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CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11 ;

§31.11 General lticense for use of iodine-125
or indine-131 for in vitro clinical or
laboratory testing,

(1) A general license s hereby issued to any
physician, clirical Iaboratory, or hospital to
reeeive, acquire, possess, transfer or use, for any
of the following stateq tests, in accordance with
the provisions of pareeraphs (b), (¢), (d), (c),
and (f) of this section, the following bypreduct
materials in prepackaged units:

(1) lodine-125, in units not exceeding 10
microcuries cach for use in vitro clinical or
laboratory tests net involving  internal or
external administration of byproduct material,
or the radiatioa therefrom, to human beings or
animals,

(b) No percen shall receive, acquire, possess,
use or transfer by prodact material pursuant to
the general license estzblished by paragraph (a)
of this scctions until he has filed TForm
AFC483, “Registration Certificate-In Vitro

festivg with Byproduct Matedul Undor General®

Licens2”, with the Directorate of Licensing,
Branch, U.S., Atomic Energy
Commission, Washingian, D.C. 20345, and
received from -be Commission a validaied copy
of Torm AEC483 with registration number
assipned. The registrant shall furnish on Form
ALCA483 the folluwing infermation and such
other infurmation as may be requited by that
form:

(1} Nameand adress of the repistrant;e

(2} The location of use; and

(3). A statement that the registrant has
appropricte radiation measuring instruments to
carry out in vitro clinical or laboratory tests
with byproduct materials as authorized under
the general license in paragraph (2) of this
section, snd that such tests will be perforined
cnly by personnel competent in the use of such
instramends and in the handling of the
byprcduct materials.

(¢) A persor  who receives, acquires,
possesses or uses byproduct material pursuant
to the general license established by paragraph
(@) of this section shall comply with the
following:

(1) The general licensee shall not possess at
any one time, pursuant to the genews! license in
paragraph (@) of this scetion, at any one
location of sterage or use a total amount cf
iodine-125 andfor iodine-131 in excess of 200
microcuries.

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

(3) The genera: licensee shall use the
byproduct materiai ealy for the uses authorized
by paragraph (a) of this section.

(4) The general licensce shall not transfer
the byproduct materis! to a person who is not
authorized to receive it pursuant to a license
issued by the Commission or an Agreement
State,! nor transter the byproduct material in
any mamer other than in the unopened,
labeled shipping container as received from the
supplier.

(d) The general lceunsee shall not receive,
acquire, possess, or use byproduct material
pursuant to paragraph (a) of this section:

(1) Except as prepackaged units which are
Inbeled 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

YA State to which the Commission has
trunsferred certain regulatery authority over
radioactive materiet by formal agreement,
pursuant to seciion 271 of the Atomic Energy
Act of 1954, as amended,

Agreement State, which authorizes v,
manufactuare and distribution of iodine-125 or
iodine-131 for distribution to persons generalls
licensed by the Agreement Stace,

(2) Unless the follewing statement, o
substantially similar statement which contain
the information called for in the following
statement, appears on a label affived to cach
prepackaged unit or appears in a leaflet or
brochure which accompanies the package:

==

This radioactive materinl may be received, il
acquired, possesed, and used only Dby !
physicians, clinicsl laboratorics or hospitals and
anly for in vitro clinical or Ixboratory tests not
involving internal or external administration of

the material or the radiation therefrom to
human heirgs  or animals, lts  receipt,
acquisition, possession, uvse, and transfer are
subject to the regulations and a general license

of the U.S. Atomic Encrgy Commission or of a
State with which the Commission has enterca
into an agrecment for the execcise of regulatory
authority,
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Name of manufacturer

(c) The registrant possessing or using
byproduct materials under the general leense
of paragraph (a) of this section shall report in
writing (o the Directorate of Licensing,
Materials Branch, any changes in information
furnished by him in  the  “Resistration
Certificate ~In Vitro Testing with Byproduct
Material  Under General License™, TForm
AEC- 483, The report shall be furnished within
30 days after the effective date of such change.

() Any person using byproduct material —
pursuant to the general license of paragraph
of this section is exempt from the requireme ’
of Part 20 of this chapter with respect J
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 are required, an
“Applicaticn for Byproduct Material License,” Form ALC-313, should bLe filed to obtain a specific byproduct material license, Copies of application
and registration forms may be obtained from the United States Atomic Encrgy Commission, Washington, D.C. 20545, Attention: Materials Branch,

Directorate of Licensing,




