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Section 31.11 of 10 CFR 31 establishes a general license authorizing physicians, ciinical laboratories, hospitals inari

¢ f ) ) ' ) , and veterinarians e
practice of veterinary medicine 1o pogsess certaln small quantities of byproduct material for i vitro clinical or laboratory tests not inv::?w?gg
the internal or external adminktration of the byproduct matsrial or the radiation therefrom to human beings or animsis. Possession of
byproduct material under 10 CFR 31.11 Is not muthorized until the physician, ciinloal lsboratory, hesphal, or veterinardan In the practice of
veterinary médicine, has fled NRC Form 483 and received from the Commisalon a valdeted copy of NRC Form 483 with n registralion

number, X
1.NM;EANDADDRESSOFAPPUCMT (s-,mma.s.bom ’ 2. APPLICATION (Check one box only)
300 East Wilson Bridge Road sé“;’y'ﬁﬂ':;:;‘f"“”::’df‘ o oot danoms druca|
i : ' A licensed eian autho eree dru
Suite 2004 ) mepmcﬁcaofmedidne.w o cieperme cnigs in

Horthington, OH 43085

(change of address) :
TELEPHONE NUMBER (Inciude Arva Code): ;

[[] The above-named clinical laboratory.
[ The sbove named hospital.

| Ph: 614-840-0050 Fax: 614-840-0303 |[X) Vetarinarien inthe practce of veterinsry medicine.
INSRUCTIONS - - @. REGISTRATION
A, Submit this form In duplicate to: REGISTRATION NUMBER:
Materials Safety Branch (T-8 F5) 6908 '

Division of Industrial and Medical Nuclear Safety
Office of Nuciear Material Safety end Safeguards
U.S. Nuclear Regulatary Commission
Washington, DC 20555-0001

(At NRC, a registration number will be assigned snd = validated Xppxd ¥
copy of NRC Form 483 will be retumed.) ; }; :q ]
B. In the box above, print or type the name, address (including ZIP| (i this an inkial registration, leave w:"l%%é’gz,nﬁ%m, to

FOR THE U.S. NUCLEAR REGULA~-
-TORY COMMISSION

Code), and telaphone number of the registrant physician, be assigned by NRC. If this is & change of information from a
clinical laboratory, hospital, or vetérinaran in the practice of i i 7 i istrati

s e%? fié\BW Podicine fol whom of for which this registration form ﬁf‘a’;ﬁ:’f’ly rag:ifemd general license, include your registration
is filad. ‘ -

S. ¥ place of uas ls different {rom sddresa lisiad above, give complels address, -

— ~"6. CERTIFICATION.
) hereby certify that: .

A Allinformation in this registration certificate Is true and complete.

B. The registrant has abproprlate radiation measuring instruments to camy out the tests for which byproduct material will be used
under the goneratlicense of 10 CFR 31,11, The tests wil be performed only by personnel competent In the use of the Instruments

and In the handling.of the byproduct materials,

C. 1 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 Sefety and Safeguards within 30 days from the effective date of such

change. _ -

D. | have read and understand the provislons 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 to comply with those provisions as to all byproduct material which he
receives, acquires, possesses, uses, of transfers under the general license for which this Registration Certificate |s filed with the

U.S. Nudlear Regulatory Commission.

PRINTED OR TYPED NAME AND TITLE OF APPUCANT : EWW M o(«m' é 20
Gary J. Kociba., © “’Z‘?!/ M’Z’é/ L 93
WARNING: FALSE STATEMENTS IN THIS CERTIFICATE MAY BE SUBJECT TO CIVIL AND/OR CRIMINAL RENALTIES. 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 OR REPRESENTATION 70O

ANY DEPARTMENT OR AGENCY OF THE UNITED STATES AS TO ANY MATTER WITHIN ITS JURISDICTION.
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in viro clinical or laboretory testing.

(s) " A general icense Is hereby issued to eny physiclan,
veterinanian’in the practice of vetannary medicine, cinical {aboratory
or hospital to receive, acguire, possess, transfer, or use, for any of
the folowing stated tests, in accordance with the provisions of
paragraphs (b), (c), (d), (), and {f) of this section, the following
byproduct matenals in prepaciaged units: ’

ﬂ) ‘lodine-125, in units not exceeding 10 microcuries each for
usé In in viro clinical or laboratory tests not invoing intemnal or
extemnal administration of byproduct material, or the radiation
therefrom, to Numen beings or animals. :

(2) i lodine-131, In unlts no exceeding 10 microcuries each fo
use in /n vitro clinical or laboratory tests not Involving Intemal or
extemal edministration of byproduct material, or the raciation
therefrom, to human beings or animals. , :

§31.11  Genera! kicense for use of byproduct materials for certaln

(3) ; Carban-14, In units not exceeding 10 microcurles each for -

use in in vitro clincal or Jaboretory tests not invoMing internal or
extsmal administration of byproduct material, or the radiation
therefrom, to human beings or animals, | ’

(4) + Hydrogen 3 (tritium), in units not exceeding 50 microcuries

each for use in in vitro clinical or laboratory tests not involving
intemal or external administration of byproduct material, or the
radiation therefrom, to human beings or.animals.

.(5) Iran 58, in units not exceeding 20 microcuries each for use
in in vitro clinical or aboratory tests not InvoMing intamal or external
administration of byproduct materis), 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 of laboratory tests not involving Internal or
external administration of byproduct material, or the radiation
therefrom, to human beings or animals, : . '

(7): Mock lodine-125 referance or callbration sources, in units
not exceeding 0.05 microcurie of lodine-128 and 0,005 microcurie -
of americum-241 each for use In in vitro clinical or laboretory tests
notinvolving intemnal of extemal administration of byproduct
matarial, or the radiation therefrom, to human beings or animals.

{b) A person shall not receive, acquire, possess, Use or
transter byproduct matsrial under the genera! fcense established
by psragraph (a) of thls section unless that person:

(1), Has fied 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. Nudiear
Regulatory Commission, Washington, DC 20555-0001, and
received fram the Commission a validated copy of NRC Form 483
with registration number assigned; or

(2) Has aficense that authorizes the medical use of byproduct
matena that was msued under Part 35 of this chapter, :

{c). A person who receives, acquires, possesses or uses
byproduct msterial pursuant to the general icense established by
paragraph (a) of thls section shall comply with the following:

(1) The general licenses shall not possess, at any one time,
pursuant to the general license in psragraph {e) of this section, at
any one Jocation of storage of use, a total amount of lodine 125,
iodine 131, selenium-75, and/or ron 59 In excess of 200
microcunes, :

CONDITIGNS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11 k

" "(2) “The general licensee shall store the byproduct msterial,

- untd used, in the original ehipping container orin a container

providing equivalent radiation protection. !
" {3) The general licensee shall use the byproduct material only
for the uges authorized by paragraph (a) of this section. !
(4) . The general icensee shall not transfer the byproduct
matsnial, axcept by transfer 1o 8 peraon authorized to recelve it by a
license pursuant to this chapter or from an Agreement State, nor

" transter the byproduct material In any manner other than In the

&r}:ﬁn;& labeled shipping container as required by §20.309 of
apter. . .
(5) The general ficenses shall dispoas of the Moek ladine-125

reference or calbration sources described in paragraph (a)(7) of

this section, as required by §20.301 of this chapter,
(d) The general iconses shal not receive, acquire, possess, or
use byproduct materal pursuant to paregraph (a) of this section:
(1) Except a5 prepackaged units which are labeled in
accordance with the provisions of a specific license issued under

- the provisions of §32.71 of this chapter or in accordance with the
" pravisions of & epecific license lssued

3ued by sn Agreement State that
authorizes manufacture and distibution of lodine-125, iodine-131,
carbon-14, hydrogen-3 (tritlum), selenium-75, iron-58 or Mock
lodine~1256 for distibution to persons generally icensead by the
Agresment State, . N
- (2) Unless the following statement, or a substantially simiar
statement which contains the information called for in the following
statament, eppears on & label affixed to each prepackaged unit of
appears in a leaflet or brochure which accompanies the package:
“This radioactive material may be recelved, acquired, :
possessed, and used only by physicians, veterinarians inthe

.practice of veterinary medicine, ciinica! laboratories or hosphtals and

only for in vitro ciinical or laboratory tests not involing intemal or

. external administration of the material or the radiation therefrom, to

human beings or animals. Its receipt, acquisition, possession, use,
and transfer are subject ta the regulations and a general kicense of
the U.S. Nuclear Regulatory Commigsion or of 8 State with which
the Commission has entered intc an sgreement for the exercise of
regulatory authority, -

NAME OF MANUFACTURER

(s) The registrant possessing or using byproduct material
under the general license of paragraph (a) of this section shall
report In writing to the Director of Nudiear Materfal Safety and
Ssfeguards any changes in the information fumnished by him in
NRC Form 241, "R ion Cartificats - in vitro Testing with
Byproduct Mutensl Under Generdd Ucomme” The tepent shl be
furnished within 30 days after the effective date of such change.
(N Any person using byproduct matarial pursuant to the

. general [cense of paragraph (a) of this section is exempt from the

requirements of Parts 18, 20, and 21 of this chapter with respect to
byproduct materiais covered by that general icense, except that
such persons using the Mock lodine-125 described in ’paragraph
(a)ﬂ% of this saction shall comply with the provisions of §20.301,
20,402, and 20,403 of this chapter,

Nt —

R —

NOTES

N

! A State to which certaln regulatory authority over redicactive matarial hes been transferred by formal agreement, pursuant to section

274 of the Atomic Energy Act of 1954, as amended.

W~

2 Material generatty ficensed under this section prior to January 18, 1975. inay beer lsbels authorzed Ey the r_egulations.ln effscton

January 1, 1975.

o

3 A new triplicats et of this Registration Certificate, NRC Form 483, may be used 1o report any change of Information fumished by a

registrant-as required by §31,11(e).

H larger quantites o cther forms of byproduct material than those specified in the general icqmg of 10 CFR 31.11 are required, file
NRC Formn 313, “Application rorﬁproduct Material License,” to obtaln a specific byproduct material license. Coples of applicstion-and

registretion forms may be obtain

from the Medical, Academic-and commercial Use Safety Branch (0-8 H3), Division of Industria! and

Medical Nuclear Safety, United States Nucieat Regulatory Commission, Waeshington, DC 20555-0001.
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