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(8) Inspection, testing, and mainte-
nance. The design of items relied on for
safety must provide for adequate in-
spection, testing, and maintenance, to
ensure their availability and reliability
to perform their function when needed.

(9) Criticality control. The design
must provide for criticality control in-
cluding adherence to the double contin-
gency principle.

(10) Instrumentation and controls.
The design must provide for inclusion
of instrumentation and control sys-
tems to monitor and control the behav-
ior of items relied on for safety.

(b) Facility and system design and fa-
cility layout must be based on defense-
in-depth practices.! The design must
incorporate, to the extent practicable:

(1) Preference for the selection of en-
gineered controls over administrative
controls to increase overall system re-
liability; and

(2) Features that enhance safety by
reducing challenges to items relied on
for safety.

§70.65 Additional content of applica-
tions.

(@) In addition to the contents re-

quired by §70.22, each application must

include a description of the applicant’s

safety program established under
§70.62.
(b) The integrated safety analysis

summary must be submitted with the
license or renewal application (and
amendment application as necessary),
but shall not be incorporated in the li-
cense. However, changes to the inte-
grated safety analysis summary shall

1As used in §70.64, Requirements for new
facilities or new processes at existing facili-
ties, defense-in-depth practices means a de-
sign philosophy, applied from the outset and
through completion of the design, that is
based on providing successive levels of pro-
tection such that health and safety will not
be wholly dependent upon any single element
of the design, construction, maintenance, or
operation of the facility. The net effect of in-
corporating defense-in-depth practices is a
conservatively designed facility and system
that will exhibit greater tolerance to fail-
ures and external challenges. The risk in-
sights obtained through performance of the
integrated safety analysis can be then used
to supplement the final design by focusing
attention on the prevention and mitigation
of the higher-risk potential accidents.

§70.65

meet the conditions of §70.72. The inte-
grated safety analysis summary must
contain:

(1) A general description of the site
with emphasis on those factors that
could affect safety (i.e., meteorology,
seismology);

(2) A general description of the facil-
ity with emphasis on those areas that
could affect safety, including an identi-
fication of the controlled area bound-
aries;

(3) A description of each process (de-
fined as a single reasonably simple in-
tegrated unit operation within an over-
all production line) analyzed in the in-
tegrated safety analysis in sufficient
detail to understand the theory of op-
eration; and, for each process, the haz-
ards that were identified in the inte-
grated safety analysis pursuant to
§70.62(c)(1)(i)—(iii) and a general de-
scription of the types of accident se-
qguences;

(4) Information that demonstrates
the licensee’s compliance with the per-
formance requirements of §70.61, in-
cluding a description of the manage-
ment measures; the requirements for
criticality monitoring and alarms in
§70.24; and, if applicable, the require-
ments of §70.64;

(5) A description of the team, quali-
fications, and the methods used to per-
form the integrated safety analysis;

(6) A list briefly describing each item
relied on for safety which is identified
pursuant to §70.61(e) in sufficient detail
to understand their functions in rela-
tion to the performance requirements
of §70.61;

(7) A description of the proposed
quantitative standards used to assess
the consequences to an individual from
acute chemical exposure to licensed
material or chemicals produced from
licensed materials which are on-site, or
expected to be on-site as described in
§70.61(b)(4) and (c)(4);

(8) A descriptive list that identifies
all items relied on for safety that are
the sole item preventing or mitigating
an accident sequence that exceeds the
performance requirements of §70.61;
and

(9) A description of the definitions of
unlikely, highly unlikely, and credible
as used in the evaluations in the inte-
grated safety analysis.
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