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REGISTRATION CERTIFICATE-IN VITRO TESTING
e WITH BYPRODUCT MATERIAL UNDER GENERAL LICENSE./

Section 31.11 of I( C1II 31 estahlkihes a gencral liceense authorizing pfivsiciasis, clinical lIaonrlorie.s andlKospitahr to 0os ers
cc:lain small qua( t iifirS of Ibyprodiict mn.irtrill for in rilro clinical or liboratory tlStS not involving the internal or c I. nal

administration of thre vyproduct nutterial or thc radiation therefromn to umian beingi or animail. Pwosession orf ypri uct

material under 10 (:1I1 31.11 is not authorized until the physilan. clinical laboratory. or hospital has filed Form AE(:-C and

rceivcd from the CUomIIlission 2 validated copy of Form AEC-1433 Avith registration numbcr.
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ST*. Jos MICHIGAN 4188j9

3. 1 hereby apply for a registration number pursuant to §

31.11, 10 CFR 31 for usc of byproduct materials for
(please check one block onlyJ
a. Myself, a duly licensed physician authorized to

dispcnse drugs in the practice of medicine.

o b. The abovc-namcd clinica1 laboratory.

O c. The abovc-saamed hospital.

INSTRUC7IONS ,
I. Submit this form in triplicate to:

United States Atomic Energy Commission
Attention: Dircctorate of Licensing,

Matcrials Brznch
WVashington, D.C. 20545

2. Please print or type thz name and address
(including zip code) of the registrant
physician, clincial laboratory, or hospital for
whom or for whch this registration form is
filed. Position the first lettcr of the address
below the left dot and do noi exte-d the
address beyond the right dot. (At AE.C, a
icgistration numbcr will be assigned and a
validated copy of Form AEC-483 will be
returned.)

4. To be completed by the Atomic Energy Commission

Registration number: 537
.5 7

FOR THE U. S. N CO 4tSSION

ac fills "ce h ner ro he assicZ}EC

5. If place of use is different from address in Item 1, please give complete address:

911 ast State Street
suite B
St. IoZneo Kidaiman 45879

6. Certification:

I hereby certify that:

a. All information in this registration certificate is true and complete.

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

gencial license of It C171, 31.11. Thc tests will be pcrformed only by personnel competent in the use of the instrumcnts and in the handling

of the byproduct materials.
c. I understand that Commission regulations require th3t any chanfc in the information furnished by a registrant on this registration certificate

be reported to the Directorate of Licensing, Mlatcrials Branch, within 30 days from the dcffctive date of such change.

d. I have read and understand the provisions of Section 31.11 of AEC regulations 10 C1'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 which he receives, acquires, possesses,

uses, or transfers under the gencral license for which this Registration Certificate is filed with the Atomic Energy Commission.
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WARINING-18 U.S.C., Scctiun 1 t01; Act of June 25. 1948U G? Stat. 7,19; mekes it a crimnina offentse to makve o witliutly fatxs statem'nnt or

representation to nnly departnlent or arroncy of the United States n: to nny matter within its jurisdiction. I
I
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CONDITIONS AND LIMITATIONS OF GENEIiAL LICENSE 10 CFR 31.11

§31.11 General license for use of iodinc-125
or iodine-131 for in vitro clinical or
laboratory testilig.

(a) A gencral license is hereby issued to any
physician, clinical laboratlory, or hospital to
receivc, acquire, posscs-. transier or use, ror any
of the following stated tests, in accordance with
the provisions or paigraiphs (b), (c), (di). (e),
and (1) of this section, I Ic following byproduct
malerials in piepa ckaged units:

(1) lodinc-125, in units not cxceeding 10
imicrocuries each for use in vitro clinical or

laboratory tests not involving internal or
external administration (if byproduct material,
or the radiation therefrom, to htuinan beings or
animals.

(b) No person shall rcccive, acquire, possess,
use or transfer byproduct material pursuant to
the general license cstablisied by paragraph (3)
of this section until he has filed Form
AECG483, "Registration Certificate-In Vitro
Testing with Byproduct M!aterial Under General
License", with the Directorate of Licensing,
Matcrials Branch, U.S. Atomic Energy
Commission, Washington, D.C. 20545, and
received fromi tltc Conisnission a validated copy
of Form AEC-4S3 wvith registration number
assigned.:TlIc registrant shaill furnish on Form
AEC483 the following information and such
other 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

apprnpriate radiation measuring instruments to
caz,, ou: in vitro clinical or laboratory tests
with byproduct materials as authorized under
the general license, in par3graph (a) of this
section, and tMat 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 who receives, acqriires,
possesses or uses byproduct nmatcri3l pursuant
to the general license cstablisied by paragraph
(a) of this section shall comply with the
folIlowing:

(I) The gencral licensee shiall 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
iodinr-125 and/or iodine-1 31 in excess of 200
microcuries.

(2) Trhe gcneral licensee shall store the
byproduct material, until used, in the origintal
shipping container or in a container providing
equivalent radiation protection.

(3) 'Fie general licensee shall usc the
byproduct material only for the uses authorizcd
by paragraph (a) of this section.

(4) The general licensee shall. not transfer
the byproduct material to 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 manncr other than in the unopened,
labeled shipping container as reccived 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 wvith the provisions of a
specific license issued und Lim provisions of
§ 32.71 of this chapter or in accordance %vitih
the provisions of a specific license issued by an

'A State to Which the Commission has
transferred certain regulatory auttiority over
radioactive material by formal ngreement,
pursuant to section 274 of the Atomic Energy
Act or 1954, as amended.

A gree ment State, C. which auh1orizes I
man urfacturc a nd di trilbutiot onr ioftinc- l25 or-
iodine-l 31 for distribution to pl-rsoiis generally
licensed by the Agrcenicnt State.

(2) Urless the fotlowinig staltement, or a-
substantially sinilar statement which coistain! L
the itformation called for in the following I
statement, apipears on a label affixed to each
prepack:iged unit or appears it a leallet or
brochure wslichl accompanies the packag-e:

This radioactive material may lbe received,
acquired, pos-esed. and used only by
ph ysicians, cliin ic t lboratories or hospiit als and
only for in vitro ctinical or Iabhratorv tests not
iliioiingr internal or external admin iiistrration of
the. material or the radLiation Itteretroin to
humaosn i Ciags oJon aninials. Its receipt.
acquisition. pos)wssioni, use, aill transfcr are
%sibject to tIre regsplations and a g-encrat license
of tle U.S. Atomic Energy Commissimn or of a
State with which the Commissiona has entered
into an ;agreement for the exercise of regulatory
authority.

_______________ __ _________

Name of manufacturer

(e) Thic registrant possessing or using
byproduct materials under the general license
of paragraph (a) of this section shlul report in
writing to tlte Directorate of Licensine,
Materials Branch, any changes in information
furnished by him in the "Registration
Ccrtificatc-In Vitro Testing with Byproduct
IMaterial Under General Lieense", Form
AEC- 483. The report shall be furnished wvithin
ln d -s f-c I.- A-ec ivc --e X I.c h
-r. L~j . .f 'L MII CI C~UV UJL a L.C VI t.iiUt,

(f) Any, person using byproduct . material
pursuant to the general license of paragraph (a)
of this section is exemopt from the requireinents
of Part 20 of this chapter wvith respect to
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 CI R 31.11 arc required, an
"Application for Blyproduct Mlaterial License," Form AEC-313, should be riled 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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