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other than those included in paragraph
(c)(1) of this section with respect to ac-
celerator-produced radioactive mate-
rial or discrete sources of radium-226
on August 8, 2009, or earlier as noticed
by the NRC, except that these persons
may continue to manufacture or ini-
tially transfer items containing accel-
erator-produced radioactive material
or discrete sources of radium-226 for
sale or distribution to persons exempt-
ed from the licensing requirements of
part 30 of this chapter, and to persons
generally licensed under part 31 of this
chapter, and to sell or manufacture ra-
dioactive drugs and sources and devices
to medical use licensees until the date
of the NRC’s final licensing determina-
tion, provided that the person submits
a license application within 12 months
from the waiver expiration date of Au-
gust 7, 2009 or within 12 months from
the date of an earlier termination of
the waiver as noticed by the NRC,
whichever is earlier; or that the person
submits an amendment request within
6 months from the waiver expiration
date of August 7, 2009 or within 6
months from the date of an earlier ter-
mination of the waiver as noticed by
the NRC, whichever date is earlier.

[80 FR 8192, June 26, 1965, as amended at 52
FR 27786, July 24, 1987; 63 FR 1896, Jan. 13,
1998; 72 FR 55928, Oct. 1, 2007]

§32.2 Definitions.

As used in this part:

Dose commitment means the total ra-
diation dose to a part of the body that
will result from retention in the body
of radioactive material. For purposes
of estimating the dose commitment, it
is assumed that from the time of in-
take the period of exposure to retained
material will not exceed 50 years.

Lot Tolerance Percent Defective means,
expressed in percent defective, the
poorest quality in an individual inspec-
tion lot that should be accepted.

Nationally tracked source is a sealed
source containing a quantity equal to
or greater than Category 1 or Category
2 levels of any radioactive material
listed in Appendix E to part 20 of this
Chapter. In this context a sealed source
is defined as radioactive material that
is sealed in a capsule or closely bonded,
in a solid form and which is not exempt
from regulatory control. It does not

§32.8

mean material encapsulated solely for
disposal, or nuclear material contained
in any fuel assembly, subassembly, fuel
rod, or fuel pellet. Category 1 nation-
ally tracked sources are those con-
taining radioactive material at a quan-
tity equal to or greater than the Cat-
egory 1 threshold. Category 2 nation-
ally tracked sources are those con-
taining radioactive material at a quan-
tity equal to or greater than the Cat-
egory 2 threshold but less than the Cat-
egory 1 threshold.

[34 FR 6653, Apr. 18, 1969, as amended at 39
FR 22129, June 20, 1974; 71 FR 65708, Nov. 8,
2006]

§32.3 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 of 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
stamps, initials, and signatures. The li-
censee shall maintain adequate safe-
guards against tampering with and loss
of records.

[563 FR 19246, May 27, 1988]

§32.8 Information collection require-
ments: OMB approval.

(a) The Nuclear Regulatory Commis-
sion has submitted the information
collection requirements contained in
this part to the Office of Management
and Budget (OMB) for approval as re-
quired by the Paperwork Reduction
Act (44 U.S.C. 3501 et seq.). The NRC
may not conduct or sponsor, and a per-
son is not required to respond to, a col-
lection of information unless it dis-
plays a currently valid OMB control
number. OMB has approved the infor-
mation collection requirements con-
tained in this part under control num-
ber 3150-0001.
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(b) The approved information collec-
tion requirements contained in this
part appear in §§32.11, 32.12, 32.14, 32.15,
32.16, 32.18, 32.19, 32.20, 32.21, 32.21a,
32.22, 32.23, 32.25, 32.26, 32.27, 32.29, 32.51,
32.51a, 32.52, 32.53, 32.54, 32.55, 32.56,
32.57, 32.58, 32.61, 32.62, 32.71, 32.72, 32.74,
and 32.210.

(c) This part contains information
collection requirements in addition to
those approved under the control num-
ber specified in paragraph (a) of this
section. These information collection
requirements and the control numbers
under which they are approved are as
follows:

(1) In §32.11, NRC Form 313 is ap-
proved under control number 3150-0120.

(2) [Reserved]

[49 FR 19625, May 9, 1984, as amended at 59
FR 61780, Dec. 2, 1994; 62 FR 52186, Oct. 6, 1997;
62 FR 63640, Dec. 2, 1997; 71 FR 65708, Nov. 8,
2006; 72 FR 58486, Oct. 16, 2007]

Subpart A—Exempt
Concentrations and ltems

§32.11 Introduction of byproduct ma-
terial in exempt concentrations into
products or materials, and transfer
of ownership or possession: Re-
quirements for license.

An application for a specific license
on Form NRC-313 authorizing the in-
troduction of byproduct material into
a product or material owned by or in
the possession of the licensee or an-
other and the transfer of ownership or
possession of the product or material
containing the byproduct material will
be approved if the applicant:

(a) Satisfies the general require-
ments specified in §30.33 of this chap-
ter; provided, however, that the require-
ments of §30.33(a)(2) and (3) do not
apply to an application for a license to
introduce byproduct material into a
product or material owned by or in the
possession of the licensee or another
and the transfer of ownership or pos-
session of the product or material con-
taining the byproduct material, if the
possession and use of the byproduct
material to be introduced is authorized
by a license issued by an Agreement
State;

(b) Provides a description of the prod-
uct or material into which the byprod-
uct material will be introduced, in-
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tended use of the byproduct material
and the product or material into which
it is introduced, method of introduc-
tion, initial concentration of the by-
product material in the product or ma-
terial, control methods to assure that
no more than the specified concentra-
tion is introduced into the product or
material, estimated time interval be-
tween introduction and transfer of the
product or material, and estimated
concentration of the radioisotopes in
the product or material at the time of
transfer; and

(c) Provides reasonable assurance
that the concentrations of byproduct
material at the time of transfer will
not exceed the concentrations in §30.70
of this chapter, that reconcentration of
the byproduct material in concentra-
tions exceeding those in §30.70 is not
likely, that use of lower concentrations
is not feasible, and that the product or
material is not likely to be incor-
porated in any food, beverage, cos-
metic, drug or other commodity or
product designed for ingestion or inha-
lation by, or application to, a human
being.

[80 FR 8192, June 26, 1965, as amended at 49
FR 19625, May 9, 1984; 72 FR 58487, Oct. 16,
2007]

§32.12 Same: Records and material
transfer reports.

(a) BEach person licensed under §32.11
shall maintain records of transfer of
byproduct material and file a report
with the Director of the Office of Fed-
eral and State Materials and Environ-
mental Management Programs by an
appropriate method listed in §30.6(a) of
this chapter, including in the address:
ATTN: Document Control Desk/Exempt
Distribution.

(1) The report must clearly identify
the specific licensee submitting the re-
port and include the license number of
the specific licensee.

(2) The report must indicate that the
byproduct material is transferred for
use under §30.14 of this chapter or
equivalent regulations of an Agree-
ment State.

(b) The report must identify the:

(1) Type and quantity of each product
or material into which byproduct ma-
terial has been introduced during the
reporting period;
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