NRC FORM 483 U.S. NUCLEAR REGULATORY COMMISSION APPROVED BY OMB: NO. 3150-0038
aes) - EXPIRES 3-31-96

R ESTIMATED BURDEN .PER RESPONSE TO
INFORMATION COLLECTION REQUEST: 7 MIN!

REGISTRATION CERTIFICATE -: in vitro TESTING RO rooCY MATERIAL T

PLY WITH THIS
S. THE VALIDATED
AS EVIDENCE TO
~ THE -REGISTRANT 1S

} : ENTITLED TO RECEIVE THE BYPRODU MATERIAL.. . FORWARD
k AU WITH BYPRODUCT MATERlAL UNDER ’ COMMENTS REGARDING BURDEN ESTI TO THE INFORMATION
(T-6 F33), US. NUCLEAR

N, DC 20555-0001, AND TO

AND RECORDS MANAGEMENT BRAN

GEN ERAL LICENSE A : C REGULATORY COMMISSION, .WA
TR T . . § THE PAPERWORK REDUCTION
MANAGEMENT AND BUDGET, WASHI

CT . (3150-0026), OFFICE OF
TON, DC 20503

Section 31.11 of 10 CFR 31 establishes a general license authonzrng phystc1ans clinical laboratories,- hospitals,” and veterinarians in the practice of
veterinary medicine to possess certain small quantities of byproduct material for in vitro clinical or laboratory tests not involving the internal or external
administration of the byproduct material or the radiation therefrom to human beings or animals. Possession of byproduct material under 10 CFR 31.11 is not
authorized until the physician, clinical laboratory, hospital, or veteriarian in'the practlce of vetennary medicine, has filed NRC Form 483 and recelved from the
Commission a validated copy of NRC Form 483 wrth a regrstratron number. : :

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

j\){\ TIO AL /]/I = Q( ChL, OE;J J{(’ES 77Jk | hereby apply for a registration number pursuant to 10 CFR 31, Section
31.11, for use of byproduct materials for: .
B701 WELSH Ro. =2

' } - A _Myself,a 3 duly i licensed physlman authonzed to dlsperse drugs in"
(J;)( L LC‘LL) );Q_G‘U 'l A ‘7 4 ?ZI 1 “the practice of medicine. "~
B : X B. . The above-named clinical laboratory.
TELEPHONE NUMBER (include Area Code) . C. The above named hospital. = - o
0’( 5 (« B A/Q 0 O ) D. Veterinarian in the practice of veterinary medicine. .
3. INSTRUCTIONS: . et » . 4. REGISTRATION
A. Submit this form in duplrcate to . : Cor RE . REGISTRATION NUMBER
Medrcal Academlc and Commermal Use o i o . s j ?‘{/ é) 5—
. ¢pR REGy -
Safety Branch (T-8 F5) ) & 4, : .
Division of Industrial and Medical Nuclear Safety . .
Office of Nuclear Material Safety and Safeguards TR 12»

2% o 5 , o h
X ¥50 :iUCLtl«R REGULATORY. f}l 118516
U.S. Nuclear Regulatory Commission " - : Y - ) L o '
©Washington, DC 205550001 % ' o

; : % » - .
1 - (AtNRC, a regustratron number wrll be asslgned and a vahdated copy / P * 4% ,{(’ A PD >
. , of NRC Form 483 will be returned.) L - {W{»m ]3)‘/3(, ) g
B. - In the box above, pnnt or type the name, address (including ZIP arolyn Boyle l)o i I‘CII g, 1997
Code), and telephone number of the registrant physician, clinical A ¢f this an initial registration, leave this space blank - number to be
laboratory, hospital, or 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. registered general license, include your registration number.)

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

6. CERTIFICATION

AL hereby certlfy that

g geE EE, ; B B P T l E U .

A Al |nformat|on in 1 this regrstratlon ‘certificate is true and complete R : "

B. The registrant has appropriate radiation measunng instruments to carry out the tests for which byproduct material will be used under the general
license of 10 CFR 31.11. The tests w1|I be performed only by personnel competent m the use of the mstruments and in the handlrng of the
byproduct matenals

c. ! understand that Commission regulations require that any change in the information furnished by a reglstrant on this regrstratron certnf cate be
. reported to the Dlrector of Nuclear Material Safety and Safeguards within 30 days from the effectlve date of such change

D 1 have read and understand the provisions of Section 31.11 of NRC regulations 10’ CFR 31 (reprlnted on the reverse side of this form),; and l
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 Cemf cate is filed with the U.S. Nuclear Regulatory Commission.-

PRINTED OR TYPED NAME AND TITLE O&APPLICANT L SIVGNATURE OF APPLICANT : DATE
c)rf:\l‘\_z E. IT(’H ! R L /’/..——-/ I /
% ) . ; e '/u - G
L AGORA T f’(/ NpEererL o o e o | LT A g ‘

VARNING: FALSE STATEMENTS IN. THIS . CERTIFICATE MAY BE SUBJECT TO _CIVIL AND/OR CRIMINAL
ENALTIES. NRC REGULATIONS REQUIRE THAT SUBMISSIONS TO THE NRC BE COMPLETE  AND

e
\T 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 WITHIN ITS JURISDICTION. .
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§ 31 11 General llcense for use of byproduct aterlals for certam m.
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,vrtro chmcal or Iaboratorvtestlng ‘ ;

- (al A general hcense‘ ls hereby |ssued to any physrcran veterinarian
in the’ practlce of” vetennegy medrcme clmlcal laboratory or hospital to
receive, acquire, possess, transfer or use, for any of the followmg stated,
- “tests, in accordance with the pravisions_ of paragraphs, (b), (e}, (d), (e},
‘iand () of; this section, the followmg byproduct matenals in prepack-}
aged unitsT T o s i . )
(1)1 lodine- 125,‘ln umts not exceedmg 10 mucrocurres each for use
in in vitro clinical or laboratory tests not invalving internal or external
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human beings or animals. .

*{2) lodine-1312 in unlts not exceedmg 10 mucrocunes each for useI
i in in vitro clinical or laboratory tests not invalving mternal or external
admmrstratron of” byproduct materlal“or the radlauon therefrom
to human bemgs or animals. ' : cA
- -——1{3)- Carbon-14,. in. units not. exceedmg 10 mrcrocurles each for use”
j in in_vitro clinical or_laboratory tests not mvolvmg snt‘ern_al__gr external
:3 admxnrstratlon of byproduct material,* or the rad:atron therefrom
to to human beings or ammals.. ro 51 s o .

“(4) Hydrogen 3 (trmum) ,n umts not exceedmg 50 mrcrocurres
~ each foruse inin vitro chmcal or laboratory tests not-involving internal-i
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 foruseinin
vitro clinical or laboratory tests not involving |nternal or external
administration of byproduct material, or the radratron therefrom 10
human beings or animals. o

(6) Selenium-75,
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in units not exceeding 10 mi crocurles each for use
in in vitro clinical or laboratory tests not mvolvmg internal or external
administration of byproduct material, or the radratxon therefrom
to human beings or animals. exxC :

(7) Mock lodine-125 reference or calibration sources, in units not
exceeding 0.05 microcurie of iodine-129 and 0.005 microcurie of
americium-241 each for use in in. vitro chmcal or Iaboratory tests not
mvolvmg mternal or external admlmstratron of byproduct materral or
the radiation therefrom to human bemgs or ammals T
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byproduct material under the gereral license established by paragraph
{a) of this section unless that person:
{1) Has filed NRC Form 483, ‘‘Registration Certificate—In Vitro
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* Testing' with” Byproduct' Material Under General- License,’’ wnh‘the -
UsS._ Nuclear-

Y~D|rector of-Nuclear.. Material.. Safety_and . Safeguards,.

{ Regulatory Commission, Washington, D.C. 20555, and received from

 the Commission a validated copy of NRC Faorm 483 with registration
number assigned; or

'»tr.(2) Has -a. Jicense that, authorizes. the, medical use, of byproduct
materlal that was, issued under, Part 35 of th;s chapter e !

(c) A person who receives, acquires, pPoOssesses or uses bypr‘oduct
material pursuant to the general license established by paragraph {a) of
this section shall comply with.the. followmg b - y

{1) The general hcensee shall not possess atany.one zxme pursuant
to the general license in paragraph (a) of thls SECtIOf‘l at any one loca-
{ tion; of: staraga, or; use,~ 3, total: amount. of, |od|ne 125, lodxne-131
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administration of byproduct matenal or the, rad|atxon therefrom, to .,
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{b) .A. person shall not receive, acqurre possess, _use or transfer #
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:3."‘~ selemum-75 and/clr iron 59 m excess of 200 mrcrocurres -’ o
3 (2) the general licensee. shall store.the. byproduct matenal unt
‘used! ‘in "the orlgmal shrpplng contamer b inf 4 cOntamer provxdmg\_/
equivalent radiation protection.; NS ,

(3) The general licensee shall use the byproduct material only for .
. -».the uses authorized by paragraph (a) of this sectlon . i
e (4) The general hcensee shall not transfer. the‘byproduct materrall :

. except by transfer to a person authorrzed to recewe it by a lrcense'v
pursuant to thrs chapter or, from an Agreement State L nor transfer. the" :
- byproduct materlal in, any manner. other thaan the unopened labeled:

shipping contalner as recelved fron] tha suppher. R §

.(5). The general llcensee ,shall dlspose of the Mock lodlne 125
reference ‘or callbratron sources described ln paragraph (a)l7) of thlS
section as required by § 20.301 of this chapter. . . ’
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d {d) The general licensee shall not receive, acqurre possess or use

'i byproduct material pursuant to paragraph (a) of this section: . -
‘f {1) Except as prepackaged units which are labeled in accordance :
.;‘ with the provisions of a specific ticense issued under the provisions of *

§ 32.71 of this chapter or in accordance with the provisions of a

" specific license issued by an. Agrésment. State thatauthorizes manufacs !
ture and distribution of iodine-125, iodine-131, carbon- 14, hydrogen-3
=0 (tritlum), selenium-75 - iron-59 or Mock: lodine- 125 for drstrnbutnon ta ;
persons generally ticensed by the Agreement State & o : X

: :
? (2) Uniess the following statémént, ‘or’ a substantially similar
1 statement which contains the_ information called for in the following |
i statement, appears on a label affixéd 16 each” grepackaged! unit or :
h appears in a leaflet or brochure which”actompanies-thé package:2
; This radioactive m'ai_érial ;ﬁa‘yj be‘.’re’cei\‘ied:,' acquired; posséssed, and |}
i used only by physicians,” véterinarians”in the’ practice of 'veterinary ;
i medicine, clinical laboratoriés or hospitals and only for in vitré clinical §
: or laboratory tests not invalving internal ‘or ‘exteérnal administration ¢
the materlal or the radiatian therefrom to human berngs or animal
Clts’ recelpt acqu:smon possessxon use Tand transfer are. ‘subject to th!\/
regulations and a general license of the U.S» Nucléar Régulatory Com- ¢

mission or of a State with whrch the Commission has entered lnto an
agreement for the’ exerclse of regulatory authonty
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(e) The registrant possessing or using byproduct materials under the '
.-Lgeneral license of paragraph.(a) of this section shall report in writing 1o
the Director_of_Nuclear Material Safety_and Safeguards any changesi
in the information furnished by him in the "Reg:stratlon Certlflcate-ln ¢
Vitro Testmg wnh Byproduct Materral Under General Lxcense b NRC i
Form' 483. The' report shail be furmshe’d wrthln 30 days after’ the ©
_effectjve date of such change 3 3 T

(f) Any person usnng byproduct matenal pursuant to the general
l|cense of paragraph (a) of this s sectron is exempt from the requsrements
of Parts 18, 20 and 21 of this chapter with réspéct to’ byproduct:r
matenals covered. by, that, general I|cense except that_such personsg
-using the Mock Todine- 125 descrnbed m paragraph (a)(7) of thls sect|on H
shatl® comply wuth the” provnsrons of § 20, 301 20 402 “and’ 20 403 ofl

-~ '--1 thvs chapter.,._ 2
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1A State to whic

Atomic Energy Act o‘i 1954, as amended;
e ,,2Mater|al generally licensed under this section prior ta January 19,
. 1975, . i ‘e
C3A hew trlpllcate set of this’
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.

m_.

\_'I AR |.4~ ./Z.{rf

:iM.

e A Al S

EINraY
(

e s a

P M KR e e S RPN N n res e

R i

i
certain regulatory authorlty over radroactrve materlal has been transferred by formal agreement pursuant to se

NRC. Form- 313 should be flled o, obtarn a specific. byproduct matenal Ilcense Cop:e
regustranon forms may “be obtamed from the Medlcal Academlc and Commermal Use Safety Branch (6H3)L Dlvuslon of Ind{ustnal an
Safety, Umted States Nuclear Regulatory Commrssnon Washmgton DC 20555"1 Sl it !
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