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(2) For any violation for which a li-
cense may be revoked under section 186 
of the Atomic Energy Act of 1954, as 
amended. 

§ 71.100 Criminal penalties. 
(a) Section 223 of the Atomic Energy 

Act of 1954, as amended, provides for 
criminal sanctions for willful violation 
of, attempted violation of, or con-
spiracy to violate, any regulation 
issued under sections 161b, 161i, or 161o 
of the Act. For purposes of section 223, 
all the regulations in part 71 are issued 
under one or more of sections 161b, 161i, 
or 161o, except for the sections listed in 
paragraph (b) of this section. 

(b) The regulations in part 71 that 
are not issued under sections 161b, 161i, 
or 161o for the purposes of section 223 
are as follows: §§ 71.0, 71.2, 71.4, 71.6, 
71.7, 71.10, 71.31, 71.33, 71.35, 71.37, 71.38, 
71.39, 71.40, 71.41, 71.43, 71.45, 71.47, 71.51, 
71.55, 71.59, 71.65, 71.71, 71.73, 71.74, 71.75, 
71.77, 71.99, and 71.100. 

[60 FR 50264, Sept. 28, 1995, as amended at 69 
FR 3796, Jan. 26, 2004] 

Subpart H—Quality Assurance 

SOURCE: 69 FR 3796, Jan. 26, 2004, unless 
otherwise noted. 

§ 71.101 Quality assurance require-
ments. 

(a) Purpose. This subpart describes 
quality assurance requirements apply-
ing to design, purchase, fabrication, 
handling, shipping, storing, cleaning, 
assembly, inspection, testing, oper-
ation, maintenance, repair, and modi-
fication of components of packaging 
that are important to safety. As used 
in this subpart, ‘‘quality assurance’’ 
comprises all those planned and sys-
tematic actions necessary to provide 
adequate confidence that a system or 
component will perform satisfactorily 
in service. Quality assurance includes 
quality control, which comprises those 
quality assurance actions related to 
control of the physical characteristics 
and quality of the material or compo-
nent to predetermined requirements. 
The licensee, certificate holder, and ap-
plicant for a CoC are responsible for 
the quality assurance requirements as 
they apply to design, fabrication, test-

ing, and modification of packaging. 
Each licensee is responsible for the 
quality assurance provision which ap-
plies to its use of a packaging for the 
shipment of licensed material subject 
to this subpart. 

(b) Establishment of program. Each li-
censee, certificate holder, and appli-
cant for a CoC shall establish, main-
tain, and execute a quality assurance 
program satisfying each of the applica-
ble criteria of §§ 71.101 through 71.137 
and satisfying any specific provisions 
that are applicable to the licensee’s ac-
tivities including procurement of pack-
aging. The licensee, certificate holder, 
and applicant for a CoC shall execute 
the applicable criteria in a graded ap-
proach to an extent that is commensu-
rate with the quality assurance re-
quirement’s importance to safety. 

(c) Approval of program. (1) Before the 
use of any package for the shipment of 
licensed material subject to this sub-
part, each licensee shall obtain Com-
mission approval of its quality assur-
ance program. Using an appropriate 
method listed in § 71.1(a), each licensee 
shall file a description of its quality as-
surance program, including a discus-
sion of which requirements of this sub-
part are applicable and how they will 
be satisfied, by submitting the descrip-
tion to: ATTN: Document Control 
Desk, Director, Spent Fuel Project Of-
fice, Office of Nuclear Material Safety 
and Safeguards. 

(2) Before the fabrication, testing, or 
modification of any package for the 
shipment of licensed material subject 
to this subpart, each licensee, certifi-
cate holder, or applicant for a CoC 
shall obtain Commission approval of 
its quality assurance program. Each 
certificate holder or applicant for a 
CoC shall, in accordance with § 71.1, file 
a description of its quality assurance 
program, including a discussion of 
which requirements of this subpart are 
applicable and how they will be satis-
fied. 

(d) Existing package designs. The pro-
visions of this paragraph deal with 
packages that have been approved for 
use in accordance with this part before 
January 1, 1979, and which have been 
designed in accordance with the provi-
sions of this part in effect at the time 
of application for package approval. 
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