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Section 31.11 of 10 CFR 31 establishes a general cense authorizing physiclans, dinical laboratories, hospitals, and veterinarans in the
practioe of veterinary medicine to possess certaln small quantties of byproduct material for in vitro chinical of laboratory tests not involving
gw intama! or exteral administration of the byproduct material or the radiation therefrom to human beings or animals. Possession of

materlal under 10 CFR 31.11 is nol authorized until the physician, cinical laboratog'. hospltal, or veterinarian in the practice of
veterinary medicine, has filed NRC Form 483 and recelved from the Commission a validate

be copy of NRC Form 483 with a registration
number.
1. NALIE AND ADORESS OF APPLICANT (Soe insinuction 3.8, bolow) 2. APPLICATION (Check one box only)
Toxicology & Accident Research Laboratory || hereby apply for & registration number pursuantto 10 CFR 31,
FAA, CAMI, AAM-610, Room 205 Section 31.11, for use of byproduct materals for:
6500 S. MacArthur Blvd [ Mysel, & duly licensed physician authorized to disperse drugs in
Oklahoma City, OK 73169 the practice of medicine.
(X} e ebove-named clinical laboratory.
vy oS [0 The ebove named hospital.
(405)954-~6252 [ Veterinaran in the practice of veterinary medicine.
INSRUCTIONS 4. REGISTRATION
A Submit this form In duplicate fo: REGISTRATION NUMBER:
Materlals Safety Branch (T-€ F5) () 9214
Division of Industrial and Medical Nuclesr Safe %
8(2oeNof dréud%ar Mlaterial g:few end Safeguards o
.S. Nuclear Regulatory Commission &4 £ U.S. NUCLEAR REGULATORY
. 2
(At NRC, a registration number will be assigned and a validated - : /
copy of NRC Form 483 will be retumed.) acce.
Traci Kime '
i the box above, print or type the name, address (Including ZIP | (i this an intial oo thi g 3 o,
Code), and telephone nu of the registrant physician, f,s,, :3 ;""ﬁk’é"'}?fl’fﬁ ':ixg ‘::? i;:”fgnnggon ﬁ,'::m e rhone
dlinical laboratory, hospital, or veterinarian in the practice of m;';’us,y ryog(sre}ad neral sgannsge include your registration
vlsekleg'gary medicine for whom or for which this registration form t’;umbor. ) go !

¥ piace of Las is SMurent hom gddcosa Naled above, ghve complolo eddress.

6. CERTIFICATION
I hereby certify that:

A All Information in this registration certificate is true and compilete.
B. The ragistrant has appropriate rediation measuring instruments to carry out the tests for which byproduct material will be used

under the general kicense of 10 CFR 31.11. The lests will be performed only by personnel competent In the use of the Instruments
and in the handling of the byproduct materals.

. tunderstand that Commission regulations requira that any change In the information furnished by a registrant on this registration

:::iﬂcate be reported to the Director of Nuclear Material Safety and Safeguands within 30 days from the effactive date of such
nge.

. I 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 provislons as to all byproduct material which he

receives, acquires, possesses, uses, or transfers under the general license for which this Registration Certificate is filed with the
U.S. Nuclear Regutatory Commisslon.

PRINTED OR TYPED NAVE
Dennis V. Canfield, PhaD., Manager SIGNATURE DATE
Toxicolopgy & Accident Regesarch Laboratory April 18, 2002

WARNING: FALEE STATEMENTS IN THIS CERTIFICATE MAY BE SUBJECT TO CWIL ANE)IOR CRIMINAL PENALTIES. NRC
REGULATIONS REQUIRE THAT SUBMISSIONS TO THE NRC BE COMPLETE AND ACCURATE IN ALL MATERIAL RESPECTS.

18 U.5.C. 1001 MAKES IT A CRIMINAL OFFENSE TO MAKE A WILLFULLY FALSE STATEMENT OR REPRESENTATION TO ANY
DEPARTMENT OR AGENCY OF THE UNITED STATES AS TO ANY MATTER WITHIN ITS JURISDICTION.
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CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11

1.11 General license for use bf byproduct materials for certain
1n vitro clinlcal or laboratory testing.

{(a) A general license is hereby issued to any physician,
veterinanan In the practice of velerinary medicine, clinical laboratory
or hospltal to raceive, acquire, possess, transfer, or use, for any of
the following stated tests, In accordance with the provisions of
Earagraphs (b), (c‘. (d). (e). and (f) of this section, the following
‘}mducl mateqals n prepackaged units:

u') lodine-125, in units not exceeding 10 microcuries each for
use in in vifro clinical or laboratory tests not Involving Intemat or
extemal administration of byproduct matarial, or the radiation
therefrom, to human beings or animals.

(2) _ lodine-131, In unils no exceeding 10 microcurles each for
use in in vitro clinical or laboratory tests not involving internal or
external administration of byproduct material, or the radiation
tharafrom, to human belngs or animals.

(3) | Carbon-14, in units not exceeding 10 microcuries sach for
use in in vitro clinical or laboratory tests not involving Intemael or
extemal administration of byproduct material, or the radialion
therefrom, to human belngs or enimals.

(4) Hydrogen 3 (titium), in units not exceeding 50 microcuries
each for use in jn vitro clinical or laboratory tests not lnvolving
imemal or extemal administration of byproduct materiat, or the
radiation therefrom, fo human beings or animals.

(5) Iron 59. In units not exceading 20 microcuries each for use
In in vitro clinical or laboratory tasts not Involving intemal or extemal
administration of byproduct matedal, or the radiation therefrom, to
human belngs or animals.

(6) Selenium-75, in units not exceeding 10 microcuries each
for use in i viiro clinical or laboratory tests not involving intemat or
extomnal administration of byproduct materal, or the radiation

m, to human beings or animals.
(7) Mock lodine-125 refarence or calibration sources, n units
ot exceeding 0.05 microcurie of iodine-128 and 0.005 microcurie
of americum-241 each for use in in vifro clinical or laboratory tests
not involving Intemat or external admintstration of byproduct
material, or the radiation therefrom, to human belngs or animals.

(b) A person shall not receive, acquire, possess, use of
transfer byproduct material under the general kcense established
by paragraph (a) of this section unless that person:

(1) Has filed NRC Form 483, "Ragistration Certificate - in vito
Testing with Byproduct Materlal Under General License,” with the
Dicector of Nuclear Material Safety and Safeguards, U.S. Nuclesr
Regulatory Commission, Washington, DC 1, and
received from the Commission a validated copy of NRC Form 483
with reglstration number assigned; or

(2) Has a license that authorizes the medical use of byproduct
matenat that was kssued under Part 35 of this chapter.

(c) A person who receives, acquires, possesses or uses
byproduct material pursuant to the general kcense established by
para raQ'[\ (a) of this section shall comply with the following:

) The general licanses shall not possess, at any one time,
pursuant to the general lcense In paragraph (a) of ihis section, at
any one location of storage or use, a total amount of ladine 125,
iodine 131, selenium-75, and/or iron 59 in excess of 200
microcuries.

(2) The general liconses shall store the byproduct material,

until used, Inmodginal shipping container or In a container

providing equivalent radiation protection. .
3)nql'he genera! licensee shall use the byproduct material only

for the usas authorized by paragraph (@) of this section.

{4) The general licensee shall not transfer the byproduct
material, except by transfer to a person authorized to receive Rby a
license pursuant to this chapter or from an Agreement State, nor
transfar the byproduct materia! in any manner otherthaninthe
unopened, labeled shipping container as required by §20.301 of this

chapter. .

?E‘;) The general kcansee shall dispose of the Mock lodine-125
reference or calibration scurces described In paragraph (a)(7) of
this saction, as required by §20.301 of this chapter.

{d) The general licensee shall nk recaive, acquire, pOSSess,
or use uct mataria! pursuant to paragraph (a) of this section:

{1) Except as prepackaged units which are labeled In
accordance with the provislons of a specific license issued under
the provislons of §32.71 of this chapter or In accordance with the
provislons of a specific Kcense issued by an Agreement Stata that
suthorizes manufacture and distribution of lodine-125, iodine-131,
carbon-14, hydrogen-3 (tritium), selenium-75, iron-59 or Mock
lodine-125 for distribution fo persons generally licensed by the
Agreement State, .

(2) Unless the following statement, or a substantially similar
statement which contains the information called for In the foflowing
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, .
possessed, snd used only by physidlans, veterinarians in the
practice of veterinary medicine, clinical laboratories of hogpltals
and only for in vitro clinical or laboratory tests not involvin ntemal
of external administration of the matenal or the radiation therefrom,
o human beings or animals, Its receipt, acquisition, possession,
use, and er are subject to the regulations and a genaral
Keense of the U.S. Nuclear Regulatory Commission or of a State
with which the Commission has entered Into an agreement for tha
exercise of requiatory authority.

NAME OF MANUFACTURER

(e) The registrant possessing or using byproduct material
under the genera! license of paragraph (a) of this section shall
report in writing to the Director of Nuclear Matedal Safety and
Safeguards any changes In the Information fumished by him in
NRC Form 241, “Registration Cerlificate - in vitro Testing with
Byproduct Material Under General License.” The report shalt be
furnished within 30 days after the effective date of such change.

() Any person using byproduct material pursuant to the
general license of paragragh (3) of this section is exempt from the
requirements of Parts 19, 20, and 21 of this chapler with msrect to
byproduct materials covered by that genera! license, except that
such persons using the Mock ledina-125 described in paragraph
%)(Z& of this section shall comply with the provisions of §20.301,

402, and 20.403 of this chapter.

NOTES

! A State to which certain regulatory authority over radioactive material has been transferred by formal agreement. pursuant to section

274 of the Atomic Energy At of 1854, as amended.

2 Material genarally Ncensed under this saction prior to January 19, 1875, may bear labals authorized by the regulations in effact on

January 1, 1975,

? A new Iriplicate et of this Registration Certificate, NRC Form 483, may be used 1o report eny change of information fumished by 2

registrant as required by §31.11(g).

NR if targer quantities or other forms of byproduct material than those specified In the genera! kcense of 10 CFR 31.11 are required, file
C Form 313, "Application for Byproduct Matenia! License.” to obtain a specific byproduct material license. Copies of applicalion and

registration forms may be obtained from the Medical, Academic and commerclal Use Safety Branch (O-6 H3), Division of Industrial and
Medical Nuclear Safaty, United States Nuclear Ragulatory Commission, Washington, DC 2 555000‘. ) raten



UNITED STATES
NUCLEAR REGULATORY COMMISSION
WASHINGTON, D.C. 20555-0001

June 3, 2002

Toxicology & Accident Research Laboratory
ATTN: Dennis V. Canfield, Ph.D., Manager
FAA, CAMI, AAM-610, Room 205

6500 S. MacArthur Blvd.

Oklahoma City, OK 73169

Dear Dr. Canfield:

This letter verifies the receipt of the completed NRC Form 483 dated April 18, 2002. This form
is a condition of the general license under 10 CFR 31.11 authorizing in-vitro testing with
byproduct material under general license.

The form has been assigned registration number 9214. When making changes to any of the
information on the form, please reference the registration number and address the
correspondence to Director, Office of Nuclear Material Safety and Safeguards, U.S. Nuclear
Regulatory Commission, Washington, DC 20555.

If you have any questions or need further assistance, please contact me at (301) 415-8140.

Sincerely,

%'ajé ﬁir(r’feb Reﬁ%ﬂon Aésistant

Materials Safety and Inspection Branch
Division of Industrial and

Medical Nuclear Safety
Office of Nuclear Material Safety

and Safeguards



