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74 REGISTRATION CERTIFICATE—IN VITRO TESTING . SPohO 160

10CFR 31

WITH BYPRODUCT MATERIAL UNDER GENERAL LICENSE

Section 31.11 of 10 CFR 31 uhblhhen [ genenl luzme suthorizing physiclans, clinical hbou!or‘ks and hospitals to possess
certain small quantities of byproduct material for in witro clinical or lsborstory tests not hvolvmg the internal or external -
administration of the byproduct material o1 the radistion therefrom to human beings or animals, Possession of byproduct
materia) under 10 CFR 31,11 s not authorized until the physician, elinical laboratory, or hospital has mcd Form AEC-483
and nmvcd fxom the Commlsﬂon a validated copy of Form AEC-483 with nps!nt:on number, . )

* 2
Thomas yf "B‘i,dg i)
Biggs Climic. . -=--
1064 West: Bvanch Road - M 55
Prudenvﬂ?e, .MI 48653
‘ --. .y .
- '-‘, hd Y :
INSTRUCTIONS . ... oL T
1. Sudmit this form in tnpl!cap p; T S LT ,.
Director of Licensing - ~- CWAr et N
ATIN: M alenlls Branch - %" = ... aeatt Lo
Regulation - .
U.S. Atomic Enesgy Commission - S
W, ashington, D.C. 205458 ST
2. Please print or type the name and |ddrns u
(including zip code) of the ™ ﬁltnm IR
physician, clinicial hbontory. Pl bmpltﬂ e el

for whom or for which thlf registration

form ks filed, Position the first Jetter loc
address below the left dot and do not |
extend the address beyond_ the right dot.

(At AEC, a registration” number will be
assigned and a wvalidated copy of Form |
AEC4E3 wzubentumed.) -2l ’

3 1 hereby apply for a registration number pursuant to
-§31.11, 10 CFR 31 for use of byproduct materials
~ for {p!case check one block only) :
ﬂ a Myself, a duly Licensed physician authorized to
. e dispense drups in the practice of medicine. -
3 b. The above-named clinica) 1zboratory. :
" O ¢. The above-named hospital.
4. To be completed by the Atormc Energy Communon .

- Registration number: - 7211

[FOR THE U, -S. NUCLEA ORY COMMISSION

JSHIRLEY A. CRUTCHFIERD ™ March 28; 1935

{If this Is on initial registration, leeve this space blonk — number 10 be
assigned by AEC If this is & change of information from o previously
registered general licensee, bnclude your regisiration number.)

S. I place of use is different frorr: addrets in Item |, please give complete address:

c .

€. Certification:

1 hereby certify that:

a. Al information ir. this registration certificate & true and complete,

b. The registrant has appropriste radittion measuring instruments to carry out the tests for which byproduct matesial will be used undes the
general lcense of 10 CFR 31.11, The tests will be performed only by personnel competent In the use of the instruments and in the

handling of the byproduct materials

€ I understand that Commission regulstions yequire that any change in the information fumnished by 3 registrant on this registration
certificate be reported to the Director of Licensing, within 30 days from the effective date of such change.

d ] have read and understand the provisions of Section 31.11 of AEC rcgulmom 10 CFR 31 (reprinted on the reverse side of this form) and
1 understand that the registrant fs required to comply with those provisions as to all byproduct material which he receives, acquires,

possesses, vses, or transfers undes the general license for which this Registration Certifi

o [ XN RS

Thomas W. Biggs, D.O.

te is filed with the Atomic Energy Comrrnmon.

X‘ Signcture of person ﬂhzéf fﬁ

—< Printed neme end title or positior of person filing form

‘\_/'

~

[2X X VIR

WARNING-18 U.S.C., Sectlon 1001; Act of June 25,1948, 62 Stat. 749, makes It a criminal offense 1o make a2 willfully talse statermant or
representation tc any cdegartment ©; agency of the Unlted States as to any matter witnin 1ts Jurholction,

Epcr O




CONDITIONS 20D Liv TATICNS OF GENERAL LICENSE 1S CFR 31,19

§31.11 Genera! license for use of byproduct
materials for certain in vitto clhnical or
hboratory testing.

{a) A general Nicense B heicby buved to
any physician, dlinjcal laboratory or bospital
to receive, acquire, possess, transfer, or use,
for any of the following stated fests, in
accordance with the provisions of paragrephs
(), (c), (d), (e), and (f) of this secticn, the
following byproduct materials in prepsckaged
units:

(1) lodine-125, in units not excecding 10
microcuries each for use in in vitro clinical or
bboratory tests not involving interna) or
external administration of byproduct materd
al, or the radistion therefrom, to human
beings or animals, ’

(2) lodine-13}, in unils not exceeding 10
microcuries each for use in in vitro clinical
or laboratory fests not involving Interna! or
external administration of byproduct materi-
sl, or the radiation thereftom,
beings or animals. . -

(3) Carbon-14, in units no: exceeding 10
microcuries each for use in in vitro clinical or
Laboratory tests not invalving fnfernal of
external sdministration of byproduct mater-
al, or the radiation therefrom, to human
beings or animals. L

(b)No person  shall recelve, “pequire,
posscss, use or transfer byproduct meferial
pursuant 1o the general Ycense established by
paragraph (a) of this section unti] he has filed
Form AEC-4B3, *’Registration Certificate~In
Vitro Testing with Byproduct Material Under
General License™, with the Director of Licers-
ing, U.S. Atomic Energy Commission, Wash-
ington, D.C. 20545, and received from the
Commission a validated copy of Form
ALC-483 with registration number assgned.
The registrant shall furnish on Form AEC483
the following information and such other
information as may be required by that form:

to human

(1}Nume and sddress of the registrant;

(2) The location of use; and ’

(A statement that the registrant has
sppropriate madiztion measuring instruments
to any out in vitro dinical or hhbonatory
tests with byproduct materials as suthorized
under the genesal license b puragraph {a) of
this section, and that such fests will be
pesformed only by personnel cormpetent in
the use of such instruments and in the

“handling of the byproduct materials,

(c)A person who receives, acquires,
possesses o1 uses byproduct material pursuant
to the general license established by paragraph
(a) of this section shall comply with the
following:

A1) The general licensee shall not possess at

any one time, pursuant to the general Bicense
in paragreph (a) of this section, st any one
focation of storage or use a total amount of
iodine-125 andfor iodine-13) in excess of 200
microcuries,
* (2)The general Licensec shall store the
byproduct material, until wsed, in the original
shipping container or in a container providing
equivalent ndiation profection.

(3)The general licensee shall use the
byproduct material only for the uses suthor-
ized by paragrsph (a) of this section. .

(4) The general licensee shall not transfer
the byproduct material to a person who b not
auvthorized fo receive it pursuant to a Lcense
issued by the Commission or an Agreement
Slate,’ nor transfer the byproduct material in
any sunner other than in the unopened,
labeled shipping container as received from
the supplier,

(d) The genera) Heensee shall not receive,
scquire, possess, or use byproduct material
pursuant fo paragraph (a) of this section:

(1) Except a3 prepackaged units which are
Libeled in accordance with the providons of &

cific license dssued undes the provisions of
g:ZJI of this chapter or in sccordance with

the provisions of a specific Beense Bsued by
an Agreement State, which authorizes manu-

facture and disuibution of jcdine-125,

dodine-131, or carbon-14 for distribution to
persons generally licensed by the Ageement
State, . .

(2) Unless the folowing statement, o1 a
substantially similar statement which contains
the information called for in the rollowing
statement, appears on a label affixed (o cach

" .prepackaged unit or appears in a lsaflet or

-brochure which accompanies the pact age:

. This radicactive materia! may be received,

“acquired, possessed, and used only by physi-
clans, clinical Laboratories or hospitals and
only for in vitro chinical or laboratury tests
not involving interral or externa} administra-
tion of the material, or the radiativn there-
fiom, to human beings or anima’s. l1s receipt,
acquisition, possession, use, and transfer are
subject 10 the regulations and a general license
of the US. Atomic Energy Commission o of
a8 State with which the Commission has
entered info an agreement for the exsrcise of
regulatory authonity, -

R I T

Name of manufacturer -

{e) The registrant possessing o1 wusing
byproduct materials under the genersd Leense
of paragraph (a) of this section shall xpart in
writing 1o the Director of Licensing any
changes in the information fumnished by +him
in the “Registration Certificate-In Viuo
Testing with Byproduct Material Under
Genenal License™, Form AEC483. The report
shall be furnished within 3(; days after the
efTective date of such change. :

(f) Any person using byproduci material

pursuant to the genesal license of paragraph
{2} of this section s exempt from th rediire-
ments of Parts 19 and 20 of this <hater with
respect 1o byproduct materials couvered by
that general license,

!

YA State 1c which the Commisson has Cansferred cortain re

NOTES °?

section 274 of the Atomic Eneigy Act of 1954, as amended,

. %A new triplicate set of this
regisirant as required by §3l.l](e).

if )arg.u quantities or other forms of byproduct materia) than those specified
“Application for Byproduct Materia! License,” Form AEC-313, should be filed ¢
spplication and segistration forms may be obtained from the United States Atomic

Regstration Certifizate, Form AEC-483, may be used to report

Materials Branch, Duectorate of Licensing, Regulation,

gulatory suthotity over radicactive material by forma! agreement, pursuant to

any change of information fumished by a

in the gineul Ucense of 10 CFR 31.11 ase requised, an
o oblain » specific byproduct material License. Copies of
Energy Commission, Washingion, D.C. 20545, Attention:

PO 72, 42
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