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17 ... EGISTRATION CERTIFICATEIN VITRO TESTING .
© WITH BYPRODUCT MATERIAL UNDER GENERAL LICENSE'.

Section 31.11 of 10 CFR 31 establishes s general Yrense suthorizing physicians, clinical laborstories, and hospitals to

possess certain small quantities of byproduct materia fur i vifro clinical or laboratory tests 2ol involving the internal or
external sdministration of the byproduct material or the radiation thersfrom io Lomen Ssingi be Entmali. . Fosuion of
byproduct materhs! under 10 CFR 31.11 & not suthorized until the physician, clinical laboratory, o1 hospital has {iled

NRC Form 483 and recetved fromtthommhﬂonlnuduodaopyof NRC Form 483 with registration number.
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22480 Kelly Rd. U PC 4 e
s - “ . ¢ F% 3.1 hersby spply foi & registration mumber pursuant to
East Detroit, MI 48021 . K §31.11, 10 CFR 31 for us of byproduct materials for
: o {please check one block only) '/

D 5. Myself,s duly licensed physician authotized to dispense

drugs in the practice of medicine,

"I b. The above-named clinical laboratory.
D c. The sbovemamed hospital. i .
4. To be completed by the Nuclear Fquhlqry Cqmmmion.
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s validated copy of NRC Form 483 will be re- .. geredge —— 2 - 'l . number.)
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piiate sadistion measuring instruments 10 carry out the tests for which bywoduﬂmmhl will be used under the
he use of the insttuments andin the
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The regitirent has sppro ry
genersl Yicense of 10 CFR 31.11. The tests will be nﬁohmd only by.penonnel competent in

handling of the byproduct materials, - - -
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1 understand that Commission regulstions require that any n the information thud b’y & registrant cnvthl\s registration -
certificate be reported to the Directot of Nuclesr Materis) Safsty and Safeguards within 30 days from the effective date of such change.
" have read and understand the provisions ef Section 31.11 of NRC regulations 10 CFR 31 (reprinied on the reverm side of this form);

| and | understand that the registrant is required to comply with those provisions as fo all byproduct material which he receives, scquires,
possesses, uses, of transfers under the general Noense for which this Registration Certificate Is (il whh Nucletr Regulatory Commission.

4

i K

"Anelo Pugliesi) M.D. - President

Printedmmeud_githapodtlonolpmnﬁnglm I RN Ty

I L.

WARNING=-18'US.C., Bection 1001; Act of June 28, 1948; 62 Ster. 740, mekes it o eriminal offense to make 8 wilifully {alse staternont Of

g representation 10 eny depertment or agency of the United States a3 to sny matter within is jurisdiction. -
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tory testing., - .. . .

(s) A general Heense '3 hereby issued to
any physician, cinical laboratory or hospital
10 receive, acquire, possess, ‘ranifer, or use, for
sny of the following stated tests, in accordance
with the provisions of parugraphs (b), (¢).{(d),
(e), and () of this section, the following by-
product materials in prepatkaged units:

(1) Jodine.125, in units not exceeding 10
microcuries each for use in in vitro clinical or

. mporatory tests not involving internal or ex-
ternal administration of byproduct materfal,
or the radiation therefrcin, to human beings
or animals, TR o

(2) lodine-134, in tnits not exceeding 10
microcuties each for use in in vitro clinical or
hboratory tests not involving internal or ex-
1e;nas administration of typrofuct material, 04
the radistion therefrors, to human beings /¢
animals. .

(3} Carbon-14, in units not excweding i0

.microcuries each for vie in in vitro clinic:! or
laboratory tests not involving interna) or ¢xter-
ne] administration of byproduct mater.il, or
thg n]diauon therefrom, to human beings ot
animals.

(4) Hydrogen 3 (tritium), in units not ex-

ceeding 50 microcuries each for use §1 in vitro
clinical or laboratory 1ests not Involing inter-
nal or external adninistration of ‘byproduct
matesial, or the radisrion therefrom,, to human
beings or animals. . : :

~(5) Iron 59, . wnits not exceeding 20 .

mirrarnries each o7 use tn in v'tio chinical of
hboratory tests not involving Ziternal or ex-
ternal administration of byproduct material,
or the rdiation tUserefrom, 15 human beings,
or animals.

(b) No persor: shall rerzive, acquire, pos-
sess, use or trans’er bypreduct materis! pus-
suant to the gereral licr ase established by

ragraph (a) of this sect,~n until he has filed
RC Form 483, “Registr: tion Centificate~In
Vitro Testing with Byr ¢ Juct Material Under
General License,” witt ae Office of Nuclear
Material Safety and $.:guards, U.S. Nuclear

S srerials for cartain in vitro clinical of iabora "

- cess of 200 microcuries. .
(2) The general licensee shall store the by . .

Fepilior Lommising, Weshingtna, 1 C,
v gu Oy  LONISIION, Waslingiun, M.\,
20555, and received from the Commission a
validated cogz of NRC Form 483 with regis-
tration number assigned or until he has been
authorized pursuant to § 35.34(c) of this chap- -
ter to use dyproduct material under the general
license in this
furnish on NRC Form 483 the following infor-
mation and such other information as may be -
required by that form:

(1) Name and address of the registrant;

(2) The location of use;and

(3) A statement that the registrant has ap-
propriate rsdiation measuring mstruments to
carry out in vitro clinical or laboratory tests
with byproduct materials as authorized under
the general license in paragraph (a) of this .
section, and that such tests will be performed
only by personnel competent in the use of

" such instruments and in the handling of the

byproduct materials.

(c) A person who receives, scquires, pos-
sesses or uses byproduct material pursuant 10
lhe'gcnml license estadlished by paragraph (s)
of this section shall comply with the following:

(1) The general licensee shall not possess
a1 any one time, pussvant to the general license -

. in paragraph (2) of this section, at any one .

location of storage or use, s total amount of
jodine 125, lodine 131, and/or iron 59 in ex-

product materisl, until used, in the origina]
shipping container or In a container providing

squivalent radiation protection. ‘
(3) The general licensee shall use the by’
rodu:( material only for the uses authorized -
ywq;_.l‘ph (n) of this section. el
(4) The general licensee shall not transfer

the byproduct material except by transfer ton : -

person suthorized 1o receive it by a license .
gumum 10 this chapter or from an Agreement -
tate,’ nor transfer the dyproduct material in
sny manner other than in the unopened,
labeled shipping container as received from the

supplier.

(d) The general licensee shall not receive,
scquire, possess, or use byproduct material
pursuant to paragraph (s) of this section:

ST R Y

&) Ereept s prepackaged vnits »hich are
jabeled in sccordance with the provisions of &
cific icense issued under the provisions of
32,71 of this chapter or in accordance wir*
“the provisions of s specific license issued by
‘Agreement Suate that authorizes manufaett

carbon-}4, hydrogen-3 (tritium), or iron-89
for. distribution to persons generally licensed
the ment State. :

(2) Unless: the following statement, or a
substantially similay statement which contains
the information called for in the followin
statement, sppears on a label affixed 10 esc
E:cp:clu;ed unit or appears in a luﬂq or

ochure which accompanies the package:

This radiosctive material may be received,
scquired, possessed, and used only by ghysi-
clans, clinical laboratoties or hospitals and only
for in vitro tlinical or laboratory tests not
involving internal or external sdministration of
the material, or the radistion therefrom, to
human beings or snimals, Its receipt, acquisi-
tion, possession, use, and transfer are subject
to the regulations and a genersl license of the

_U.S. Nuclear Regulatory Commission or of &
State with which the Commission hss entered
fnto sn sgreement for the exercise of reguls-
tory authority. - (, .-

PO T .
. 40 8BBeeRsesosssas s be 0o

Name of manufacturer

" "te) The reslitrant possessing or using by-
product materlals unde; ihe general license of
‘ paragraph {8) of this section shall report in
writing 1o the Director of Nuclear Material
* Safety and Safeguards any changes in the in-

;- formation furnished by him in the “Registre:

tion Certificate~In Vitro Testing with By-

oduct Materisl Under General License” NRC

orm 483, The report shall be furnished with-
&30 d'tyi after the effective date of sur’
* (f) Any person using byproduct mate
pursuanttot
- of this section is nemgt from the require-
ments of Parts 19 and 20 of this chapter with
respect to byproduct materials covered by that
general license.

-

NOTES

' A State 1o whi'F certain regulatory suthority over tadioactive materis! has been transferred by formal meemem.fmnuam 10 section 274 of

the Atomic Energ’ “.ct of 1954, ¢s amended.

9;;hurhl gene : Jy Heensed under this section priot 10 Janvary 19, 1975 may bear labels avthorized by the regulations in effect on January 1,

$A pew.triy ate set of this Registration Certificate, NRC Form 483, may be uted to repoit any chinge of information furnished by a registrant

m n?uked b 3L11(e).
if lagey -, antities or other forms

cation for !7product Material License,” NRC Form 313, should be filed to obtain a specific byproduct material lcente,
snd regiritztion forms msy be obtained from the United States Nuciear Regulstory Com
fsotope’. *.lcensing Branch, Division of Fuel Cycle and Material Safety. . .

PRIVACY ACT STATEMENT

>

of byproduct materia! than thote specified In the general Keense of 10 CFR 31.11 are requlired, an “Appli-

Copies of application

mission, Washington, D.C, 20555, Attention: Radio-

Pursue At to § US.C. $22a(e)(3), enacted into law by section 3 of the Privacy Act of 1974 (Public Liw 93.579), the following statement is fur-
nist =4 to individuals who supply information 1o the Nuclear Re uh!o%Commhﬁon on Forms

ny i tained in a systes of records designated as NRC-3 and described at

NRC-482 snd NRC-483, This information s

Federal Register 45334 (Octobc_t 1,1978). -

% AUTRGRITY Sections 81 snd 161(b) of the Atomic Energy Act of 1954, as amended (42 US.C, 2111 and 2201(b)). .

2. PRINCIPAL PURPOSE(S) The information i svaluated by the NRC staff

ursusnt to criteria set forth in 10 CFR Parts 20-36 1o determine

whether the application conforms 1o the requitements of 1he Atomic Energy Act of 1954, as amended, and the regulations of the NRC, for the
Bsusnce of & regisiration certificate suthorizing the use of byproduct material for medical use or in vitro testing.

3. ROUTINE USES The information may be used: (a) to provfdc records to State health departments for their information and use; and (b) 1o
ovide information to Federal, State, and local heslth officials and other persans in the event of incident or exposuse for purposes of theit

mrormmon. investigation, and protection of the public heslth and safsty.
State, or local agencies in the event the information Indicates a violation or po

The information may also be disclosed to appropriste Federal,
tentisl violation of law and In the course of an administrative or

judicial proceeding. In 3ddition, this information may be trantferred 10 an appropriste Federsl, State, o1 local agency 10 the extent relevant

und necessary for an NRC dacision ot to an appropriste Federal

agency to the extent relevant and necessary for that uclm-y's decision about yr

4 WHETHéR i)!Sél..OSURE 1S MANDATORY OR VOLUNTARY AND EFFECT ON INDIVIDUAL OF NOT PROVIDING INFORMAT\

Disclosure of the requested information {s voluntary. If the

amendment thereof, will not be processed.
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3111, The registrancehall - and distribution of fodine-125, fodine-131,

|

general license of paragraphio__~

requested information is not furnithed, however, the miumlon certificate, or/



