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(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
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.

(7) 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.

(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 Form NRC–483, ‘‘Reg-
istration Certificate—In Vitro Testing
with Byproduct Material Under Gen-
eral License,’’ with the Director of Nu-
clear Material Safety and Safeguards,
U.S. Nuclear Regulatory Commission,
Washington, DC 20555 and received
from the Commission a validated copy
of Form NRC–483 with a registration
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:

(1) The general licensee shall not pos-
sess at any one time, 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, io-
dine 131, selenium-75, and/or iron-59 in
excess of 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

VerDate 11<MAY>2000 08:17 Feb 28, 2001 Jkt 194028 PO 00000 Frm 00494 Fmt 8010 Sfmt 8010 Y:\SGML\194028T.XXX pfrm06 PsN: 194028T



495

Nuclear Regulatory Commission § 31.13

1 Labels authorized by the regulations in
effect on September 26, 1979, may be used
until one year from September 27, 1979.

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 that authorizes
manufacture and distribution of iodine-
125, iodine-131, carbon-14, hydrogen-3
(tritium), selenium-75, iron-59, or Mock
Iodine-125 for distribution to persons
generally licensed by the Agreement
State.

(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
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.

llllllllllllllllllllllll

(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

of Nuclear Material Safety and Safe-
guards, 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, as amended at 38
FR 1271, Jan. 11, 1973; 38 FR 34110, Dec. 11,
1973; 39 FR 26147, July 17, 1974; 40 FR 8785,
Mar. 3, 1975; 41 FR 16446, Apr. 19, 1976; 42 FR
21604, Apr. 28, 1977; 42 FR 26987, May 26, 1977;
42 FR 28896, June 6, 1977; 44 FR 50325, Aug. 28,
1979; 51 FR 36967, Oct. 16, 1986; 56 FR 23471,
May 21, 1991; 56 FR 61352, Dec. 3, 1991; 58 FR
67659, Dec. 22, 1993]

§ 31.12 Maintenance of records.
Each record required by this part

must be legible throughout the reten-
tion period specified by each Commis-
sion regulation. The record may be the
original or a reproduced copy or a
microform provided that the copy or
microform is authenticated by author-
ized personnel and that the microform
is capable of producing a clear copy
throughout the required retention pe-
riod. The record may also be stored in
electronic media with the capability
for producing legible, accurate, and
complete records during the required
retention period. Records such as let-
ters, drawings, specifications, must in-
clude all pertinent information such as
letters, stamps, initials, and signa-
tures. The licensee shall maintain ade-
quate safeguards against tampering
with and loss of records.

[53 FR 19246, May 27, 1988]

§ 31.13 Violations.
(a) The Commission may obtain an

injunction or other court order to pre-
vent a violation of the provisions of—

(1) The Atomic Energy Act of 1954, as
amended;
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