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calibration or reference sources con-
taining americium-241 or radium-226.

(e) This general license does not au-
thorize the export of calibration or ref-
erence sources containing americium-
241 or radium-226.

[72 FR 55927, Oct. 1, 2007]

§31.9 General license to own byprod-
uct material.

A general license is hereby issued to
own byproduct material without regard
to quantity. Notwithstanding any
other provision of this chapter, a gen-
eral licensee under this paragraph is
not authorized to manufacture,
produce, transfer, receive, possess, use,
import or export byproduct material,
except as authorized in a specific li-
cense.

[30 FR 8189, June 26, 1965]

§31.10 General license for strontium
90 in ice detection devices.

(a) A general license is hereby issued
to own, receive, acquire, possess, use,
and transfer strontium 90 contained in
ice detection devices, provided each de-
vice contains not more than fifty
microcuries of strontium 90 and each
device has been manufactured or ini-
tially transferred in accordance with
the specifications contained in a li-
cense issued pursuant to §32.61 of this
chapter or in accordance with the spec-
ifications contained in a specific 1li-
cense issued to the manufacturer by an
Agreement State which authorizes
manufacture of the ice detection de-
vices for distribution to persons gen-
erally licensed by the Agreement
State.

(b) Persons who own, receive, ac-
quire, possess, use, or transfer stron-
tium 90 contained in ice detection de-
vices pursuant to the general license in
paragraph (a) of this section:

(1) Shall, upon occurrence of visually
observable damage, such as a bend or
crack or discoloration from over-
heating, to the device, discontinue use
of the device until it has been in-
spected, tested for leakage and re-
paired by a person holding a specific 1i-
cense pursuant to part 30 or 32 of this
chapter or from an Agreement State to
manufacture or service such devices; or
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shall dispose of the device pursuant to
the provisions of §20.2001.

(2) Shall assure that all labels affixed
to the device at the time of receipt,
and which bear a statement which pro-
hibits removal of the labels, are main-
tained thereon;

(3) Are exempt from the requirements
of parts 19, 20, and 21, of this chapter
except that such persons shall comply
with the provisions of §§20.2001, 20.2201,
and 20.2202 of this chapter.

(c) The general license does not au-
thorize the manufacture, assembly, dis-
assembly, repair, or import of stron-
tium 90 in ice detection devices.

[30 FR 9905, Aug. 10, 1965, as amended at 38
FR 22220, Aug. 17, 1973; 40 FR 8785, Mar. 3,
1975; 42 FR 28896, June 6, 1977; 43 FR 6922,
Feb. 17, 1978; 56 FR 23471, May 21, 1991; 56 FR
61352, Dec. 3, 1991; 58 FR 67659, Dec. 22, 1993]

§31.11 General license for use of by-
product material for certain in
vitro clinical or laboratory testing.

(a) A general license is hereby issued
to any physician, veterinarian in the
practice of veterinary medicine, clin-
ical laboratory or hospital to receive,
acquire, possess, transfer, or use, for
any of the following stated tests, in ac-
cordance with the provisions of para-
graphs (b), (c), (d), (e), and (f) of this
section, the following byproduct mate-
rials in prepackaged units:

(1) Iodine-125, in units not exceeding
10 microcuries each for use in in vitro
clinical or laboratory tests not involv-
ing internal or external administration
of byproduct material, or the radiation
therefrom, to human beings or ani-
mals.

(2) Iodine-131, in units not exceeding
10 microcuries each for use in in vitro
clinical or laboratory tests not involv-
ing internal or external administration
of byproduct material, or the radiation
therefrom, to human beings or ani-
mals.

(3) Carbon-14, in units not exceeding
10 microcuries each for use in in vitro
clinical or laboratory tests not involv-
ing internal or external administration
of byproduct material, or the radiation
therefrom, to human beings or ani-
mals.

(4) Hydrogen-3 (tritium), in units not
exceeding 50 microcuries each for use
in in vitro clinical or laboratory tests
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not involving internal or external ad-
ministration of byproduct material, or
the radiation therefrom, to human
beings or animals.

(5) Iron-59, in units not exceeding 20
microcuries each for use in in vitro
clinical or laboratory tests not involv-
ing internal or external administration
of byproduct material, or the radiation
therefrom, to human beings, or ani-
mals.

(6) Selenium-75, in units not exceed-
ing 10 microcuries each for use in in
vitro clinical or laboratory tests not
involving internal or external adminis-
tration of byproduct material, or the
radiation therefrom, to human beings
or animals.

(7T) Mock Iodine-125 reference or cali-
bration sources, in units not exceeding
0.05 microcurie of iodine-129 and 0.005
microcurie of americium-241 each for
use in in vitro clinical or laboratory
tests not involving internal or external
administration of byproduct material,
or the radiation therefrom, to human
beings or animals.

(8) Cobalt-57, in units not exceeding
0.37 megabecquerel (10 microcuries)
each for use in in vitro clinical or lab-
oratory tests not involving internal or
external administration of byproduct
material, or the radiation therefrom,
to human beings or animals.

(b) A person shall not receive, ac-
quire, possess, use, or transfer byprod-
uct material under the general license
established by paragraph (a) of this
section unless that person:

(1) Has filed NRC Form 483, ‘‘Reg-
istration Certificate—In Vitro Testing
with Byproduct Material Under Gen-
eral License,” with the Director, Office
of Federal and State Materials and En-
vironmental Management Programs,
by an appropriate method listed in
§30.6(a) of this chapter, and has re-
ceived from the Commission a vali-
dated copy of NRC Form 483 with a reg-
istration number assigned; or

(2) Has a license that authorizes the
medical use of byproduct material that
was issued under part 35 of this chap-
ter.

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

10 CFR Ch. | (1-1-10 Edition)

(1) The general licensee shall not pos-
sess at any one time, under the general
license in paragraph (a) of this section,
at any one location of storage or use, a
total amount of iodine-125, iodine-131,
selenium-75, cobalt-57 and/or iron-59 in
excess of 7.4 megabecquerels (200
microcuries).

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

(3) The general licensee shall use the
byproduct material only for the uses
authorized by paragraph (a) of this sec-
tion.

(4) The general licensee shall not
transfer the byproduct material except
by transfer to a person authorized to
receive it by a license pursuant to this
chapter or from an Agreement State,
nor transfer the byproduct material in
any manner other than in the un-
opened, labeled shipping container as
received from the supplier.

(5) The general licensee shall dispose
of the Mock Iodine-125 reference or
calibration sources described in para-
graph (a)(7) of this section as required
by §20.2001.

(d) The general licensee shall not re-
ceive, acquire, possess, or use byprod-
uct 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 Agreement State, or before No-
vember 30, 2007, and the provisions of a
specific license issued by a State with
comparable provisions to §32.71 that
authorize manufacture and distribu-
tion of iodine-125, iodine-131, carbon-14,
hydrogen-3 (tritium), selenium-75, iron-
59, cobalt-57, or Mock Iodine-125 for dis-
tribution to persons generally licensed
by the Agreement State or the State
with comparable provisions to §32.71.

(2) Unless the following statement, or
a substantially similar statement
which contains the information called
for in the following statement, appears
on a label affixed to each prepackaged
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unit or appears in a leaflet or brochure
which accompanies the package:1!

This radioactive material may be received,
acquired, possessed, and used only by physi-
cians, veterinarians in the practice of veteri-
nary medicine, clinical laboratories or hos-
pitals and only for in vitro clinical or labora-
tory tests not involving internal or external
administration of the material, or the radi-
ation therefrom, to human beings or ani-
mals. Its receipt, acquisition, possession,
use, and transfer are subject to the regula-
tions and a general license of the U.S. Nu-
clear Regulatory Commission or of a State
with which the Commission has entered into
an agreement for the exercise of regulatory
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 Director,
Office of Federal and State Materials
and Environmental Management Pro-
grams, any changes in the information
furnished by him in the ’Registration
Certificate—In Vitro Testing With By-
product Material Under General Li-
cense.”” Form NRC-483. The report
shall be furnished within 30 days after
the effective date of such change.

(f) Any person using byproduct mate-
rial pursuant to the general license of
paragraph (a) of this section is exempt
from the requirements of parts 19, 20,
and 21, of this chapter with respect to
byproduct materials covered by that
general license, except that such per-
sons using the Mock Iodine-125 de-
scribed in paragraph (a)(7) of this sec-
tion shall comply with the provisions
of §§20.2001, 20.2201, and 20.2202.

[33 FR 16553, Nov. 14, 1968]

EDITORIAL NOTE: For FEDERAL REGISTER ci-
tations affecting §31.11, see the List of CFR
Sections Affected, which appears in the
Finding Aids section of the printed volume
and on GPO Access.

§31.12 General license for -certain
items and self-luminous products
containing radium-226.

(a) A general license is hereby issued

to any person to acquire, receive, pos-
sess, use, or transfer, in accordance

1Labels authorized by the regulations in
effect on September 26, 1979, may be used
until one year from September 27, 1979.
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with the provisions of paragraphs (b),
(c), and (d) of this section, radium-226
contained in the following products
manufactured prior to November 30,
2007.

(1) Antiquities originally intended for
use by the general public. For the pur-
poses of this paragraph, antiquities
mean products originally intended for
use by the general public and distrib-
uted in the late 19th and early 20th
centuries, such as radium emanator
jars, revigators, radium water jars,
radon generators, refrigerator cards,
radium bath salts, and healing pads.

(2) Intact timepieces containing
greater than 0.037 megabecquerel (1
microcurie), nonintact timepieces, and
timepiece hands and dials no longer in-
stalled in timepieces.

(3) Luminous items installed in air,
marine, or land vehicles.

(4) All other luminous products, pro-
vided that no more than 100 items are
used or stored at the same location at
any one time.

(5) Small radium sources containing
no more than 0.037 megabecquerel (1
microcurie) of radium-226. For the pur-
poses of this paragraph, ‘‘small radium
sources’ means discrete survey instru-
ment check sources, sources contained
in radiation measuring instruments,
sources used in educational demonstra-
tions (such as cloud chambers and
spinthariscopes), electron tubes, light-
ning rods, ionization sources, static
eliminators, or as designated by the
NRC.

(b) Persons who acquire, receive, pos-
sess, use, or transfer byproduct mate-
rial under the general license issued in
paragraph (a) of this section are ex-
empt from the provisions of 10 CFR
parts 19, 20, and 21, and §30.50 and 30.51
of this chapter, to the extent that the
receipt, possession, use, or transfer of
byproduct material is within the terms
of the general license; provided, how-
ever, that this exemption shall not be
deemed to apply to any such person
specifically licensed under this chap-
ter.

(c) Any person who acquires, re-
ceives, possesses, uses, or transfers by-
product material in accordance with
the general license in paragraph (a) of
this section:
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