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10 CFA 31 U.S. ATOMIC ENERGY COMMNVISS!ON

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

Form Approved
Bud';ot rtureau No.
38 --Rolfio

.Section 31.11 of 10 CFJI 31 establishes a general liccose authorizing physicians, clinical laboratories, anid hospitals to possess
certain small quantitics of byproduct material for in viulo clinical or laboratory tests not involving thre internal or e.\tcraal
adminisitration of thec byproduct material or the radiation therefrom to human beings or animals-. Posscssion of byproduct
material under 10 CFRt 31.11 is not authorized until the physician, clinical laboratory, or hospital has filed Form AEC-4-83 arid
received from thc Commission a validated copy of Form ALC40t3 with rcgistration number.

David D. Oak, M.D.
200 Thompson Road
Han-na.,.Indiana 46340

3. 1 hcreby apply for a registration numibcr Pursuant to
31.11, 10 CFR 31 for use of byproduct materials for
(please check- one block- only)
a. Myself, a duly licensed physicikn authorized to

dispense drugs in the practice of medicine.

C b. The above-named clinical laboratory.

c. The above-namned hospital.

4. To be completed by the Atomic Energy CommissionINSTRUCTIONS
1. Submit this form In triplicatc to:

United States Atomic E nergy Commission
Attention: Directorate of Licens~ig,

Materials Branch
Washington, D.C. 20545

2. Please print or type the name and address
(including zip code) of the registrant
physician, clinciat laboratory, or hospital for
whoin 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.)

1� Registration number:

U. S a'ATOMIC
2990

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

6. Certification:

I hereby certify that: 1

a. All information in this registration certificate is tru,e and complete. .

b. The registrant has appropriate radiation nmeasuring inst turents to carry out the tests for which byproduct material will be used- under the
general license of 10 CFR 3 1.1 1. The tests will be performed only by personnel competent in the usc of hc instruments and in the haztdling
of the byproduct materials.

c. I understand that Commission regulations require that any change in the information furnished by a registrant on this registration certificate
be reported -Lo tlte Directorate of Licensing, Materials Branch, within 30 days from the effective date of such change.

d. I have read and understand the provisions of Section 31.1 1 of AEC regulations 10 CFR 31 (reprinted on the reverse side of this formi); andI
understand that the registrant is required to comply with those provisions as to all byproduct material which hie receives, acquires, possesses;,
uses, or transfers under the general license for wvhich this Registration Certificate is filed with the Atomic Energy Commission.

Daze. 12-23-74 B~y~h4; -4/,, 2rJL
Signaiurc of person filing fo I,

David D. Oak, M.D. __

1'rintegI namz OsiJe title or pi)s11iori of person) filinjg forjj

I -__.

'IIWARNI NG-18 U.S.C., Section'1001; Act of June 25, 1948;(62 Stat. 740; makes it a criminal offense to make a willift ly faIls stutema~nt or
re.presentation to any departrnent or agiency of the United States a, to any matter withtin its jurisdictionl.

I

-- I



CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11

§31.11 General license for use of iodine-125
or iodinc-l 3 for in vitro clhoical or
laboratory tetihig.

(a) A gencral license is hereby issued to any
physician. clinical l:lboraiory, or hospital to
rccciv., acquire, possess, transfcr or usc, for any
of the following stated tests, il accordance with
the provisions of paragraphis (h), (c), (d), (c),
aiid (f) of this scction, the fo;lowhig byproduct
materials in pre.1ackaged units:

(IY lodinc-125, in units not excecding 10
intcrocuries each for use in vitro clinical or

laboratory tesis not involving intcrnal or
extu nal adlniinistratioii of byproduct material,
or tl:. radlialion thcrefroni, to human beings or
animals.

(b) No pc-rson shall receive, acquire, possess,
use ror transfer byproduct material putrsuant to
the general Lcense established by paragraph (a)
of this section until lic has filed Form
AEC('-4.t3, "Registration Cerzificatc--In Vitro
Tcstina with Byproduct Material Under Gzncral
Iicer'.s", with the Directorate of' Licensing,
','aterials Branch, U.S. Atomic Energy
Cotmmission, Washington, D.C. 20545, end
received foanu the. Commission a validated copy
of lForm Al.-C483 with renistraticn number
assiptl. 'I'nc registrant slitll furnish on Form
AFC'.491 tile followi'nt information and such
other inlormnat;in as 3Iay be required by that
forlml:

(I) N u.e and adiress of the registrant;
(2) TIic locd Itiou oi use; and
(3) A s statement that the re.-istrsimt has

appropriate radlialltion measuring histruments to
carry ou; in vitro clinical or laboratory tests
with byprodu c materials as authorized tinder
teie genleral iicense in paragiaph (a) of this
scrtion, and thiat such tests will be performed
only by persoennet competent in the use of such
instrunenis and in the handiing of the
byproduct m aterials.

(c) A person who reccives, acquires,
possesses or uses byproduct material pursuant
to the general license established by paragraph
(a) of this section shall comply with the
following:

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

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

(4) The gencral licensee shall not transfer
the byproduct material to a person who is not
authorized to receive it pursuant to a license
issuled 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
suppplie r: *

(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 issucd 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.

Agreemment State, which authorizes
manufactiurc and distribution of iodinc- l)
iodinc-l 31 for distribution to persons gen
licensed by the Agreement State.

(2) Unless the following statement, ol /

substantially similar statement whiclm contains
the information called for in the following
statentent, appears on a label affixed to cacs
prepackaged unit or appears in a leafnct or
brochure whicls accomopanics thc package:

This radioactive niateral mnay be received.
acquired, possesed, :iud used only by
physicians, clinical lab)oratlories or hospitals and
.only for in vitro climical or laboratory tests not
inwolving internal or ext crnl adminisIration of
the material or the -radiatiuun, tlcrefromo to
h uman beings or aniials, Its receipt,
acquisition'I possessiout, usc, and transfer arc
subject to thim regulations and a tcneral license
of the U.S. Atomic Energy Conumission or of a
State svitlh which the Commission ta:us entered
into an agreement for the excrcise of reguitalusry
authority.

Name of manufacturer

(e) The registrant possessing or using
byproduct, materials tinder the general license
of paragraph (a) of this section shall report in
writing to the Directorate of Licensing,
Materials Branch, any chianges in informalion
furnished by him in the "Registration
Certificate-Iii Vitro Testing with Byproduct
Material Under General License", Form
AEC- 483. The report shall be furnished within
30 days after the effective date of sucl cbi
' (f) Any person using byproduct m;
pursuant to the general license of paragrap ., v

of this section is exempt from the requiremcnts
of Part 20 of this chalpter with rcspect to
byproduct materials covered by that general
license.

N OTE

If larger quantities or other forms of byproduct material thIan those specified in the general license of 10 CFR 31.11 are required, an
"Application for Byproduct MatCTial 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,
D)ireclorate of Licensing.
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