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' | Section 31.11 of .10 CFR"31’ establlshes a' general fice ‘physicians, . oteri X L
7] veterinary medicine to ppssess certam small quantmes of bypmduct ma!enal Tof'in vﬂ‘m cllnml or laboratory tésts not” lnvolvmg the internal or ‘exterrial
- | administration of the byproduct material or the radiation therefrom fo human bemgs or ammals. ‘Possession of byproduct material under 10 CFR 31, 11 is not

TO[LII@MOHQ' Lliverts #L/o

\ —~ (At NRC a reglstratxon number erI be assrgned and a validated copy

: J_Eiman QR TYPED NAME AND TITLE OF APPLICANT

NRC FORM 483 : U8, NUCLEARREGULATORYCOMMISSION - . 7. APPROVED BY OMB: NO.3150-0038
(3_93): L . o ) e o : . ‘ . EXPIRESS{H-N

... REGISTRATION..|S . MANDATORY.. AND SERVES. As .EVIDEN
> N SUPPLIERS OF “BYPRODUCT *MATERIAL “THAT ‘THE REGI
!“J ENTITLED TO RECEIVE THE BYPRODUCT MATERIAL! "
J COMMENTS REGARDING BURDEN ESTIMATE TO THE
_J AND RECORDS MANAGEMENT ‘BRANCH (MNBB 7114

N_RC Form 483 and recelv ' from the

authorized until the physician, clinical laboratory, hosprtal or Veteriatian the pracboe of vetennary medlcm ha
Commission a vﬂidated copy of NRC, Form 483 wrth a reglstra‘bon number e : e

1. NAME AND ADDRESS OF APPLICANT (See Insiruction 3.5. below) R 2. APPLICATION (Check one box onIy) R

abo YQion o C h n |(,0 I hereby apply for a registration number pursuant to 10 CFR 31, Section
"§31.11, for use of byproduct materials for: 7

.| A, Myself, a duly licensed physrcran authonzed to dlsperse drugs in-
.|. - the practice of medicine. .. : : o

B. "The above-named clinical laboratory. i

\Iaucoj uomLo @rco, OOG?B"“

-| C. The above named hospital.

TEI.EPHONENUMBE? (lncluchmCodo)
PR S t

D. - Vetemanan in the practice of veterinary medrcme )

VL.~ . 4 REGISTRATION.

HA Submitthssformlnduplrcateto e e ST REGlSTRATlONNUMBER
-Medieal Amdemrcand Commercral Use crr e ’ - L 9103
.. Safety Branch (6 H3) . ¢pR ?‘,E.Gu(q

- Division of Industrial and Medlcal Nuclw Safety: ;

.. - Office of Nuclear Material Safety and Safeguards -
NI I - Nudear - Regulatory Commission -, .

Washington, DC 20555-0001

. of NRC Form 483 will be retumed )

"B. Inthe boxabove, pnntorlypethename addrm(momdngIP( Caro]yn Bof)le llovenber 8! 1996
. Code), and telephone number of the registrant physician, dw (Ifﬂisannﬂalrag’stratron Ieave thls space blank — number fo be .

- laboratory, hospital, or veterinarian in the practice of vetennary assyred by NRC. Ifthisis a change oflnformahon from a pmvrously '
. --medicine for whom or for which this registration form is filed. . '_ registered general kicense, include your registration number.) . ey
s 5 prlaceofusensdrfferentfromaddresslrsfedabove gwecmnplefeaddres T s doo ’

' A AIlinformabon |n th reglstratlon certlfrcafelslrueandoomplete._

)

B_ The registrant has appropnafe radrallon measunng rnstnnnents to ean'y out the fests for whrch byproduct mafenal will be used under the general
_ficense of 10’ CFR 31.11. The_ letwlll be perforrned only by personnel competent in the use of the Instruments and in fhe handlmg of the
byproductmatenals i . . ) . e i )

' reponed tothe Dr(ector of Nuclear Matenal Safety and Safeguards wilhm 30 days from lhe effeduve date of such change , ‘
> ]
II\ave read and understand the provisions of Section 31 11 of NRC regulatxons 10 CFR 31 (repnnled on the reverse srde of thls form) and |
.. understand that the registrant is required to comply with those provisions as to all byproduct material which he receives, acquires, possesses, uses,
» Jor transfers under the general license for which this Reglshahon Cemﬁwte is filed with fhe us. Nuclear Regulatory Commission.

£y C A u‘ﬁlerstand that' Commasslon regufmons requlre lf\at any chanbe in Ihe information’ fumrshed by a regrstrant on fhts regsstrahon oemﬁcate be '

e
s . SIGNATURE OF APPLICANT DATE .
edrca
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) _|MAKE A WILLFULLY FALSE STATEMENT OR. RET

g UNITED STATES AS TO ANY MATTER WITHIN ITS JURISDICTION

\RNING' : FALSE STATEMENTS IN THIS CERTIFICATE MAY BE. SUBJECT “TO 'CIVIL- AND/OR- CRIMINALY . -
' /ANALTIES NRC - REGULATIONS REQUIRE STHAT, SUBMISSIONS TO THE NRC BE - COMPLETE "AND -
7. JACCURATE IN ALL" MATERIAL RESPECTSM 8 USC'S
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CONDITIONS AND UMITATIONS OF GENERAL LICENSE 10 CFR 31.11

§ 311 General license for use of byproduct materials for certain in

vitro cllmcal or ld:oratory testlng. .

{a) A wneral hcense is hereby issued to any phyucran veterinarian
in the practlce of ‘veterinary medicine, clinical iaboratory or hospital to

recewe GCQUII'E

, transfer, or use, for any of the following stated

_tests, in accordance’ nith the provisions of paragraphs (b), (c), (d), (e},
- and (f} of this sectlon the followmg byproduct matenals in prq:aok except by transfer to a person authorized to receive it by a license -

- aged units:

(¢)) Iodme-125 in units not exceedmg 10 mlcrocunes each for use )
in in vitro clinical or laboratory tests not involving internal or external
administration of byproduct material, or the radlatlon therefrom, to

human beings or animals, | i

{2) lodine-131, in units not exceeding 10 mlcrocunes each for use’
in in vitro clinical or laboratory tests not involving internal or external .~
administration of byproduct material, or the radlation t.herefmm

to human beings or animals.

{3) Carbon-14, in units not exceedmg 10 mlcrocurres each for use

in in vitro clinical or laboratory tests not mvolvmg internal or exterml
_ administration of byproduct materlal, or the" radnatron therefrom,

to human beings or animals. - S

{4) Hydrogen 3 {tritium), in units not exceedmg 50 mieroounec
each for use in in vitro clinical or laboratory tests not involving intemal
or external administration of byproduct material, or the radlatlon

therefrom, to human bemgs or animals.

(5} Iron 59, in units not exceeding 20 microcuries each foruseinin - '
“vitro clinical ‘or laboratory tests not involving mtemal or’ external
administration of byproduct material, or the radlatlon therefrom to

human beings or animals.

(6} Selenium-75, in units not exceedmg 10 mlcrocunes each for use
. in in vitro clinical or laboratory tests not mvolvmg internal or external |
admlnlstratlon of byproduct material, or the’ radlatnon therefrom

- to human beings or animals, .

\

(7} Mock lodine-125 reference or cahbratnon sources in units not "
exceedmg 0.05 microcurie of jodine-129 and 0.005 “microcurie of
americium-241 each for use in in vitro clinical or laboratory tests not
involving internal or external administration of ‘byproduct material, or
" the radlation therefrom, to human beings or animals: L E

(b} A person shall not receive, acquire, possess, use or wransfer -
byproduct ‘material under the general license established 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 Commission, Washington, D.C. 20555, and received from
. the Commission a validated copy of NRC Form 483 with registration

. number assigned; or

. :elalhm—'ls aadloruonﬁSmexcesbfZ(!)macrbwrés.

{2) The general licensee shall store the byproduct material, untl\/
used, in the original shrppmg container or in a container providing
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 general licensee shall not transfer the byproduct material

pmmtothisdwwrorfmmkg'eemem&ml nor transfer the
byproduct material in any manner other than in the unopened labeled
d\moomanerasreeewedfmm the supplier, .

(5) The general licensee shall dispose of the Moek lodine-125
reference or calibration sources described in pamgraph (a)(7) of thls
sectmasrequwedby§20301ofth:schapter g AT

{d) The general licensee shall not receive, acqulre pOssess or use :
byproduct material pursuant to paragraph (a) of this section; = - - o

{1) Except as prepackaged units which are labeled in accordanoe
with the provisions of a specrfpc license issued under the provisions of
§ 32.71 of this chapter or in accordance with the provisions of a .
specific license issued by an Agréement State that authorizes manufac-
ture and distribution of iodine-125, jodine-131, carbon- 14, hydrogen-3
(tritium), sefenium-75, iran59 or Mock lodine-125 for drstrrbutoon to
persons generally licensed by the Agreement State.

(2) Unless the foliowing . statement or a substantially - similar
statement which contains the mformat»on 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:2

This radioactive material may be received, aoqurred possessed and
used only by physnclans veterinarians in the pract.oe of vetennary
medicine, clinical laboratories or hOsprtals and only for in vitro clinica!
or laboratory tests not involving internal or external administration 4
the material or the radiation therefrom, to human beings or ammals.\/
fts receipt, acquisition, possession, use, and transfer are subgect 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 lnto an
ageanent for the exercrse of regulatow authonty. ; C

B

-Name of manufacturer .

{e) The registrant posessmg or using byproduct’ matersals 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 Material Under General License,” NRC
" Form 483. The report shall be furnished within 30 days after the

: (2) Has a license that authorizes the medlcal use of byproduct . effective date of such change_3
materlal that was issued under Part 35 of this chapter. .
{c) A person who receives, acquires, possesses or uses byproduct

" materlal 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, pumant
to the general license in paragraph {a) of this’ sectlon at any one loca-
tion of storage or use, a total amount of iodine 125, jodine 131, .

- l‘"

{n Any person using byproduct matenal purwant to the general
license of paragraph (a) of this section is exempt from the requirements _
of Parts 19, 20 and 21 of this chapter with respect to byproduct w ’
materials covered by that general license, except that such persons
using the Mock Jodine-125 described in paragraph (a)(7) of this section
shall comply with the provisions of § 20.301, 20,402 and 20.403 of

" thrs chapter, . . ‘ .

‘NOTES L L e

lA State to whlch certain regulatory authonty over radloactrve matenal has been tmnsfened by formal agreement pursuant to sectlon 274 of the

At mlc Energy Act of 1954, as amended,
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Matenal genem}l licensed under this section pnor to Januarv 19, 1975 may bear ld)els authonzed by the regulatrons in effect on January 1 =3

1975

3A new triplicate set of thls Registration Certnfrcate NRC Form 483 ma

as required by § 31.11(e).-

y be used 10 report any change of mfomumon furmshed by a regcstrar
d
\\/

If larger quantities or other forms of byproduct material than those speuﬁed in the general license of 10 CFFl 31.11 are requnred an "Apphca- )
" tion for Byproduct Matenal Llcense " NRC Form 313 should be filed to obtain a specific byproduct material license, Copnes of application and |
- reglstratlon forms may be obtained from the Medical, Academic and Comwnercial Use Snfety Branch (6H3) Division of lndu:trml and Medlcal Nuclear -

Safety, United States Nuclear Regulatory Commission , Washington, DC 2(555



