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38-ROI tO

10 C FR 31
-R 31 REGISTRATION CERltIFICATE-IN VITRO TESTING

WITH BYPRODUCT MATERIAL UNDER GENERAL LICENSE
Section 31.11 of 10 CFIH 31 estalui~lkhe a gencral license. iauthorizing pfivsicians, clinical Iaboruraries. and hiospita~t

certaili snall qitantities of biyprodtict w11atrrial for in vizro clinical or laboratory trsis not involving the internal uT e Icrn.

administration of tlw byplrociuct m aterial or thc radiation t hrerfrom to huimniin beings or ai iinas. Ilo!session ol livproduu

material under 101 C: 131.11 is not aulthorized until the phyticiall. clinical laboratory. or hospital has filed Form AE(. i113 at

rccived fronmt le Commission a validated copy of Form AE.C-3 witlh rcegistration number. m Ftlc r & I t
o:rry Ccv.r~is~on" or "Ccrrirniont ' vprvar i.n tOls -* ,1: -r - >.t!.; h clcnr

.c ztcrtor; COtFI.'A;Siot crjeted by Iti1c I.r,,r n-3 1C .d 'r:.;'r :-'

Eric. B. Johnston,D.O. ,P.C. . 3. 1 hereby apply for a registration num er pursuant to §

7877 Stead Street . 31.11, 10 CFll 31 for use of bypro materials for
('please cbeck- onc block only)

Utica, Michigan 48087 a. Myself, a dulk licensed physician authorized to
dispense drugs in the practice of medicine.

o b. The above-named clinical laboratory.

o. c. The above-namcd hospital.

4. To be completed by the Atomic Energy Commission

t

INSTRUCrmONS
1. Submit this form in triplicate to:

United States Atormic Energy Commission
Attention: Dircctorate of Licensing,

* Materials Branch
Washingtton, D.C. 20545

2. Please print or type the 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 letter of the address
below the lef! dot and do not exten.d the
address beyond the right dot. (At Al:C, a
registration number will bc assigned and a
validated copy of Forn AEC-483 will be
returned.)

.. Registration number:
3224

E(Ot TV17. ,t . > ' *i '.

1BY: (;Thlrecor , e;r . 6/19/75
(Leave rtis space bfr-nk-number to be assi:,,cu by A ECI

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

6. Certification:

I hereby certify that:

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

b. The registrant has appropriate radiatio nimcasurinr instruments to carry out the tests for which byproduct material wPi! bc used under the

general licensc of 1O CFl, 31.11. The tests will be performed only by personnel competent in the use of the instrummentsand in the handling
of the byproduct material:.

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

be reported to the Directorate of Liccnsing, Materials Branch, within 30 days from the Effective date Of such ch3nge.

d. I have read and understand the provisionsof Section 31.11 of AEC regulations 10 ClFR 31 (reprinted on the reverse side of this form);and I

understand that the registrant ic required to comply with those provisions as to all byproduct material which lie receives, acquires, possesses,

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

Date June 9, 1975 By ___

.T,-- . f T-1-.4-r~, Ti V ('. PrsPi depnt
rnrL-t i U D. tic or Lsi hv UI .o. r I _ -_

I'rintted rl,/ne and~ tllc or loositionr of persont filirg fiornr

WAIINING-IU U.S.C., Sectin 100l ; Act or June 25, 1948: 62 Stat. 749; makes it a crilninait tCnl' to Iwke a willilully falso statement or

representaftion to Dny Vdep:rtninent or auoncy nl the triitt d States as to any matter wittin its jurisdiction.

_uo~~*.



IN

CONDITIONS AND LIMITATIONS OF GENEIRAL LICENSE 10 CFR 31.11

§31.11 Gcneral license for use of ioditie-125
or iodinc-131 for in vitro clinical or
laboratory tCStilig.

(a) A general licensc is hereby issued to any
physician, clinical laboratory, or hospital to
receive, acquire, possess. transfer or use, for any
of the following stated tests, in accordance witch
the provisions of panigrapils (b), (c), (d), (c),
and (f) of this section, [lc following byproduct
materials ia p eliickaged units:

(1) lodinc-l 25, in units not exceeding 10
mnicroculrics CaJh for use in vitro clinical or
laboratory 'tests not ifvolving internal or
external administration of byproduct material,
or the radiation therefrom, to hronan beings or
animals.

(b) No person shall reccivc, acqulire, possess,
use or transfer byproduct material pursuant to
thc general licensc cstablishcd by paragraph (a)
of this section until he has filed Form
AEC483, "Registration Ccrtificate-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 AEC-4S3 with registration nmniber
assigned. Thc registrant shall furnish on Form
AE.C483 the following information and such
other information as may be required by that
form:

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

anpropriate radiation measuring instrurnents to
c"iy 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 'erts 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, acquires,
possesses or uses byproduct material pursua:nt
to the general license esta blished by paragraph
(a) of this section shall comply with the
following:

(1) The general licensee shall not possess at
any one time, pursuant to tile general license in
paragraph (a) of this section, at any one
location of storagc or use a total amount of
iodine-125 and/or iodinc-131 in excess of 200
microcluries.

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

(3) Tlhe general licensee shaU use the
byproduct material only for tile uses authorized
by paragraph (a) of tiis 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 manner other than in the unopcned,
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 prepack-aged units which are
labeled in accordance with the provisions of a
specific license issued und:. *Le provisions of
§32.71 of this chapter or in accordance wvithl
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 or the Atomic Energy
Act of 1954, as amended.

A gree milt State, I v llclhh -uthorizcs
manuraclurc andl distribution or iodinc-125 or
iodine-.131 for distribution Io persons generally
licensed by tIhe Agreement State.

(2) Unless the following statement, or a
substantially similar statement which contains
the information called for in the following
statement, apiscars o0 a label alffixCd to cach
prepackaged unit or appears in a leaflet or
brochure which accompanies Ilth packagc:

This radioactive material may be received,
acquired. possesed, anld used only by
physicia os, clinical laboratories or hospitals and
only for in vitro clinical or laboratory tests not
involving inter al or extern:ul admin i nistrration of
thle material or the raLliationr tC I retrolin Co
human bcings or anizuzls. Its receipt.
acquisition. posscssion, use, and transfer are
subject to tile reultations and a general license
of the U.S. Atomtic Energy Commission or Or a
State with swhich thce Commission has entered
into an agreement for tile exercise of regulatory
authority.

9J

Name of. manufactrrer

(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 himi in the "Registration
Certificatc-In Vitro Testing with Blyproduct
Material Under General ! ieense", Form
AEC- 483. The report shall be furnished within
30 days after thc effective date of such change.

(f) Any, person using byproduct m3terial
pursuant to the general license of paragraph (a)
of this section is exempt from the requirements
of Part 20 of this chapter with respect tc k
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 ClR 31.11 are required, an
"Application for 13yproduct 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, Washingion, D.C. 20545, Attention: Materials 1Branch,
Di;Cctorate of Licensing.
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