§63.143

(n) Handling, storage, and shipping.
DOE shall establish measures to con-
trol the handling, storage, shipping,
cleaning and preservation of material
and equipment in accordance with
work and inspection instructions to
prevent damage or deterioration. When
necessary for particular products, spe-
cial protective environments, such as
inert gas atmosphere, specific moisture
content levels, and temperature levels,
must be specified and provided.

(0) Inspection, test, and operating sta-
tus. DOE shall establish measures to
indicate the status of inspections and
tests performed on individual items of
the high-level waste repository by
markings such as stamps, tags, labels,
routing cards, or other suitable means.
These measures must provide for the
identification of items that have satis-
factorily passed required inspections
and tests, where necessary to preclude
inadvertent bypassing of such inspec-
tions and tests. Measures must also be
established for indicating the oper-
ating status of structures, systems, and
components of the high-level waste re-
pository, such as by tagging valves and
switches, to prevent inadvertent oper-
ation.

(p) Nonconforming materials, parts, or
components. DOE shall establish meas-
ures to control materials, parts, or
components which do not conform to
requirements in order to prevent their
inadvertent use or installation. These
measures must include, as appropriate,
procedures for identification, docu-
mentation, segregation, disposition,
and notification to affected organiza-
tions. Nonconforming items must be
reviewed and accepted, rejected, re-
paired or reworked in accordance with
documented procedures.

(q) Corrective action. DOE shall estab-
lish measures to assure that conditions
adverse to quality, such as failures,
malfunctions, deficiencies, deviations,
defective material and equipment, and
nonconformances are promptly identi-
fied and corrected. If significant condi-
tions are adverse to quality, the meas-
ures must assure that the cause of the
condition is determined and corrective
action taken to preclude repetition.
The identification of the significant
condition adverse to quality, the cause
of the condition, and the corrective ac-
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tion taken must be documented and re-
ported to appropriate levels of manage-
ment.

(r) Quality assurance records. DOE
shall maintain sufficient records to
furnish evidence of activities affecting
quality.

(1) The records must include at least
the following: Operating logs and the
results of reviews, inspections, tests,
audits, monitoring of work perform-
ance, and materials analyses.

(2) The records must also include
closely-related data such as qualifica-
tions of personnel, procedures, and
equipment.

(3) Inspection and test records must,
at a minimum, identify the inspector
or data recorder, the type of observa-
tion, the results, the acceptability, and
the action taken in connection with
any deficiencies noted.

(4) Records must be identifiable and
retrievable. Consistent with applicable
regulatory requirements, the applicant
shall establish requirements con-
cerning record retention, such as dura-
tion, location, and assigned responsi-
bility.

(s) Audits. DOE shall carry out a com-
prehensive system of planned and peri-
odic audits to verify compliance with
all aspects of the quality assurance
program and to determine the effec-
tiveness of the program. The audits
must be performed in accordance with
the written procedures or check lists
by appropriately trained personnel not
having direct responsibilities in the
areas being audited. Audit results must
be documented and reviewed by man-
agement having responsibility in the
area audited. Followup action, includ-
ing reaudit of deficient areas, must be
taken where indicated.

§63.143

DOE shall implement a quality assur-
ance program based on the criteria re-
quired by §63.142.

Implementation.

§63.144 Quality assurance
change.

program

Changes to DOE’s NRC-approved
Safety Analysis Report quality assur-
ance program description are processed
as follows:
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