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10 C-FR 31
U.S. ATOMIC ENERGY COMMISSION

REGISTRATION CERTIFICATE-IN VITRO TESTING
- _ - __ - - - .. --r, - A I I t rIII

WITH BYPHUDUCT MATlHIAL UNutni kuti1#L Lclt.'i

/ Section 31.11 of 10 CFR 31 establishes a general license authorizing physicians, clinical laboratories, and hospitals to pooAesh

ecrlaln small quantities of byproduct material for hi vitro clinical or laboratory tests not involving the internal or external
adminisistration of the byproduct material or the radiation therefrom to human beings or animals. Possession of byproduct ,
material under 10 CFrI 31.11 is not authorized until the physician, clinical laboratory, or hospital has filed Form AEC483 and .f

received from the Commission a validated copy of Form AEC483 with registration number. Wherever the words "Atomic

Energy Commission " or "Commission" appear in this registration, they mean the Nuclear
Regulatory Commission creat b PulickLaw 93-43k and Executive Order No. 11834.

* iWU. N 'A I herebv arplv for a registration number pursuant to F

/SZ-lifCdl !g'riritd 9tkidinb J). 9.D

and_

JJ,3iocialeS

31.11, 10 CFR 31 for use of byproduct materials for
( gplease check one block only)
a. Myself, a duly licensed physician authorized to

T- dispense drugs in the practice of medicine.

o b. The above-named clinical laboratory.

o c. The above-named hospital.

4. To be completed by the Atomic Energy Commission

19,Q IjQrc Place, Pbila., Pak. Mt14
li 2-4573

INSTRUCTIONS
1. Submit this form In triplicate to:

United States Atomnic Energy Commission
Attention: Directorate of Licensing,

Materials Branch
Washington, 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 L.j
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-4B3 will be
returned.)

I

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 radiation measuring instruments to carry out the tests-for which byproduct material wil be used under the
general license of 10 CFR 31.11. Tha testswillbeperformed only by personnel competent in the u:se of the instrmmentsand in the handling
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 to the 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 31.11 of AEC regulations 10 CFR 31 (reprinted on the reverse side of this form); andI
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 general license for which this Registration Certificate is filed with the Atomic Energy Commission.

Date 4 72Z By / 2

/ Signature of person filingfornit

Dr. Richard Paolino

Sprinted name and title or position of person filing form

WARNI NG-18 U.S.C., Section 1001; Act ot June 25, 1948;62 Stat. 749: makes it a criminal offense to make a willifulily false statement or

representation to any dpartmment or agency of the United States Eis to any matter within its jurisdictiofn.



CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 Cr-R 31.11
*31.11 General license for use of iodine-125

or iodiite-31 for in vitro clinical or.
laboratory testing.

(c) A . person Wslo rCccives, acquires.
posesses or uses byproduct material pursuant
to the general license established by p:argraph

. - .r t ,.s;uu stroll cu.ipi- ... .t .Ho_
St|J -1 I... rectlul S"611 Comiply WtIE1 teri(a) A general license Is hereby issued to any following:

physician. clinkial laboralory, or hospital to
rIcMiv, acquire, possess, transfer or use, ior any (1) Thy general licensee shall not possess at
of Itho foltowing stated tests, in accordance wvitl any one time, pursuant to the general license in
the provisions of lparagraphs (b), (c), (d), (e), paragraph (a) of this section. at any one
and (D) of this section, the following byproduct location of storage or use a total amount of
materials in prepackaged units: - iodine-125 and/or Iodine-131 in excess of 200

(1) lodine-125, in units not exceeding 10 InicrOCUUiCL
:nicrocuries each for use in vitro clinical or (2) The general licensee shall store the
Laboratory tests not involving internal- or byproduct material, until used, in the originalexternal administration of byproduct material, shipping container or in a container providing
or the radiation therefrom, to human beings or equivalent radiation protection.
animals.

(b) No person shall receive, acquire, possess, (3) The general licensee shall use the
use or transfer byproduct material pursuant to byproduct material only for the uses authorized
the general Icense established by paragraph (a) by pa'agraph (a) of this section.
of this section until hie has - riled Form - (4) The general licensee shall not transferAEC-483, "Registration Certificate-In Vitro thc yrdc aeilt esnwoi oTesting with Byproduct Material Under General byrd c mae alt aprsn w oi ntosnftBpoLicrenai authorized to receive it pursuant to a licenseLicense", with the. Directorate Of Licensing. fisued by'-the Commission or an AgreementMaterials Branch, U.S.- Atomice Energy State.' nor transfer the byproduct material in
Commission. 'Vashington. D.C. 20545 and any manner other than in the unopened,
received from the Commission a validated copy labeled. shipping container as received from the
of Form AEC-483 with registration number supplierd
assigned. The registrant shall furnish on Form (d) The general licensee shall not receives
AEC-483 the folloring information and such acquire, possess, or use byproduct material
other information as may be required by that pursuant to paragraph (a) of this section:

(I) Nameard adress of the registrant; . (I) Except as prep3ck.aged units which are
(2) The location of use; and -. labeled in accordance wvith the provisions of a(
(3) A statement that the registrant has' specific license issued under the provisions of

appropriate radiation measuring irstrumients to §32.71 of this chapter or in accordance with
carry out in vi;ro clinical or laboratory tests the provisions of a specific license issued by an
with byproduct materials as authorized under
the general lice.ise in paragraph (a) of this 'A State to which the Commissiomi has
section, and that such tests will be performed transferred certain regulatory authority over
only by personnel competent in the use of such radioactive material by formal avrceenent,
instruments and in the handling of the pursuant to section 274 of the Atomic Energy
byproduct materials. Act of 1954. as amended.

Agreement State. which authorize4
manufacture and distribution of iodine-I 25 c'
iodine-l 31 for distribultion to persons general
licenqed by the Agreenment State.

(2) tUinless the fotlnwint: statement, or
substantially simiil3r statement which contain.
thn information called for ii the followitig'
stateinent. appears on a label affixed to each
prepackared utnit or appears in a leaflet or
brochure which accompanics the package:

This radioactive mrjterit may be received.
acquired, possesed. :aind used' only by
physicia::s, clinical laboratories or hospitals and
only for in vitro clinical or laboratory tests not
involving internal or external administrationl or
th- material or the radiation therefrom to
huI man beings or animals. Its receipt.
acquisition, possession. use, and transfer uee
subject to the regulations and a general license
of the U.S. Atomic Enuergy Commission or of a
State with which the Commission has entered
into an agreement for the exercise of regulatory
authority.

i

__________am__o__man__atue
Name of munufacturer

:*

(e) The registrant possessing or using
byproduct materials under the general license
of paragraph (a) of this section shall report in
tvriting to the Dircctorate of Licensing,
klaterials Branch. any changes in information
furnished by him in the "Registration
2crtificate-In Vitro Testing with Byproduct
SalIcrial Under Gencral License", Form

AEC- 433. The report shall be furnished within
30 days after the effective date of such clhange

(f) Any person usiing byproduct materi
pursuant to the general license of paragraph (C
of this section is exempt from the requi;ement. i
of Part 20 of this chapter witls respect to,,
byproduct materials covered by that general
icense.

NOTE

If larger quantities or other forms of byproduct material than those specified In the general licerse 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 applicationand registration forms may be obtained from the United States Atomic Energy Commission, Washington, D.C. 20S45, Attention: Materials Branch,Directorate of Licensing.


