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: - L . e T - ... QESTIMATED BURDEN "PER RESPONSE TO COMPLY WITH THIS
\ INFORMATION COLLECTION REQUEST: 7 MINUTES. 'THE VALIDATED

y REGISTRATION IS MANDATORY AND SERVES AS EV
REGISTRAT'ON CERTIFICATE - 'n Vltro TESTING SUPPLIERS OF BYPRODUCT - MATERIAL -THAT THE RE]
. ENTITLED TO RECEIVE THE BYPRODUCT. MATERIA!
/ - WITH BYPRODUCT MATERlAL UNDER | coMMENTS REGARDING BURDEN ESTIMATE TO T
’ . - .. | AND RECORDS MANAGEMENT BRANCH (T-6 F3
GEN ERAL LICENSE L v o REGULATORY COMMISSION, WASHINGTON, DC
- THE PAPERWORK REDUCTION PROJECT (31
MANAGEMENT AND BUDGET, WASHINGTON, D

INFORMATION
U.S. NUCLEAR
5-0001, AND TO

Section 31.11 of 10 CFR 31 establishes a gen&a license authorizing physicians, clinical laboratories, hospitals
veterinary medicine to possess certain small quantltles\of byproduct material for in vitro clinical or laboratory tests n i ingffhe internal or external
administration of the byproduct material or the radiation therefrom to humarl beings or animals. Possession of byproduct
authorized until the physician, clinical laboratory, hospital, or vetenanan in'the practlce of vetennary medlcme has filed NRC

483 and received from the
Commission a validated copy of NRC Form 483 with a reglstratlon number. : <

1

1. NAME AND ADDRESS OF APPLICANT (See Instruction 3.8. below) 2. APPLICATION (Check one box only)

: . . T ] hereby apply for a registration number pursuant to 10 CFR 31, Section
% c..\ Sﬁ “ﬁb\th‘— \_AQO'RTOR\es 31.11, for use of byproduct materials for: .

'% ‘5 %" EQ%N ?"‘N K RD A Myself a duly licensed physwran authonzed to disperse drugsin

g

& Q‘RUQ,\& N \x 0 7 0 q({ i ; the practice of medicine.

. The above-named clinical laboratory.

TELEPHONENU’%%" 6‘&7 @ Co i 1 C. Theabovenamed hospital. - ..~ - .. -.. .= -
g ] D. Veterinarian in the practice of veterinary medicine.
3. INSTRUCTIONS . . . Lo - . * 4, REGISTRATION
A. ' Submit this form in dupllcate to o o _ ] : . REGISTRATION NUMBER:
-Medical Academic and Commercial Use o : R o o gpas
Safety Branch (T-8 F5) ‘

DlvrsmnoflndustnalandMedlcalNuclearSafety ”UCLE/\R PECULATORY L,Ol it ISSIOH

-Office of Nuclear Material Safety and Safeguards = .~
U.S. Nuclear Regulatory Commission . - :
Washington, DC 20555-0001 )

ey
- (AtNRC, a reglstratlon number Wlll be assngned anda valldated copy *A} //
of NRC Form483wﬂlberetumed) R U Iﬁ,,. \.LGL &ZS i
B. Inthe box above, print or type the name, addres_s (including ZIP ] Carolyn Boyle '\U E'U S t 5, 19 96
Code), and telephone number of the registrant physician, clinical (If this an initial registraaon leave this space blank — number to be
laboratory, hospital, or veterinarian in the practice of veterinary : assrgned by NRC. Ifthisis a change of information from a previously -
medicine for whom or for which this registration form is filed. registered general license, include your registration number.) "

5. If place of use is different from address listed above, give complete address:

6. CERTIFICATION

I\lee Coeess (s0peRMSOR) |\

l hereby certlfy that
A. All lnformatlon |n thls reglstratron certlf cate is true and complete )

JESRSRPECE e E R IR T AT el el

B. The registrant has appropriate radiation measuring instruments to carry out the tests for which byproduct material will be 'used under the general
_ license of 10 CFR 31.11. The tests wrll be performed only by personnel competent in the use of the |nstruments and in the handllng of the
byproduct matenals

c. 1 understand that Commission regulations requtre that any change in the information furnished by a reglstrant on this registration certlt' cate be
] ‘reported to the Director of Nuclear Matenal Safety and Safeguards within’ 30 days from the effectlve date of such change .

D | have read and understand the provisions of Section 31.11 of NRC regulatlons 10 CFR 31 (reprinted on the reverse slde 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,
" or transfers under the general license for which this Registration Cemﬁcate is filed with the U.S. Nuclear Regulatory Commission.. .-~ e

PRINTED OR TYPED NAME AND TITLE OF APPLICANT -~ - SlG TURE OF AP@ANT - - DAT

17[30 %

“WARNING: . FALSE STATEMENTS IN THIS CERTIFICATE MAY BE SUBJECT TO CIVIL AND/OR CRIMINAL
y, NALTIES 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 AS TO ANY MATTER WlTHIN ITS JURISDICTION

NRC FORM 483 (1-85)
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7 CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11

CotA s ;, ‘, soe o~ N 3 .

§ 31. ‘ll General llcense for. use of byproduct- materlals for certam m‘ Bt selenlum-75 and/or iron 59.in excess of 200 microduries. ,, =
£ vitro clmtcalorlaboratory testlng S ':. e { (2) ;The general Ircensee shall, store the, byproduct matenal unt,

R any e e _.I”i o used 'in“the ‘original’ shlpplng contamer of irf a container provrdmg\-/ :
I (a) Ageneral llcense is hereby rssued tg any physrcran vetermarran equivalent radiation protectlon A N | i
“in the practlce of veterrnary medlcme “clinical laboratory or hospital to {3) The general licensee shall use the byproduct material only for -
receive, acquire, possess transfer or use for any of.the followmg stated. . . __the uses authorized by paragraph (a) of this sectlon . . . ,~
tests, in accordance with the, prowtlons af paragraphs (b), {c}, (g}, (e}, 3t -:{4), The general licensee, shall not. transfer.the bvpr;:duc‘tb.'nate i a
and {f) of this’ sectxon, the followrng byproduct ‘materials in, prepack- ~7;; except by transfer to a person authonzed to recelve lt by a Ilcense H
¢ laged ONits: T b1 ”' Ve ATy LE oo n oot PUTSUANT ta thrs chapter or from an Agreeme State 1, nor, transfer the I
I 7i:(1)1 lodine-125; in units not exceedlng 10- mlcrocunes each for use ! byproduct materlal in any manner other than' the unopened Iabeled l
in in vitro clinical or laboratory tests not mvolvmg internal or external shipping contalner as recelved from the suppller\ s T - Aﬁt
- administration of.byproduct matenal or. the. radxatlon therefrom,.to.. ... . ..{B). The general l|censee shall dlspose of the Mock 3
' _human beings or animals; 77 0 : R _ reference ‘or calibration - sources described. in” paragraph: 1(a}(7) of. this i
(‘ . {2} lodine-131;} int umts not exceeding,10 mrcrocurles each for use f sectton as, requtreva. §20 301,0f this chapterf D% A s ,\1‘) !
a‘ in in vitro clinical or laboratory tests not mvolvmg |nternal o; external* i LR (d{ “The geheral hc!psee ehallfn t.’recerve,,acqu:re ~pOssens, r’ﬁse T
J admlmstratlon of byproduct materlal' or the‘ rad|atnon therefrom‘“ byproduct,matemal pursyant 1o paragraph ta). ol"thrs sectlon. LAY H
to human beings of animals. e et (1) Except a5 preoacﬁaged umts whlc’h' re' fafefed in acesrdance
-~ {3}~ Carbon-14,-in units not exceedmg 10 microcuries each ‘for use with the provvsron&of a. speclflc hcense rssued under"theprowsxons of -

i
_in.in vitro clinical or laboratory tests’ not lnvolvmg lnternal or'external § 32 71 of’ this chapter ar in accordance TWith the provtsxon‘s‘of al

H
1 -
4 admlnlstratlon of byproduct material,’ or: the radlatlon therefrom spemflc license issued by an Agreement State that authonzes manuface

to human be-rngs‘or"a_nlmals o i""’ ; ture and distribution of rod"né 125 1od|ne 1817 carbon~14 hydrdgen 3

‘(4) Hydrogen 3 (trltrum) ln unlts not exceedmg‘ 50" microcuries™ L {tritium}, selenium-75; |ron-59 or Mock fodine- 125 fOrﬂdlstl’lbutlon to I

Tl e
!

) “each for use in in vitro clmtcal or laboratory tests not-involving internal | persons generally licensed by the Agreement State e
¢ or external!administration"of: byproduct material, or the radiation - (2) Uniess the following statement ‘orl 7 substantially similar :
a therefrom, to human beings or animals, statement which contains the information called for in the following
; (§) Iron 59, in units not exceeding 20 microcuries each for use inin - statement, appears on a label affixed 'za" each 'prepa'ck'a'gedI unit or ?
i vitro clinical or laboratory tests not involving mternal or external appears in a leaflet or brochure whtch accompames 1hé package~z :
i administration of byproduct material, or the radlatlon therefrom, to - This radioactive’ matertal may be recerved af‘qdrred possessed and :
i human beings or animals, 5 e : used anly by physrcaans veter.narlans rn the practlce ofv\.etermary
i {6) Selenium-75, in units not exceeding 10 mlcrocurles each for use ; medicine, clinical laborataries or hOspltals ‘and only f6r in vitto clinica? *
I‘ in in vitro clinical or laboratory tests not mvolvrng mternal or external or laboratory tests not involving internal or ‘external administration
administration of byproduct material, or the radratron therefrom H the matertal or the radiation therefrom, to human bemgs or animal.
3 to human beings or animals. R : “Its receipt, ‘acquisition] poséession, Use;"and transfér are subjeet to the |
: {7} Mock lodine-125 reference or calibration sources, in units not regulations and a general license of the U.S7 Nucléar Regulatory Com-
. exceeding 0.05 microcurie of iodine-129 and 0.005 microcurie of ! mission or of a State with which the Commission has entered into an 3
! americium-241 each for.use in in.vitro clinical,or laboratory tests not, : greement for the exerctse of regulatory authoruty“w e R A
involving mternal or: external admmrstratron of byproduct materlal or . s ’ a0
3 the radiation therefrom to, human bemgs or anxmals. e B t e i {
¥ (b).A. person.shall_nat, recejve, acquire, possess,‘fuse or_ transfer co R o :
1 byproduct material under the general license established by paragraph - - =5~ | o 27 25 Name of manufacturer-; 5 T2, S0 ; ‘*I
I {a) of this section unless that person: ) :
x (1) Has filed NRC Form 483, ‘‘Registration Certificate~In Vitro {e} The registrant possessing or using byproduct materials under the ,'
W Testing with” Byproduct- Material ‘Under: General- License,"~ with - the< in general license of paragraph. (a) of this section shall report.in writing to
- Director— of . Nuclear_Material_.Safety_ and . Safeguards, US. ,Nuclear." _“.'.'thecolrector of _Nuclear_Material_Safety_and_Safeguards e any_ changes§
+ Regulatory Commission, Washington, D.C. 20555, and received from in the information furnlshed by him in the *‘Registration Certificate—In 1
% the Commission a validated copy of NRC Form 483 with registration Vitro. Testmg W|th Byproduct Material Under General, Lxcense NRC_,I
#  number assigned; or Form' 483, The report shall be farnished wrthln 30 days ‘after thei
2 . (2)-Has "a. license . that. authorizes. the, medical. usey of. byproduct ... 5 ,‘ef)fectrve date, of such change3 B ’
i matenal that was tssued under Part 35 of thls chppte - ol ol ‘Iflt Any person ‘using byproduct materlal pursuant 1o, the general :
I (c) A person who receives, acquires, possesses or uses byproduct ‘ l|cense of paragraph (a) of thls section is exempt from the requrrements 3
5 material pursuant to the general license established by paragraph (a) of of Parts 19, 20 and 21 of this chapter with respect to byproduct ;
¥ - this sectian shall comply with the followmg T SR TERLIT S NP ,\ materlals covered by that. geperal . ltcense Lexcept _that_such personsI
1 (1) The genera! Itcensee shall-not possess at-any gne time; pursuant - - using the Mock lodme 125 descrlbed.m paragraph Ia)(7) of thls sectron §
to the general license in paragraph {a) of this section, at any one loca- shall comply ‘with the provrsrons “of § 20.301, 90,402 and 20.403 of ¥
! tion of: storage_or] use,:a:tota}: amount of rodme 125-) iodine. 131, o thischapter,. 5a, 0t - e gtserae adq
; LWy, "t,.,c v ] "(d‘ - P P nE fhe e 4 I
b e e e —NOTES ... __ T TER. R
- H A N ovd H“(; L A 13 Y
3 1A SIate to WI‘llCh certain regulatory authorrty over radloactlve mqterlal ha‘s been transferred by formal agreement pursuant to sectlon 274 of mé;’
, Atomlc Energy Act'of 1954, as amEndem i i 'T-I ; ,“2; 17 | fx "‘g H ANy Dty Ny a3 ; s 1

s

2Materlal generally licepsed, undet’ thxs sectlon pridr to January ‘IB '1975’may‘beat Iabel’s eut'horrzed by the regulatnonc.m effe@t on. January 1,

\.

1?75“’3‘73 CUNCA VD O rATL e T R TR ST P T U ..
_3A new trlpllcate set_of thxs Reglstratlon Cemflcate NFIC’Fo_rr;n 483 'may be used to report anv change of lnformatron furnlshed by a reglstra/
asrequrredby§3‘l11(e)d Grpvpomnd O ZUOIE2E TS TAHT s nis ) O iTALUDDSE o

If larger gaantities' or other forms of- byproduct material thaif those specified in the general license of 10 CFR 131:11 are; requrred an "Appllca-
. —tloh for Byproduct Materlal Llcense" NRC Form 313. should be-filed to. obtain.a- speccflc byproduct matenal llcense CODIES of appllcatlon and .
) reglstratlon forms may be obtalied from the Medxcal Academlc and Commercral Use Safety Branch I6H3) Division of lndustrlal and'| Medlcal Nuclear»
_,Safety, United States Nuclear Regulatory Commrssnon , Washington! DC 20555 T IS SN Y
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