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REGiSTRATION CERTIFICATE-IN VITRO TESTING-
WITH BYPRODUCT MATERIAL UNDER GENERAL LICENSE

Section 31.11 or 1(1n CFl 31 estalilkhes a general liernsr. inithorizing privsiciani, clinical hrlaratories. and hospitals to posq c,

cetlain small qualntities of byprodicet maiterial for in ritro clinical or lhabratory Itels not involviing the internal or exiternal

a1diniii-Stration of ilir livroduct in:utcrial or the radiation therefrom to nimman beings or animnals. l'ossession of byproduct

* nalcrial uinder 10 (:1 1: iJ.11 is not auwhori7cd until the phviiean. clinical lalbmratory. or hospital has filed Form AEC(-1113 and

recchcd from the Conmmissions a validated copy of lorm AElCtS3 riuth rcgistration number. 11lereft the wordd "Atozaic

Energy Cotn1ision" of: 'Co=aission" appear in'thln rcSistration, they raena the UIuclc-r

c1atoyC oission crcpted by Public La-693-4-3 aend Lneiutivc Ordcr V . 11334
.omeo Clinic P.C. 3. 1 hereby apply for a registration number pursuant to §

241 W. Main Street 31.11, 10 CFR 31 for usc of byproduct materials for

Romeo, Michigan 48065 ipkease check one block- only)
Q a. Myself, a duly licensed physician authorized to

dispense drugs in the practice of mcdicine.

A b. The above-named clinical laboratory.

o c. The abovc-namcd hospitaL

4. To be completed by the Atomic Energy Commission
INSTRtC.TIONS '_:

1. Submit this form in triplicate to: Registration number:
United States Atomic Energy Commission 3227

Attention: Dircct6rate of Licensing, j0 The U.S. Uuclc
Materials Branch

.tashington, D.C. 20545
2. Please print or type th2 name and address

(including zip code) of the registrant
physician, clincial laboratory, or hospital for
whom or for whch this registration form is ?, / J
fred. Position the first letter of the address - 3IYs Clerceicrc A. IebrO 6130/75
below the lef! dot and do not extend the (Leav~e tiis space b nk-,n berto beassigcrul'yA L) c

address beyond the right dot. (At AEC, a
registration number will be assigned and a
validated copy of Form AEC-483 will be
returned.)

/-

S. If place of usc is different from address in Item 1, please give compiete address:

6. Certification:

I bcreby certify that:

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

b. The registrant has appropria:e radiation measuring insiricmentF to carry out the tests for whiech byproduct material wi!l be used under the

general license of 10 CH-R 31.11. Tlhe tests will be performed only by personnel competent in the use of the instruinCrmts and in the handfing

of the byproduct materials.

c. I understand that Commission regulations require that any chlan'e in the information furnished by a registrant on this registration certificate

be reported to thc Directorate of Licensing, Materials Branch, within 30 days from the ofrtctive date of such change.

d. I have read and understand the provisions of Section 31.11 of AEC regulations 10 CFR 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 byprnduct material whichi he receives, acquires, possesses,

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

June 19, 1975 By ( 1nflQ G I-
! gnelure of person filingforni

Margaret N. Frake, C.T. Iaboratory- Supervisor
Printed 1i51e 7Wr cd lirtc or positionl ofrperson jilig fiorni * - .

WAItNING- I 8 U.S.C., Sectiun 100I: Act of Juin 2S, 1048: ? St.at. 749; makes it a critminal offene lo nlilkie a Failtlifutly faite stalcnent or

representation to any departnifnt or anoney of the United States as to uny master within its jurisdiction.



CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11.

§31.11 Gcneral license for usC of iodinc-A25
or kodinc-131 for in vitro clinical or
laboratory testiiig.

ra) A general license is hereby issued to any
,sician, clizical laboratory, or hospital to

eeivc, acquire, posscss, transfer or use. for any
of the following stalcd tests, in aecordanec with
th-e provisions of paragraphs (b), (c), (d), (c),
and (f) of this section, ilit following byproduct
materials in prep:akaged units:

(1) lodine-125, in units not exececdling 10
inicrocurics each for usc in vitro clinical or
laboratory tests not involving internal or
external administration of byproduct miterial,
or tile radiation therefrom, to human beings or
animals.

(b) No person shall rcceive, acquirc, possess,
usie or transfcr byproduct material pursuant to
ilic general licensc established by paragraph (a)
of this section until he has filed Form
AEC-483, "Registration Ccrtificate-In Vitro
Testing with Byproduct Matcrial Under General
Liccnse", with tile DiLcctorate of Licensing,
Materials Branch, U.S. Atomic Energy
Commission, WVashington, D.C. 20545., and
received from the Commission a validated copy
of Form AEC4S3 wvilh registration number
assigned. The registrant shall furnish on Form
AEC-483 the following information nnd such
other information as may be required by that
form:

(I) Name and adress of the registrant;
(2) The location or use; and
(3) A statement that the registrant has

*apprnrpriate radiation measuring instrurdents to
c~riy out in vitro clinical or laboratory tests
with byproduct materials as authorized under

general license, in paragr3ph (a) of this
ion, and that such tests will be performed

\ ~..y by personnel competent 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 pursLianl
to thc general license estab lshedl by paralrapih
(a) of this section shaill 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
iodinc-125 andlor iodine-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 pr'oviding
equivalent radiation protection.

(3) 'IThe 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 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 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 w~hich are
labeled in accordancc with the provisions of a
specific license issued unIcI Lhe provisions of
§ 32.71 of this ch3ptcr 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.

Agrce ment Slate, which aw;rorizcs I
nanufe1etirTC and distribution of iodinc-125 or
iodine-l 31 for distribution Itn persins generally
licensed by the Agrcenit State.

(2) Unless Ilit following statement, or a
substantially similar statement wh icgi eon taiins
the informatino called for ini the following
statement, appears on a label affixed to cacti
prepackaged unit or appears in :m leaflet or
brochure which accompanies the packlage:

This radioactive material may be received,
acquired, possesed, and used only by
physicia us, clinic al laboratories or hosapitals and
only for in vitro clinical or laboratory tesis not
involving internal or external a diii iisiratii, u of
tlme material or the radiation tilerefromi to
lluman tbcings or animals. Its receipt,
acquisition, possession, usc, ;nill trinsfer are
subject to the regulations and a general license
of the U.S. Atontic Energy Commissioin or of a
State vithl which the Commission has Cuutered
into an agreement for thIe exercise of regulatory
authority.

…___________________________

Name of manufacturer

(e) The registrant possessing or using
byproduct materials und'er the general license
of paragraph (a) of this section shiall 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
M aterial Under General license", Forin
AEC- 483. The report shall be furnished within
30 days after the effective date of suds change.
* (f) Any. person using byproduct material

pursuant to the general license of para.-raph (a)
of this section is exempt from the requirements
of Part 20 of this chapter wvith respect to.
byproduct materials covered by that general
license.

J

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, WVashington, D.C. 20545, Attention: Materials Branch,
Ditcctorate of Licensing.
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