Form AEC-483 . i : Us. ATOMIC ENERGY COMMISSION ) Form Approved
1774 - Budgset Bureau No,
tocena | REGISTRATION CERTIFICATE—IN VITRO TESTING : 38—RO 160

WITH BYPRODUCT MATERIAL UNDER GENERAL LICENSE .

Section 31:11 of 10 CFR 3l uubﬂshcl a genenl Hcemc authorizmg phyliclam, clinical laboratoncs and hospitals to posses,

b/ ccrtain small quantities of byproduct material for in vitro clinica! or laboratory tests not Involving the internal or extergal’
= administration of the byproduct material or the radiation therefrom to human beings or animals, Possession of byproduct
material undesr 10 CFR 31,11 is not authorized until the physician, clinical laboratory, or hospital has filed Form A 483

and xcccxved from the Commlsslon a validated copy of Form AEC-483 with xegisttation number. L.

. i’ , 9.
M'l Ch&&] ‘J Bonczak M D. 9’ P.C'. : I I | h.ércby;bpl'y fora rcg.Jmatlon huhkr pursuﬁnt to
23800 Orchard Lake Road R §31.11, 10 CFR 31 for use of byproduct materials
Suite’ 203 » . . : for (please check one block only)

R 50, o ’ ﬂ a. Myself, a duly licensed physician authorized to-
. RO Farm]ngt‘on.. H1 .H S’ ] e T <o 0 e dispense drugs in the practice of medicine, ¢
: i e " " 0O b, The above-named clinical laboratory.

" O 'c.” The above-named hospital. ' .
4, To be completed by the Atomic Energy Commission

.[-~ .

INSTRUCTIONS ~ »y' v " fr.
1. Submit this form in txipllca}e 30{

Director of Licensing = = s Registration number:  ~ - 5955
chﬁlgr:;\ M_atcnaf.s Branch L ATORY COMMISSION -
o 'U.S. Atomic Energy Commlssioq - Ls L e e K
= Washington, D.C. 20545 - "~ I "
2z 2, Please print or type the name and pdduu R :
£ (including zip code) of  the “rpglsirant - -‘=r.'f IR
e physician, clinicial hbontary. [24 hospltel - - o 7
Tk for whom or for which thlg reglstratiomr 'L ---
i f:zm nsﬁ;:;i Pt?:;’t;or;c trl‘xe ;‘u:t l_eldterdor mif R Shirley A. Crutchfield “November 29,:1982
- e ’ :x ¢ :;;s the (:‘: dress beyon : th:u o 8}: ;:t.' L {If this is an initial registration, leave this space blank — number to be
e - (At~AEC, a re strxult’m number will be - - . . assigned by AEC. If this is a change of information from a previously
L & o registered general licensee, include your registration number.) .

_ assigned and. a. validated copy :of Form
./ AEC-483 will be retumed.) -- :

‘5. If place of use is differcnt frorn qéd;;gl_ln Item 1, please glve complete address: - T — S S

. .
e,

6. Certification: p S e

I hereby certify that: . :
—+ -~ .- 3, - All information in this regisu'atxon eemﬁcatc is true and complcte. . 4 LT ‘. T

. . b.-The registrant has appropriate radlatlon measuring instruments to carry out the tests for ‘which byproduct matcna] will be used undcr the
- ... general-license of 10 CFR 31.11, The tests will be pexformed only by personnc! competent in the use of the mstruments and in the
- handling of the byproduct materials, - ] - .

.c I understand that Commission regulations require that any change in the information furnished by a registrant on this rchstranon '
cemrcate bc xcporlcd to the Ducctor of Ucensmg, within 30 days from the cffectlve date of such change.

d. I have mad and understand thc provislons of Section 31.11 of AEC regulahons 10 CFR 31 (reprinted on the reverse side of t}us l’orm). and

1 understand that the registrant is required to comply with those provisions as to all bypxoduct material which he receives, acquires,
posscsscs uses, or transfers under thc general license for which this Registration Certificate is filed with the Atomic Energy Commission.

Date /0v/3~fok.. . By

/7/,/4—;
" SignafirEf batson ftimyform——
U Fom weF aed M1chae1 J. Bonczak, M.D., P.C.

Pnnled name and title or position of person filing form

WARNING-IB U.S.C., Sectlon 1001; Act of June 25, 1948; 62 Stat. 749; makaes It a criminal offense to make a willtully false statement or
representation Lo any department or agency of the Unlted States as to any matter within 1ts Jurisdiction.




CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11 .

§31 11 General license for use of byproduct '

materials for certain in vitxo clinical or :

laboratory testing,

(a) A general license is her:by lksued to-—-
any physician, clinical laboratory or hospital |
to reccive, acquire, possess, transfer, or use,
for any of the following statcd tests, in
accordance with the provisions of paragraphs
(b), (c), (d), (c), and (f) of this sectlon, the
following bypxoduét materials in prepackaged
units:

(1) lodine-125, in units not cxccchng 10
microcuries each for usc in in vitro clinical or
;. laboratory tests not involving internal or
external administration of byproduct msterd---
al, or the radiation: t]xcxcfmm, to human ...
bcmgs or animals, Caa ? '

@) lodine-131, in units not exceeding 10
microcuries each for use in in vitro clinical
or laboratory tests not- involving. Internal or
external administration of byproduct materi-
al, or the radiation lhercfrom, to h.xman
beings or ammals

(3) Carbon-14, in units not excccding 10
nucrom‘mcs each fox use in in vitro clinical or
laboratory’ tests not involving 1ntcmal or
external administration of byproduct mater-
al, or the radiation tbcxcfxom, to human
beings or animals,

(b)No person shall reccivo, gcqulre,
possess, use or transfer byproduct material
pursuant to the general license established by
paragraph (a) of this section until he has filed
Form AEC-483, “Registration Certificate—In_
Vitro Testing with Byproduct Material Under
General License™, with the Director of Licens-
ing, U.S. Atomic Energy Commission, Wash-
ington, D.C.- 20545, and received from the
Commission a validated copy of Form
AEC-483 with registzation number assigned.
The registrant shall furnish on Form AEC-483
the following information and such other
information as may be required by that form:

(1) Name md addxcss ofthe xcgstnnt, . ".

(2) The location of use; and "

(3) A istatement that the ng:stxant has
npproprlate radiation measuring instruments
to-carry -out-in vitro dlinical 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 compctcnt in
the use of such instruments and in the
handling of the byproduct materials,

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

(1) The general licensee shall not possess at

any one time, pursuant {o the general license. .
in paragraph (a) of this section, at any one:-

location of storage.or. use a total amount of ..

.iodine-125 and/or iodine-131 in excess of "00

microcuries,

* (2)The general licensee shall store . the
byproduct material, until used, in the original
shipping container or ina container providing
equivalent radiation profection.

(3) The general licensee shall use the
byproduct material only for the uses author-
ized by paragraph (a) of this section, -

"(4) The gencral licensee shall not transfer
the byproduct material to a person who is not
authorlzed to receive it pursuant to a license.
issued by the Commission or an Aycemcnt'
Slatc,l nor transfer the byproduct material in
any manner other than in the unopened, -

. labeled shxpping container as received from

the supplier, -
(d) The general licensee shall not rcccive
acquire, possess, or use byproduct matcnal

«.pursuant to paragraph (a) of this section:

(1) Except as prepackaged units which are

-Jabeled in accordance with the provisions of a

cific license Issued under the provisions of
32.71 of this chapter or in accordance with

w

-+

ks

the provisions of a specific license issued by
an Agreement State, which authorizes manu-
facture and distribution of jcdine-125
fodine-131, or ¢arbon-14 for distribution
persons genexally hccnscd by the Agreemer.
State, -

(2) Unless the foﬂowmg statement, or a
substantially similar statement which contains
the information called for in the following
statement, appears on a label affixed to each
prepackaged unit or appears in a l=aflet or
brochure whjch accompanies the package:

This radioactive material may be received,
chuucd possessed, and used only hy phys:-

_dans, clinical laboratories or hospitals and

only for in vitro clinical or faboratory tests

e g

i

-

not involving internal or external administra- .

tion of the material, or the radiativn there-
from, to human bcmgs or animals. Its receipt,
acquisition, possession, use, and transfer. are

subject to the regulations and a genesal license - -

of the U.S. Atomic Energy. Commission or of
a State with which -the Commission has
entered into an agreement for the exsrcise of
regulatory authority. :

Name of manufacturer .

() Thc segistrant --possessing or using
byproduct materials under the general hccnsc
of paragraph (a) of this section shall ‘cpon in
writing -to the Director - of Licensing any
changes in the information fumished by him
*in the “Registration Certificate~In Vitro
Testing - -with - Byproduct Material Under
Ceneral License”, Form AEC-483. The report
shall be furmshcd within 3(; days after thr
cffective date of such change.

() Any person-using -byproduct materiz
pursuant to the gencral license of parangh

-(a) of this scction is exempt from th.: require-

ments of Parts 19 and 20 of this thapter with
respect to byproduct materals covcrcd; by
that general license,

NOTES °*

! A State to which the Comm{sslon has transferred certain rcgulatory aulhonly over nd'oacuve matcnal by formal agxccment pursuant to’

section 274 of the Atomic Energy Act of 1954,

‘ 2A new. mphcztc sct_of this Registration Cenif'cnlc,

‘ch]s“inl as required by §31, 11(e).

lf larger quantities or othcr forms of bypxoduct matcnal 1han those s
*“Application for Byproduct Materfal License,”

as amended, . . e

Fonn-AEC-483, may. be.used to tcpon any change of information fumished by a

pecified in the gcncral license of 10 CFR 31. ll are required, an

Form AEC-313, should be filed to obtain a specific byproduct material license. Copies of
application and registration forms may be obtained from the United States Atomic Encxgy Commmnon Washmgton D.C. 20545 Attention:
M.:lcmls Branch, Duecloratc of Llccnslng. chu!ahon.
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