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‘ NRC Form a3 U.S. NUCLEAR REGULATORY COMMISSION Approved by GAO /
{(5-79)
10 CFR 31 REGISTRATION CERTIFICATE—IN VITRO TESTING RO529

WITH BYPRODUCT MATERIAL UNDER GENERAL LICENSE

Section 31.11 of 10 CFR 31 establishes a general license authurizing physicians, clinical laboratosies, and hospitals to
‘ possess certain sinall quantities of byproduct material for in vitro clinical or laburatory tests not involving the internal or
N external administration of the byproduct material or the radiation therefrom to human beings or animals. Possession of
byproduct material under 10 CFR 31.11 s not authorized until the physician, clinical laboratory, or hospital has filed
NRC Form 483 and received fromn the Commission a validated copy of NRC Form 483 with registration number. '
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Q;/ﬂ_g /{j, ﬁ{é’/‘;ﬂﬂ /C/r, _- L1 herct;y apply for a registration nu-mber pursunnt:lo

§31.11, 10 CFR 31 for use of byproduct materials for

— -— e {please check one block only)
FA//\// %’/ 6‘%& . g’n. Myself, a duly licensed physician authorized to dispense
/ ! drugs in the practice of medicine. . )
’ O b. The above-named clinical laboratory. '

- _.O c. The above-named hospital. S -
. - - . ;- + 4. To be completed by the Nuclear Regulatory Commission.
o INSTRUCTIONS .. - .oBo 0 LT — — - - = ST e
o 1. Submit this form in triplicate to: . - #¢.07 Registration number: ) ST
Office of Nuclear Material Safety and Safeguards ’ RS "EGU(’ 7165 L
ATTN: License Management Branch FOR THE U, S. NUQIPAR REGURATORY COMAISSION
U.S. Nuclear Regulatory Commission . : . o\ e T
Washington, D.C. 20555 . - S ’ { 9 -4
x . f
2. Please print or type the name and address (includ-
ing zip code) of the registrant physician, clinical .
laboratory, or hospital for whom or for which :
this registration form is filed.. Position the [first ; L mee e T E 4 ) * cverey e ive S
- letter of the address below the left dot and do S}}/Iﬁ;?i?s}bn[l'\n?riar;i;fr'?f‘lr;'aiio?if?léé}e this sp&.z'?;)\lgi?lg Emz::rlzber]lzf;’)? 1. -
not extend the address beyond the right dot. (At assigned by NRC. If this is a change of information from a previously -, ST
NRC, a registration number will be assigned and registered general licenseé, include your registration number.) i
‘a validated copy of NRC Form 483 will be .re- - - = ‘ -
turned.) . v ‘ - '3
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-7 s, If place of use is different l'romaddrcssinllcmI.plc;scgivecomplcgcadar:ss: . P ) <
Lewin Wyarr TR., D:o. | o | : .
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6. Certification:

1 hereby certify that:
a. All information in this registration certificate is true and complete.:
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 will be pexférmcd'on}y by personnel competent in the use of the instruments and in the
handling of the byproduct materials. {'f; » .

¢. 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 Safety la.'?d Safeguards within 30 days rom the etfective date of such change.

d. 1 have read and understand the pmvisions'of Section 31.11 of NR( regulations 10 CER 31 (reprinted on the reverse side of this form); .

and T understand that the registrant is required to comply with those provisions as to all byproduct material which he receives, acquires. K [
possesses, uses, or tramsfers under the general license for which this Registration Certificate is file h the Nuclear Regulatory Com jon. :

PR
Date /02'/7~d/l7[ ."";j By //b s t . iling fofl |
o : ignature of fcrﬁZn iling fofm :

hysician ' - . - S

_-Printed name and title or pusition of person filing form

K/’/' . 3 ' . v : N ;

WARNING—-18 U.S.C.. Section 1001; Act of June 25, 1948; 62 Stat. 749; mokes it a criminal offense to make a willfully false statzment or
representation 10 any department or agency of the United States as to any matter within its jurisdiction,
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CONDITIONS AND LIMITATIONSJbF GENERAL LICENSE 10 CFR 31.11

§31.11  General license for use of byproduct
matenals for certain in vitro Lhnualor labora-
tory tesiing.

{2) A rencral license is hereby issued to
any phy sician, clinical laboratory or hmpnlal
to receive. acquire, possess, transfer, or use, for
anv of the lollmung stated (csxs.m accordance
with the! provisions of p.:raguphs {b). (v).(d),
(e}, and (1) of this sectivn, the followmg by-
product materials in prepaukaged units:

(1) lodine-125, in units not exceeding 10
microcuries.each for use in in Vitro clinical or
laboratory tests not .involvingiinternal or ex-,
ternal administration of byproduct material,
or the radiation lhercfn}m. w human beings
ur animals.

(2) lodine-131, in, umh not exceeding 10
microcuries each for use in in vitro Lhnl\.al or
labomlurv tests not “involving internal or ex-

ernal administration of byproduct material, or
lhc radiation thercfrom. lo hum.m bemgs or
animals? ™™ £

(3) Carbon-14, umts not c“.ccdmg 10 .
" microcuries each: for se_in‘invitro clinical or
laooratm\ ests not mvdvmg internal or exter-
nal administration-of ;bypraduct. materialFor™
the radiation lher rom lo hum.m bemgs or
animals.’ 3

C) Hydmgcn 3y (tmlum). in units not ex-
ceeding S0 microcuries each for use in in vitro

clinical or laboratory tests not involving inter-
nal or external administration ot byproduct
material, or the radiation therefrom,to human .

beings or animals.

(5) Iron 59, in units not exceeding 20
microzuries each for use in in vitro clinical or
lzboratory tests not involving internal or ex-

ternal adnunistration of hyproduct material,
> the by product m.num
5 person authorized )

or the radistion thereltom, o human beings,
or anumals. e

tby No person \lull n.u.ne. acquire, pos-
sess, use or tramsfer byproduct material pur-

_suant (1o tthe- gneul livense—established - bf" ~amy Tmsnacr  otier - tlantinT the “<nopensdy

p;(ugraph (a) of mn séction uniil he has® tiled’
NRC Form 443, *“Registration’ Certificate-In

=Vitro Testing with Byproduu Material Under
" General License,” with the Otfice of; Nuclear ;
Matenal Sa ety and S.lfegunrdw u.s” Nuclear,; pursuant to paragraph (ai ofllm seumn.

. \upplner

Regulstory  Comunission, Washington, D.C.
20555, and received from the Commission a
validated copy of NRC 'orm 483 with regis-
tration number assigned or until he has been
authoriced pursuant to § 35.14(c) of this chap-

. ter to use byproduct material under the general

“license in this 531 11. The registrant shall
furnish on NRC Form 483 the following infor-,
mation and such other lntonnauun as may be
required by that torm.
(1) Name and address of the nemunl.
(2) The location ol use; and
(3) A statement that the registrant has ap-
propriate’ radiation. mtasuring instruments to
- carry out in vitro clirical or luboratory tests
with byproduct materials as authorized under
the peneral license in paragraph (a) of this
section, and that such iests will be performed
only by personnel Tuhipetent in-the use of
such instruments and s the handling of the
byproduct materiuls. 7y S

(c) A person who: hcu.wes. acquires, pos- -
‘ sesses or uses’ byproduu material pugsuant to .
¢ thc general livense established by paragraph (a):

of this section shalt comply with the following

(1)3The pencral, li€ensce shall not possess
“al any'one time, pursuant to the general Ixcensc
Cin-paragraph (a) of” Ih:i\ section, at any ‘one.
location of storage oriuse, a total amount of.
jodine 125, iodine: l3l§ and/or i ll’OI’\ 59 m [
cess of 200 microcuries,

(2) - The general licensee shall store (he by- ..

product material, until used. in the original
shipping container or in 4 contuiner providing
equivalent radiation protection.

13) The general lidensee shall use the by-
product material only§tor the uses authorized
by puragraph fu) of thiysection. _

{4) The pencral I|c nsee shall not trinsfer
savept by transizrto u
eccive it by a irvense
o from an Agrezment
by pmduu matesial in

e

puruant to this chapt
State,’ nor transter W

labeled shipping container ai ruelved trom lhc

acqum.. pn»e\\ or use: by mduu material -

“ (1) Except as prepackaged units which are
labeled in accordance with the provisions of a
§peuﬁc license issued under the provisions of

32.71 of this chapter or in accordance with -

the provisions of a specific license issued by an
Agreement State that authorizes manufacture
and distribution ot iodine-125, iodine-131,
carbon-14," hydrogen-3 (tritium), or iron-59
for distribution to 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 following.
-statement, appears on 2 label affixed to each.

prepncknged unit or appears in a lcaﬂc; or

brochure which accompanies the package:
%.This radiouctive materiul may-be received,

.xcqum:d -possessed, and used only by physx-

cians, clinical laboratories or hospitals and only .

for. in vitro clinical or laboratory tests not
involving internal or external administrativn of
~the material, or the radiation therefrom, to
human bemgs or.animals.” [ts receipt, acquisi-
- tion ;. possession, use, and;transfer.are, subject .
.to the regulauons and a gcneral Jicense of the

"U.S. Nucleat. chul.:'ory Coml.ussnon offofa’’
ie wnluw]nch the'Commiision has entered &

into an agréement for the‘éxercise- o{ rcguh-
tory aulhomy e

Name of manufacturer
(c) Thc regmrant posxessmg or usmo by-

“product ’materials under the 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 in-

l'ornmion furnished by him;in:the “Reyistra-:
5 tion Certificate =In Vitro Te\hng»wnh By

product Material Under Genetal License.” NRC

Form 483. Thé réport shull be furnished.with-
in=30 d.lp .mer lhe ettective d.ue ol "such '

13 Lh.m[.e. - A

) "Any pcrson usmz b;product material
: pursuam to the general licénse of paragraph )’

of this section is exempt from the. require-

* mienis of Parts 19 and 20 of this chapte- with

respect to byproduct m:lcnals covered by that

) geneml Ixceme.

Y

' A State to which certain regulatory authority over radioactive materiul has be:n Ir.mxlerred by formal agreement, pursuant to section 274 of

the Atomic Encrgy Act of 1954, as amended.

* Material generally licensed undcr tlns wumn prior to January 19, I97$ .may bear l.xbcl\ .:ulhonzed by the regulanom in eftect on January 1.
Y
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v .

as required by §31 Il(c)

11 darger_quantities or_other forms of byproduct material thun those s
NRC fForn 313 should be fild Go/obiaia o \,:.u'u '*yp.'edm! m: u!crul thn\L (np:cs orup-\h- ation

cation for Byproduct Material License,”

[T i‘;

and registration forms may be obtained from the United States Nuclear Regulatory Commxsswn Washington, D.C. 20555, Attention: License
Manazement Branuh D:vmon of iuel Cycle and Materizl Safety. .

PRIVACY ACT STATEMENT

<

Purstant 1055 US.C. 522ate)t3), enacted into law by section 3 of,the l’mmy Act of 1974 (l’ubhc Law 93-579). the lolluwmg statement is fur-
nished 1o individuals who supply information to the Nuclear Regulatory Commission on NRC Form 483. This information is mamtamcd ina

system of records deugnated as NRC-3 and described at 40 Federal Rq.,l;h.{45334 (October 1,1975).

1. AUTHORITY ‘scumn\ 81 und 161(b) of tln.- Atamic Energy Act of r9>4 as amended (32 US.C. 2111 and 2

201¢b).

2. PRINCIPAL PURPOS] (S) The information is cvatluated by the NRC staff ‘pursuant to criteria set forth in 10 CFR Parts 30-36 to determine
whethet the application conforms to the require ments of the Atomic 17 ncrgy Act of 1954 asamended, and the regulations of the NRC, for the

issuance of a registration certificate authorizing the use ol in vitro testing.

3. ROUTINE USES  The information may be used: ta) to provide records to State health departients tor their information and vse: and (b) to
provide inforfation to Federal, State, and local health officials and other persons in the event ot incident or exposure for purposes of their
information, mvc\m,.mun. and pmtemun of the public heatth and safety. The information may also be disclosed to appropriates Federal,

State, or loca! apencic.
Jad

in the eveni the information indicetes a vielaton @r patentiad violation of law und in the course of an adininistrative or
divial provecding. In addition, s intormation may be transtened toan apprupraie Federal, State, or local agency to the extent relevant
and necessary Tor an NRC decision or toanappropriate § vderalazeney to the c\lull relevantand necessary tor that agency’s decision about you. \

4. WHETHER DISCLOSURE 1S MANDATORY OR VOLUNTARY AND EF l ECT ON INDIVIDUAL OF NOT PROVIDI\(- ll\FOR\lATIOV
It is voluntary that you furnish the sequested information. 1t the requestcd mlorm.mon is not furnished, however, the rcgmrauon certificate,

or amendment thereof, will not be processed.

S. SYSTI M MANAGER(S) AND ADDRESS Director, Division of 1Fucl (1
puards, U.S. Nuclear Regulatory Commission, Washangton, D.C. 20558
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