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" REGISTRATION CERTIFICATE—IN VITRO TESTING
- WITH BYPRQDUCT MATERIAL UNDER GENERAL LICENSE

Section 31.31 of 10 CFR 31 establishes a general license puthorizing physicians, clinieal laboratories, and hospitals
certain small quantitics of byproduct matesial for in vitro clinical or laboratory tests nol involving the internal Ar external
administration of the by pmducl material or the radiation therefrom to huwman beings or animals, Fossession of byproduct
_ material under 10 CFR 31,11 is not authorized until the physician, clinical laboratory, or hospital has filed lorn AEC-483 and -
~ received from the Commission a validated copy of Form ALC 183 mth registration number,

O POFESCRS

s

R © - o ’ .»". ’ ) ' - o

ER I .

PINCKNEY CLINICAL LABORA’IORY e o
3?5 North Mill street ™ cee i
Pinckney, Mlchlgan h8169

‘3. 1 hereby apply for a repistration number pursuant to §
31.11, 10 CFR 31 for usc of byproduct materials for
{pl(’ast' check one block only)

~[J a. Myself, a duly licensed physician authorized to

- dispense drugs in the practice of medicine.

; @ b. The above-named clinical Jaboratory.

D c. Thc above-named hospital.

. : c . e ATt v 4 To be completed by the Atomic Energy Commission
« - INSTRUCTIONS ~ . LR R A O f ST »
e 1 Submit this form in triplicate to: : : T Registration number: - l
h """ United States Atomic Energy (f,‘(immission SR L 1 Er T . ’ H
: . Atlention: Directorate of Licensing, e ST f o
SR _ : Materials Branch Us Se ATOMIC ENERGY
: T " Washington, D.C. 20545 , : : .
N 2 Pleasc print or type the name and address . - st . )
i (including zip code) of the registrant ' ’ o )
physician, clincial laboratory, or hospital for = - : I
whom or for whch this registration form is . . ey
. filed. Position the first letter of the address BY: “Clarence A. Heb 4/11/7‘&
" below the left dot and do not extend the o (Leave this space blank—number to be assigned by AEC)

address beyond the right dot. (At AEC, a

registration number will be assigned and a
" validated copy of I‘orm AEC- 483 wnll be

returned,) - , 3
: 5. If place of use is different from address in Item 1, please give complete address: ' L ;.‘ T ST e
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6. Cerltification:

PR - s

Tro lhcrcby ccmfy that:

«'"-"-"a.

'All mformatlon in llus rcgmrahon c»mﬁcate istruc and compleie.

b

“The xcp,xs!r:m( has appropriate radmhon measuriag instruments to carry out the tests for which byproduct material will be used under the
pencral license of 10 CFR 31.11. The tests will Le pufonined only by personnet competent in the use of the instruments and in the handling
of the byproduct materials.

I understand that Commission regulations require that any change in the information furnished by a registrant on this registration ccruﬁ.,atc
be rcported to the Directorate of Licensing, Materials Branch, within 30 days from the cffective date of such change.

e

a

I have read and understand the provisions of Section 31,11 of AEC repulations 10 CFR 31 (reprinted on the reverse side of this form); and 1
. understand that the registrant is required to comply with those provisions as to all by product material which lie receives, acquires, possesses,
- - uses, or transfers under the general license for which this Registration Certificate is filed with the Atomic Encrgy Commission,

e ADnc h"l"'“‘ "By
’ . - Signature of person filing form

T, D, Yanga, MD.

N . PBita D. Crohnert, M ith Office of

Printed name and title or position of person filing form

T . . - .

WARNING =18 U.S.C., Scction 1001; Act of June 25, 1918; G2 Stat, 749; makes it o criminatl offense to make o witlifully {alse statement or -
representation to uny department or agency of the United States o5 to any matter within its jurisdiction,
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CONDITIONS AND LINITATIONS OF GENEHRAL LICENSE 10 CFR 31.11 S

§31.11 Coneral Yeease for ese of jodine-125
or jodine-130 for in vitro clinieal or
laboratory testing, :

(@) A general license is hereby issued to any
physicion, clinieat laboratory, or hospital to
receive; acquire, possess, transfer or use, for any
of the following stated tests, in accordance with
the provisions of paragraphs (b), (¢), (1), (e),
and () of thidseetion, the following byproduct
maderials in prepackaged units:

(1) lodine-125, in units not exceeding 10
microcuries cach "for use in vitro clinical or
Iaboratory tests not  involving internal or
externel administration of by product material,
or the radiation therefreny, to human beings or
animals,

(L) No person shall receive, acquire, possess,
use or transfer by product materizl pursuant to
e general license established by paragraph (a)
of this section until he has filed Torm
AEC4R3, “Registration Certificate--In Vitro
Testing with Byproduct Material Uncer General
License™, wiil the Directorate of Licensing,
Matoriali— Rypaoh,  1LR, . Atomic. Fnerpy
Commission, Washinglon, D.C. 20§15, and
teceived from the Commission a validated copy
of Form ARC-483 with registralion number
assigned, The repistrant shalt furnish on Form
ALCAS3 (e following information and such
other information as may be requised by that
form:

(1) Name and adress of the registrant;

(2) The location of use; and )

(3) A statement that the registrant  has
appropriate radiation measuring instruments to
carry out in vitro clinical or laboratory tests
with byproduct nmateriels as avthorized under
the general licenss in paragraph (a) of this
scetion, and that such tests will be performed
only by personnel comnpetent in the use of such
instruments and in the handling of the
byproduct muterials,

(€) A person who o receives,  acqnircs,
passesses or uses by product amaterial pursuant
to the general license established by parageaph
(@) of this section shall comply with the
following:

(1Y The geavral licensee shall not possess at
any one time, pussuant (o the gencsal license in
paragraph (@) of this section, at any onc
location of sterage or use a total amount of
jodine-125 andjor iodine-131 i1 excess of 200
microcuries,

(2) The general licensee shall store the
byproduct material, watil used, in the orizinal
shipping container or in a container providing
cuivalent radiation protection,

'(3) The general licensee shall use the

byproduct material enly for the nses authorized

“by paragraph (a) of thic section.

(4) The general licensee shall not transter
the byproduct material fo a person who is not
authorized to receive it pursuant to a license
issued by the Commission or an Agreement

. . 1 A U O By oL I syodreinl 4
State, " noi transler the byproduct materizt in

any manner other than in the unepened, -

labeled shipping container as received from the
suppilier. - .

(d) The general licensee shall not receive,
acquire, possess, or use- byproduct material
purstant to paragraph (2} of this section:

(1} Except as prepackaged units which are
fabeled in accordance with the provisions of a
specific license issued under the provisions of
§32.71 of this chapier or in accordance with
the provisions of a specific license issned by an

'A State to “which” the Commission has
transferred certain regulatory authority over
radioactive  material by formal agieement,
pursuant to section 274 of the Atomic Energy
Act of 1954, as amendezd.

Agrecmenl  State, whichh snihodizes ﬂ
manufacture and distribution of fodine-1°
jodine-131 for distribution to persons gr .
licensed by the Agtecement State, '\/,,d’
(2) Unless the following statement, 7 §
substantially shinilar statement which contains
the informution colled Tor in the following
statement, appears on a label affixed to each §
prepackaged unit or appears in a leaflet or ]!
brochure which accompanies the package: :

This radiozetive material may be received,
acquired, possesed, and used only by
physicians, clinical laboratorices or hospitals and
only for in vitro. clinical or laboriatory tests not ~
involving internal or external administration of

‘the muaterial or the radiation therefront to

human  beings, or  animals. Hs  receipt,

- aequisition, possession, use, and trensfer are

subject o the regulations and a gencrat license
of the U.S, Atomic Energy Commission orofa
State with which the Commissian hus entered |
into an agreement for the exercise of regulatory
authority.

Bio-Dynamics', Inc.
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(e) The registrant  possessing  or  using
byproduct materials under the general license
of paragraph (1) of this section shall report in
writing 1o the Directorate of Licensing,
Materjals Branch, any changes in information
furnished by him in the ‘‘Registration
Certificate—In Vitro Testing with Byproduct
Matcrial Under General License”, Fovm
AEC- 483, The report shalt be turnished within
30 days after the cffective date of such char .
. (M) Any person using Lypreduct nie
pursuant to the general license of paragrap. ‘J
of this section is exempt from the rcquircmﬁ
of Part 20 of this chapter with respect to
byproduct malerials covered by that general
license.

NOTE

If larger quantities or other forms of byproduct material than those specified in the

“Application for Byproduet Material License,” Form AEC-313,

Directorate on Licensing.,

f

general license of 10 CFR 31,11 are required, an
should be filed to obtain a specitic bypreduct material license. Copies of application
-and registration forms may be obtained from the United States Atomic Encigy Commission, Washington, D.C, 20545, Attention: Materials Branch,




