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REGISTRATION CERTIFICATE-IN VITRO TESTING

WITH BYPRODUCT MATERIAL UNDER GENERAL LICENSE
Section 31.11 of 10 CIlR 31 establikhles a general liecnise. authorizing priysiciatis, clinical lijhratories. and hosj Ials lo possma

cetlaiii snmall qualit ilies of byprodcirt waterial for in vilro clinical or lIJoralorv Irsts not involving the intr' Kal or rxiernal

administration of tIhe lvproduct in.teri.al or the radiation therefrom to hu11mall beings or animials. l'ossessio of bprduct

material under 10 (11t 31.11 is not antlhoized until tIre physician. clinical Idbratory, or hospital has filed Form AEC(:-4113 and

received from the Conmnmission a validated copy of Form AE.C--1'13 %with registration numbbcr. 1herever the words "Aton
1Enrargy Commissione or "Commission" appear in this registration, they mean the Nuc
regulatory Commission created by Public LT 93-438 and Executive Order to., 11834.

Lewis D. Kaufman, M.D..
4002 N. Saginaw St.
Flint, Michigan 48505

3. 1 hereby apply for a registration number pursuant lo 3,
* 31.11, 10 CFR 31 for use of byproduct materials for

(pcasc checc- onc block only)
0 a. lMyself, a duly licensed physicbin authorized to

dispense drugs in the practice of medicine.

o] b. The abovc-named clinisal laboratory.

. D c. The above-named hospital.

4. To be completed by the Atomic Energy Commission
INSTRUCrIONS
1. Submit this form in triplicate to:

United States Atomic Ener y Commission
Attention: Directorate of Licensing,

Materials 13rinch
- V.Washington, D.C. 20545

2. Please print or type the name and address
(including zip code) of the registrant
physician, clincinI laboratory, or hospital for
whom or for whch this registration form is
filed. Position the first letter of the 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
validated copy of Form AEC-483 will be
returned.)

For the U1. S.
Registration number: Z12G

liucl /u ry Comrmiss ion

IIY: Clarence A. ilcbr J .4/17175
(Leave this space hf-nk-nuynber to be assivgct by AEC)

S. If place of use is different from address in Item I, please give complete address:

6. Certification:

I hereby cc;tify that:

a. All Inz01iliaicin .n this registration ccrtificate is true and co.pIlete.

b. The registrant has appropriate radiation measuring instruments to carry out the tests for which byproduct material will be used under the

general licensc of 10 Cl-IR 31.11. The tests will bc performed only by personnel competent in the use of the instruments and in the handling

of the byproduct materials.

c. I tnderstand that Commission regulations require that any changc in the information furnished by a registrant on this registration ccrtificate

be reported to the Directorate of Licensing, Materials Branch, wvithin 30 days from the Lffective date of such change.

d. I have read and understand the provisionsof Section 31.11 of AECregutations 10 Cl'R 31 (reprinted on the reverse side of this form);and I

understand that the registrant is required to comply with those provisions as to all byproduct material w'hich lie receives, acquires, possesses,

uses, or transfers under the gencral license for wvhich this Registration Certificate is filed with the Atomic Energy Commission.

D Y~±i sf�vK:�
Date 5 31- * I I

Signature of person filing formI,

Irintel itlate and titlc or position of person Jiling fir:n

WAtINNING-11 U.S.C., S Ctiol 1001; Act of JuneI 25. 19411; G2 Stot. 740; mnakes it n crinina t of Iense to make a willilolly false statemrOnt or

representa;tion to any de-partment or ajoncV of the United Stntes is to nny matter within its jurisdiction.
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CONDITIONS AND LIMITATIONS 0l: GENER1AL LICENSE 10 CFR 31.11

§31.11 Gcneral liccnsc for usc of iodinc,-12S
or loodincel3I r in vitro clinical or
laboratory tcsting.

(a) A gcncral liconse is hercby issucl to any
physician. clinical laboratory, or hospital to
teceivc, acquire, posscss, transfer or usc, for any
or the following staled tcsts, in accordance with
the provisions of paiagraphs (b), (c), (d), (c).
and (I) of this section, thc following byproduct
matcrials in piepackaiged units:

(1) Iodine-1 25, in units not cxceeding 10
m iCrocuriCs each for use in vitro clinical or
laboratory tests not involving intern3l or
external administration of byproduct material,
or the radiation thecefrom, to human beings or
animals.

(b) No person shall receive, acquire, posscss,
ise or transfcr byproduct material pursuant to

the general liccise establisliecl by paragraph (a)
of this section until hc has filcd Form
AlC-483, "Registration Ccrtificate-In Vitro
Testing with Byproduct Matcrial Under Ccneral
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 AEC4S3 with registration number
assigned. The registrant shall furnish on Form
ArEC483 the following information- and such
otheir 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

apn r-priate radiation measuring instruments 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 test- will be performed
only by personnel competent in the use of such
instruments and in the handling of the
byproduct materials.

(c) A person whl atecrives, acquires,
possesses or uses byproduct material pursua:nt
to the general license establtlicsd by paragra ph
(a) of this section shall comply with the
following:

(I) The gencral licensee shall not possess at
any one time, pursuant to 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 iodinc-131 in excess of 200
microcurics.

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

(3) 'Tlie general licensee shall 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 to a person wlho 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 swith the provisions of a
specific license issued unt a; tie provisions of
§32.71 of this chapter or in accordance svitli
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.

Agreenient S ta'0e, whlch-. atIhorizes t
n1a n uflaCtUTC anil distriiit inn of iodiiric-l'!5 or
iodinc-I 31 fir distribution to persons generally
licensed by the Agreetment Stnte.

(2) Unless the lollosving statement, or a-
substantially similar statement which eontainri
the information called for in the following
statement, appiears on a label alfixcd to each
prepackaged unit or appcars in a Icallet or
brochure which accompasnies the p:akage:

This radioactive material maoy he received,
acquired, posswsed. and used only by
physici ans, clinicile laboratories (rt hospit als and
only for in vitro clinical or laboratotvy tcsts not
involving intcrn:il or externa at ali didiistrit iin of
the material or tihe radtliatini ttie refrom to
human beings or animnals. Its receipt.
acquisition, liossession, use, atin transfer are
subject to the regulations and a general license
of the U.S. Atomic Energy Commissioti or Or a
Slate with %which the Commissioni has entered
into an agreement for the exercise of regulatory
authority.

_______________ ____________

Name of manufacturer

(e) The registrant possessing or using
byproduct materials under the gencral license
or paragraphs (a) of this section shall report in
writing to the Directorate of Licensing,
Materials Branch, any changes in inrormalion
furnished by him in the "Registration
Certificate-In Vitro Testing with Blyproduct
Material Under General lieense", Form
AEC- 483. The report shall be furnishied within
30 days after the effective date of such ch3nge.

(I) Any. person using byproduct material
pursuant to the general license or paragraph (a)
of this section is exemipt from the requirezcnnts-<
of Part 20 of this chapter wvith respect tc
byproduct materials covered by that general.
license.

NOTE

If larger quantities or other forms of byproduct material than those specified in the general license of 10 CFIR 31.11 are required, an
"Application for Byproduct Material License," lForm 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, WVashington, D.C. 20545, Attention: Materials Branch,
Directorate of Licensing.
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