I NRC FORM 483 Ao f - U. S. NUCLEAR REGULATORY COMMISSION . © - APPROVED BY OMB: NO. 3150-0038
: ) S : _ EXPIRES 3-31-96 .
R ESTMATED : BURDEN SPER .~ RESPONSE 10 T COMPLY - WiTti i

i vetennary medlcme lo possess certam small quantnhes of byproduct matenal for tn vrtro cllnlcal or Iaboratory tests not lnvolvmg

* :~Jauthorized tintil thé physician, clinical laboratory, hospital, of Vetenanan in the practlce of vetennary med| i

| section 3111 ‘of 10 CFR 31 estabhshes a general ficense’ authonzlng physuclans cllmcal laboratmes hospltals and veten.j'

Commlsslon a valldated ‘copy of NRC Form 483 w1th a reglstrabon number

1. NAME AND ADDRESS OF APPLICANT (See Instrucbon 3 B. below) | B ~ .~ 2.APPLICATION (Check one box only)

I hereby apply for a reglstratlon number pursuant to 10 CFR 31 Sechon
o Mldwest Fertlhty Foundatlo ‘& 'Labo_r,a'tqry 3111 for use of byproduct materialsfor; ., S
1. ,-.4400 Broadvay - Slﬂte 409+ .‘__V.f,'_,'-"",';r”'}{j!“:”* 1A Myselfadulyl»cenwdphysuclanauthonzedtodlspersedrugsm
J\an.,as C1ty, MO 64111 .. . . oo ol ]| the practice of medicine. .- - - R
: R e I B.‘«Theabove-namedcrmcallaboratory e
TELEPHONE NUMBER (Include Area Code) = I ]c. The above named hospital.
[31 lQ\ ';/S L() - OOLI‘O R D. Vetennananlnmeprachceofvetennarymedlclne
|3. INSTRuCTIONS: . _ el . .. .. . . . .4 REGISTRATION ~
A Submit this form |ndup||cateto . ! B Ce : -.: r:v.: REGISTRATION NUMBER

8212

- .,‘Medlcal Academlc and Commercnal Use - R TIA
©.. ... Safety Branch @H% ATTN:. Car‘ol_yn Boyle ll/S B F 5 \e'\“ “E% i
T Dmswn of Industrial and Medical Nuclear Safety ...- . Sy et
* " Office of Nuclear Material Safety and Safegua,ds : , UCLEAR REGULATORY co. .r ISSION
U.s. Nuclear Regulatory Commission Sl : )
,..Washlngton DC 20555-0001

/ A;.: ) ;.:(At NRC a reglstratlon number w1ll be assrgned and a valldated copy

- of NRC Form 483 will be retumed )
o B.-,lntheboxabove prm‘rbrtypethe name, address (‘ncludnglP A Larolyn Boy'le ‘ July 25 1995
- Code), and telephéne number of the registrant physician, clinical (i this an Inital registration, leave this space blank — number tobe ... .
laboratory, haspital, o veterinarian in the practice of veterinary assigned by NRC. If this is a change of information from'a previously ..
medicine for whom or for which this registration form is filed. | reg’stered general ficense, :include your registration number.) ...
5 ! lf place of use is different from address listed above, give complete address: = e PR

».

. : 6. lCERTIFICATlON
|hereby oemfythat LR -».:Tvg R LR > R

A . ,AII mlormatlon in thls reglstratlon cemﬁcate |s true and complete i

L } ‘
"B, The reglslrant has appropnate radiation measunng mstruments to canry out the tests for whlch byproduct matenal wrll be used under the general
o _Ilcense of 10 CFR 31. 11. The tests mll be, performed only by personnel competent in the use of the instruments and in tﬁe handllng of the
';byproductmatenals : N Lo A e . g e .
"~ C.. Al understand that l:ommnssnon regulatlons requure that: any change in the’ informatlon ‘fumnished by a reglstrant on thls reglstrahon certnﬁcate be
T reported to the Dll’&:&}f Nuclear Matenal Safety and Safeguards wnhln 30 days from the effectrve clate of such change e e

D Ihave read and understand the provisions of Section’ 31141 of 'NRC regulatlons 10 CFR 31 (repnnted on the ‘reverse slde of‘t’hlsform)*and 1l
_ understand that the registrant is required to comply with those provisions as to all byproduct material which he receives, acquires, possosses uses, |- °
~ " or transfers under the general llcense for whlch this Reglstratlon Cerbflcate is ﬁled wrth the U.S. Nuolear Regulatory Commnsslon o

o PRINTED OR TYPED NAME AND TITLE OF APPLICANT o . SIGNATURE OF APPLICA ~TDATE e

f.L,wsJ/\) GRTHES, M. D.. QJZM(W . "5(7//;/8—:

“ARNING: - FALSE - STATEMENTS IN. THIS .CERTIFICATE - MAY%E SUBJECT TO .CIVIL .AND/OR - CRIMINAL
/.NALTIES “NRC REGULATIONS REQUIRE THAT SUBMISSIONS TO THE NRC BE. COMPLETE: AND
CCURATE" IN ALL ‘MATERIAL" RESPECTS”"”

- JUNITED STATES AS TO ANY MA'ITER WITHIN ITS JURISDICTION L

B T S.°118 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 .

o NRC FORM 483 (3-93)



“inthe p
 receive, acqu¥y

_ to human beings or ammals e :

" Director of Nuclear Material Safety and Safeguards,
" Regulatory Commission, Washington, D.C. 20555, and received from
.the Commission a valldated copy of NRC Form 483 with registration
- number assigned; or

§ 31 1 1 General license for use of byproduct materlals for certain in,
vitro climcal or laboratory testlng. - e
e -
a) A qgneral hce‘nse is hereby issued to any physlclan veterinarian
e of veterlnary ‘medicine, clinical laboratory or hospital to
&ssess transfer, or use, for any of the following stated
tests, in accoraance with the provisions of paragraphs (b), (c), (d), (e),

* and {f) of this sectlon the followmg byproduct materials i m prepack-

aged units:

{1) 'lodine-125, In units not exceedmg 10 mrcrocunes each for use

_ in in vitro clinical or laboratory tests not lnvolvrng internal or external

administration of byproduct material, or the radratnon therefrom, to-
human beings or anlmals. . R -

(2) todine-131, ln units not exceeding 10 mrcrocunes ‘each for'use” ,‘ :
. in in vitro clinical or laboratory tests not involving internal or external . °
" administration of byproduct material,
. to human beings or animals;

or the-'radiatlon therefrom

(3) Carbon-14, in units not exceedlng 10 mlcrocurres each for use-
in in vitro clinical or laboratory tests not mvolvmg mternal or external
administration of "byproduct material, or the rad:atlon therefrom

l
(4) Hydrogen 3 (tritium}, in units not exceedmg 50 microcuries.

~ each for use in In vitro clinical or laboratory tests not involving internal

or external administration of byproduct material, or the radiation

. therefrom, to human beings or animals.

(5) Iron 59, in units not exceeding 20 microcuries each foruse in in
vitro clinical or laboratory tests not involving internal or external

. administration of byproduct matenal or the radlatnon therefrom, to

human beings or animals. ' -
(6) Selenium-75, in units not exceedmg 10 mlcrocurres each for use
in in vitro clinical or laboratory tests not rnvolvlng internal or external
administration of byproduct material, or ths radiation therefrom,
to human beings or animals, - B
{7) Mock lodine-125 reference or calibration sources in umts not :
exceeding 0.05 mlcrocune of iodine-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 materral or

the radlation therefrom, to human beings or anlmals
(b} A person shall not receive, acquire, possess, use or transfer
byproduct materlal under the general license established by paragraph

' (a) of this section unless that person:

{1) Has filed-NRC Form 483, “’Reglstration Certificate—In Vitro
Testing with Byproduct Material Under General License,” with the
U.S. Nuclear -

.

'

F

«

CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11

. selenium-75, and/or iron 59 in excess of 200 mrcrocunes. i
(2). The: general. licensee shall: store theg byproduct matenal um

used, in the original shipprng oontamer or in a container prowdrng\/

equivalent radiation protection,
{3). The general. licensee shall use the byproduct matenal only for
_the uses authorized by paragraph {a) of this section,

(4) The general licensee shall not transfer the byproduct mstenal

except by transfer 10 a person. authorized to recewe it by a license
""pursuant to this chapter or from an Agreement State U nor transfer the
" byproduct material in any manner other than in the unopened labeled
" shipping container as received from the supplier..

{5) The general. lrcensee shall dispose of the Mock lodme-125
reference or calibration souroes described [n paragraph (2)(7) of this
section as required by § 20.301 of this chapter.

{d} The general lrcensee shall. not receive, acquire, possess, or use

. byproduct material pursuant to paragraph (al of thrs section:

(1) Except as 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 accordanca with the provisions of a

" specific license issued by an' Agreéement State that authorizes manufac: . -

H

(2} Has a license that authorizes the medlcal use of byproduct) N

materral that was lssued ‘under Part 35 of this chapter
{c) A person who recelves acqulres possesses or uses byproduct

“material pursuant to the general license established by paragraph (a) of
' this sectlon shall comply with the following:

(1) The general licensee shall not possess at any ona tlme pursuant

1o the general license in paragraph (a) of this section, at any one loca-
' tion of storage or use, a total amount of iodine 125

,_lodine 131,

' . . grote e - . {

ture and distribution of rodmeol25 rodme-13‘l carbon-14 hydrogen-3
(tritium), selenium-75, 059 or Mock lodine-125 for drstnbutron to
persons generally licensed by the Agreement State :

{2} Unless the following statement, or a substantially * similar
statement which contains the mformatron called for in the. followrng
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, acqurred pOssessed and
used only by physicians, veterinarians in the practice of vetermary
medicine, clinical laboratories or hosprtals and only for in vitro clinical
or laboratory tests not involving internal or external administration ¢
the material or the radiation therefrom, to human beings or ammal

Its receipt, acquisition, possessron 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 Commrsston has entered into_ an
agreement for the exercise of regulatory authonty. . '

) . ) ; P M

Name of manufacturer . . . .. .

{e) The registrant possessing or using byproduct materrals under the o
-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 hrm in the "Regrstratron Certificate=In:
Vitro Testing with Byproduct Material Under General Llcense " NRC
Form. 483. The. report shall be furnished’ wrthm 30 days ‘after the
effectlve date of such change 3

" {f) Any person using byproduct matenal pursuant to the general
license of paragraph (a} of this section is exernpt from the requirements
of Parts 19, 20 and 21 of this chapter with respect 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 provisions of § 20.301, 20.402 and 20.403 of
this chapter .

)

1A State to whlch certain regulatory authonty over radloactlve matenal has been transferred by formal agreement pursuant to section 274 of the '
- Atomic Energy Act of 1954, as amended. .

K

1975. - ;

a R /: _»_»NOTES

\ E
) 2Materral generally llcensed under this sectlon pnoc to January 19 1975 may bear labels authorrzed by the regulatrons in effect on January 1,/°

“. 3A new triplicate set of this Reglstratlon Cemfrcate NRC Form 483 may be used to report any change of mformatron furmshed by a regrstran‘

‘asrequrredby§3111(e) : ST ; ,
If lamer quantities or other forms of byproduct materlal than those specrfred in the general hcense of 10 CFR 31 ‘ll are requrred an "Applrca~\_/

»

tion for Byproduct Materral License,”” NRC Form 313 should be f:led to obtain a specnfrc byproduct material license., Copres of apphcatron and

reglstratron forms may be obtained from the Medical, Academic and COmmerclal Use Safety Branch (6H3) Dlvrsron of Industnal and Medrcal Nuclear )
Safety, United States Nuclear Regulatory Commission, Washmgton DC 20555 Lo <.
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