
Form AEC-483 Form Aoprovod
(5/72) U.S. ATOMIC ENERGY COMMISSION Budget t:ureau No.

10 CFR 31 3S-8D160

RPEGISTRATION CERTIFICATE-IN V!TRO TESTING
WITH BEYPRO}DUCT Mzr IAT ERIAL U 0 ER GrEN E-RAL Ll CENSE /

Serlioji 31.11 of I0 Cl 31 3ealablisles a geincr.d liremse alitlihrfizing physicians, ciniCIal labortorit, andt hospilS lo po.-r^s

certain small qusinlitics of hyl)roduict inaterial for in vitro clhnical or laboratory tests not involving the interr or external
aduiniistration of the byprodiuct materiMl or the radiation therefrom to hutnma heings or anijials. Posaseio of b-proolurt
lmlateridl under 1(0 (:F t 1..1.1 i- not alithoirivo l utilul h. pin yjicia, clinicat laiiu.trtttory or hospital lh.s filed i: aroiluet

r' -ei v.:d froin tdw Cut idatei..a a va ida ted eo; I F-r:n A EC-483 w t r-g.ilra iot wu .tbrr. /

Leonard S. Linkner,M.D.,F.A.C.P. 3. 1 hereby apply for a rc 4stration number pursu:int to s

17000 West Eight Mile Rd. . 31.11, 10 CFR 31 for use of byproduct ma: riak Ior
Southfield, Michigan 48075 (plese chleck- one blockonly)

a. Myself, a duly licensed physician authorized to
dispense drugs in the practice of medicine.

0 b. The above-named clinical laboratory.

o3 c. The above-named hospital.

4. To be completed by the Atomic Energy Commission
INSTRUCTIONS
1. Submit this form in triplicate to: - Registration number:

United States Atomic Energy Commission - 2466
Attention: Dirtctorate of Licens: g,. 5 , AT~iC E - -

Materials Branch 11 * (M SO
Washingcrn. D.C. 20545

2. Please print or type tlhe name and address 0
(including zip c!i) of the registrant
physician, clinci a ra:ory, or hospital for
whom or for - :.s cgistration form is
filec. Poskioi tx-^ : ! - 'r ef the address A*tCrne^ llbi ~ o7
beiow the l t ,- 'o not extend the Se- : gcr to be assigned by
address bey- : .z -. dot. (At AEC, a

-ion a e asstined and a
-- a~:esc =qv A-EC-433 wi-l be

5. If : ot i s 'L - address in Item 1, please give complete address-

6. Ce-6ftcation:

I hereby certify tl.:-

a. All information r* rezismtion certificate is true and complete.

b. The registrant ha- :zr-:n'nribte radiation measuring instruments to carry out the tests for which byproduct material will be used under the
general license of 13 CT-R 31.1 1. The tests will be performed only by personnel competent in the use of the instruments and in the handling
of the byproduct . .uls

c. I understand that Ct-irnission regubtions require that any change in the information furnished by a registrant on this registration certificate
be reported to the D-ectorate of Licensirg, Material's Branch, within 30 days from the effcctive date of such change.

d. I have read and urderstand the provisions of Section 31.11 of AEC regulations 10 CFR 31 (reprinted on the reverse side of this forn);and I
understand that the reanstrant is required to comply %vith those provistons as to all byproduct material which he receives, acquires, possesses,
uses, or transfers under the general license for which this Registration Certificate is filed with the Atomic Energy Commission.

Date 3 B7 Dy a4J4, ii
Signature of person filing forn

Leonard 8. LUnkner. M.D., Owner
Printed noose and title or position of person filing fiortn

WARNING-18 U.S.C., Section 1001; Act of June 25, 19418;62 S rt. 749; makes it a criminal offense to make a willtif 'Vy falses statement or
representation to any department or agency of the United States as to any matter within its jurisdiction. -



CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11

§31.11 General licenwe for use of iodine-t25
or iodine-131 for in vitro clinical or
laboratory testing.

(a) A general license is hereby issued to any
plysiCian, clinical lab1oratory, or hospital to
rect-ve, an4utre, poa ass* rraifscr or use, for any

Vr the 1I0t,,wiit Stated !eits. in IcCordLlnce with

I!:' 1 . A:,os p.r:ra a a)t . (c). (d), (e),
aiid t(: ) war: is sectioni, ihe: % lowing byproduct
nmutri:ils in prep:ackaged tiiit;:

(I) lodine-125, in units not exceeding 10
microcuries each for uise in vitro clinical or
laboratory tests not involving internal or
external administration of byproduct rnaterial,
or the radiation therefrom, to human beings or
animals.

(b) No person shall receive, acquire, 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 Certificatc-In Vitro
Testing with Byproduct Material Under General
License", with the Directorate of Licensing,
Materials Branch, U.S. Atomic Energy
Commission, Washington, D.C. 20545, and
received from the Commission a validated copy
of Form AEC483 with registration number
assigned. The registrant shall furnish on Form
AEC483 the following information and such
qther information as may be required 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 mneasuring iristruments to
carry out in vitro clinical or laboratory tests
with byproduct materials as authorized under
the general license in pur-±graph (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 vho receives, acquires,
possceses or uses byproduct material pursuant
to the general license established by paragraph
(a) of this section shalt comply with the
following:

(1) The general licensee shall not possessat
any one tine, puisuant to isle geneial licensc in

raraipti 0A) of this Section. vat aiy In-
tnc:itioi o sytora.te or usc a tOtal f.lustitr
iodine-I 25 and/or iodine-I 31 in excess of 200
microcur~ci.

(2) The general licensee shall store the
byproduct material, until used, in the original
shippithg container or in a container providing
equivalent radiation protection.

(3) The general licensee 'shaU use the
byproduct material only for the uses authorized
by paragraph (a) of this section.

-- (4) The general licensee shall not transfer
the byproduct material tr a person Who is not
authorized to receive it pursuant to a license
issued by the Commission or an Agreement
State,' nor transfer the byproduct material in
any manner other than in the unopened,
labeled shipping container as received from the
supplier.

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

(1) Except as prepackaged units which are
labeled in accordance with the provisions of a
specific license issued under the provisions of
§32.71 of this chapter or in accordance with
the provisions of a specific license issued by an

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

Agreement State, which aitlihorites .
nianufacture and distribution or iodine-l 25 or
iodine-l 31 for distribution to persons genet
licensed by the Agreement State.

(2) Unless the following statement,
substantially similar statement which contains
the information caled fuir in the foIlowinug
,,(:Oen lenzt, appnelr, Gs i! !1l. :1'e X xi-A *l . * ce

4--p:. li 'lunit )r .rc:.ri ;!p.. ',:-:it or
b {};(ait-r5 ishichicc ; pa. CS ¶1 C ;':il C'< ,!: ':",

This radioactive m3terill may be ruccivud,
acquired, possescdl. ted used only by
physicians, clinical lab3oralorivs or ho.ipitals and
only for in vitro clinical or laboratory tvils not
involving internal or external administration of
the material or the radiation tiierefrrim to
human beings or animals. Its receipt,
acquisition, possession, use. and transfer are
subject to the regulations and a general license
of the U.S. Atomic Energy Commission or of a
State with which the Commission has entered
into an agreement for the exercise of regulatory
authority.

____________________________

Name of manufacturer

(e) The registrant possessing or using
byproduct materials under the general license
of paragraph (a) of this section shall report in
writing to the Directorate of Licensing,
Materials Branch, any changes in information
furnished by him in the "Registration
Certificate-In Vitro Testing with Byproduct
Material Under General License", Form
AEC- 483. The report shall be furnished within
30 days after the effective date or such chance.

(f) Any person using byproduct ma
pursuant to the general license of paragra
of this section is exempt from the requiret.../
of Part 20 of this chapter with respect to
byproduct materials covered by that general
license.

. _ . _ _ . .- -D ,

NOTE

If larger quantities or other forms of byproduct material than those specified in the general license of 10 CFR 31.11 are required, an

"Application for Byproduct Material License,' 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 Energy Commission, Washington, D.C. 20545, Attention: Materials Branch,

Directorate of licensing.
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