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INSTRUCTIONS
1. Subnlit this form in triplicate to:

United States Atomic Erergy Commission
Attention: Directoiatc of Licensing,

Materia3s .Bancli Uc S. A
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 ev C
below the left dot and do not extend the BY t
address beyond the right dot. (At AEC, a
registralion number will be assigned and a
validated copy of Form AEC-483 will be
returned.)

3. 1 hereby apply for a rcgistration number purtuant It >

31.11, 10 CFR 31 for use ot byproduct miaterials fio
(plcsc check onc bloct. oill.yI

j a. IMyself, a duly licensed plvysician authorited to

1"divpense drugs in thz practice of niedieine.

fb. The Lbove-narmed clinical L'bcrztory.

C c. The above-named horpital.

4. To be completed by the Atomic Eneryy C ommiss'nn

Registration numtber:

n 2424
ATOMIC ENEION

wcrews~k Mittelbx to be assig~rned/ 8t7A

5. 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 thi regisiration certificate is true and complete.

b. The registrant has appropriate radiation measurin, instruments to carry out the tests for which byproduct material will be used under the
general license of 10 CFR 31.11. The tests will be performed only by personnel compment in the use ol'lie instruments and in the handli4.
of thc byproduct materals.

c. I undeisland that Commission rerulations require that .any change in the infornnation furnished by a registrnt on this rcristration certificate
be reportcd to the Directorate of Licensing, Materials Branch, within 30 days (rom the effective date of sn: h change.

d. I Nive read and understand the provisions of Section 31.11 of AECregulaitions 10 C1R 31 (reprintetl or the reveus- -ide oftl:is form): and !
un crsrand that the reeistrant is required to cevr'-ly with those provisions as io all nyproduct rnateriad whlich h. receives, xirqtie. p os.seci.
uses, or tlansfers tinder the genejal license for ;.ih this Registration CCrtificdte is filed with the Atonic Energy 7rommisris'icm.
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CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11

§31.11 (;Cnerml license for use of iodine-125
or iodine-131 for in vitro clinical or
laboXraTory testing.

(a) A general license is hereby issued to any
physiriJn, clinical laboratory. or hospital to
receive, acquire, possess. transfer or use, for any
of the followitic stated tests, in accordance with
the provisions of paragraphs (b), (c), (d), (c),
and (f) or this section, the following byproduct
materials in prepackaged units:

(1) Iodine-125, in units not exceeding 10
microcurirs each for use in vitro clinical or
laboratory tests not involving internal or
external admliniSIration Of byproduct material,
or the radiatioij therefrom, to human beings or
animals.

(b) No person shall receive, acquire, possess,
use or transfer byproduct material pursuant to
the general license established by paragraph (a)
of this section until he has filed Form
AElC483, "Registration Ccrtificatc-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 AEC483 with registration number
assigned. The registrant shaU furnish on Form
AEC483 the following information and such
other information as may be required by that
form:

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

appropriate radiation measuring instruments to
Larry 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 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, acquires,
possesses or uses byproduct material pursuant
to the general license cstablsihed by paragraph
(a) of this section shall comply with the
following:

(I) The general licensee shall not possess at
any one tinic, pursuant to the general license in
paragraph (a) of this section, at any one
location of storage or use a total amount of
iodine-125 and/or iodine-131 in excess of 200
nricrocuries.

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

(3) The general licensee shall use the
byproduct material only for the tises 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,1 nor transfer the byproduct material in
any manner 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 which are
labeled in accordance with the provisions of a
specific license issued 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.

Agreement State. which aulhorizes
manufarture and disiribution of iodine-i25 or
iodine-I 31 for distrilbution to persons go -
licensed by the Agrccvnent State.

(2) Unless thi lollowing statement.,
substantially similar statement wshichl conti._
the information callcd for in Ihe followin'
statement, appears on a label affixed io each
prepackaged unit or appears in a Icallet or
brochure which accomrpanies the package:

This radioactive material may be recei'ed.
acquired. possesed, and used ontly by
physicians, clinical laboratories or hospitals and
only for in vitro clinical or laboratory tents out
iivolving internal or external administration of
the materiat or -uw trdtition therefrom to
human heings or ainimals. Its receipt,
acquisition. posessidil. usr, and transfer are
:utbject to the regulati.mns and a general licetse
of tic t.'.S. Atomic liacs"Y Cunimis-ioit or tef a
State with which the Commission has entered
into an agreement for the exercise of regullatory
authority.

Name of manufacturer

(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 him in the "Registration
Certificate-In Vitro Testing with Byproduct
Material Under General License'" Form
AEC- 483. The report shall be furnished within
30 days after the effective date of such change.

(f) Any person using byproduct m -
pursuant to the general license Of p3ra,,r
of this section is exempt fiom the requir.
of Part 20 of this chapter with respetl-i
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 CFR 31.11 arc 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, Washington, D.C. 20545, Attention: Materials Branch,
Directorate of lictning.

/0 t' i.-

- _ . -! a L4 S
V

P .1 .
I I - ", , -

. I .

!


