
Form 483. The report shall be furmshed wathxn 30 days after the
effective date of such changs,3

{(f} Any-person using byproduct materizl pursuant to the, general

’ I‘rcense of paragraph (a) of this section is exempt from the requirements
" of Parts 19, 20 and 21 of ‘this chapter with respnct to byproduct

materials covered by that general license, except that such persons

~using the Mock lodine-125 described in paragraph (a}{7) of this section

shall comply with the provismns of § 20 301, 20, 402 and 20 403 of

“this chapter
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—1pA State to wh;ch certain regu!atory authontv over radloactwe matenal has been transferred by forma! aqreement pursuant to sectxon 274 of the

. Atomle Energy Act aof, 1954 as amended,

-Materral generally licensed under thxs secﬂon pnor to January 19 1975 may bear labels author;zed by the regulations m effect on January 1

1975

' as required by $ 31.11{e).

o+ 1 larger quantities or other forms of byproduct matena! than tho:e specnfled Sn the general leense of 10 CFR 31.11 are required, an

3A new mphcate set of thxs Reqnstratron Cernflcate NHC Form 483 ma

3
B

y ba used to repcm any change of mformatlon furms?ed bya reglstran'

T tien for Byproduct Material License,”- NRC Form 313 shou!d be filed .10 ‘obtain a specific byproduct material license, Cop:es of application and
: reglstratron forms may be obtained from the Medical, Academuc and Commerc;al Use Safety Branch (6H3) Drvlsion of lndustnal and Medlcal Nuc!ear J
Safetv, Unned States Nuclear Regulatory Commissron Washmgton DC 20555 AT T ot

"Appl fean__/



