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US Nuclear Industry Council®a A2k

Goals and Success Criteria for Part 53

@ Risk-informed but not excluding deterministic approach

O Performance-based with flexibility allowing some combination of risk informed and
deterministic

€ Adequate protection only

O Requirements beyond adequate protection only serve to drive up the cost of licensing
and operations with no real safety benefit

O Achieving operational excellence is important but is best achieved through industry
self-oversight, e.g., INPO

@ Technology-inclusive with all reactor types and sizes covered
@ Clear and simple to support streamlined licensing process

O Licensing requirements are understood and review is straightforward and efficient
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Key Concepts and Possible Structures: Process Concern

@ Process does not seem to be transparent

O NRC requests feedback, but no NRC feedback on how comments factored into the
rulemaking process and no redrafted rule language.

@ Subpart B Safety Criteria is the foundation of Part 53

O Instead of discussing and agreeing on Subpart B, NRC proceeding to restate Subpart B
language and issue language for other parts of the rule based on unaltered Subpart B
language.

O Process is going too fast
€ USNIC does not support the preliminary Subpart B language
including the new Tier 1 and Tier 2 categories that industry find
confusing.

0 USNIC encourages NRC to release revised language for Subpart B before continuing to
release other sections based on Subpart B—preferably with some NRC Office of General
Council review

0 USNIC offering alternative Subpart B language
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Key Concepts for Part 53

& Adequate Protection

0 Rule should specify only that which is necessary for adequate protection and nothing
more.

O Any proposals beyond adequate protection should not be included

O Proposed language in Subpart B for property protection, defense in depth, and
Quantitative Health Objectives (QHOs) not appropriate.

@ Risk-informed Regulations

€ Performance-based Regulations
& Adequate Defense-in-Depth (DID)
€ Quantitative Health Objectives

€ Quality Assurance Requirements
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US Nuclear Industry Council®a A2k

Adequate Protection Standard for Part 53
€ Focus of Part 53 should provide a clear adequate protection standard (radiological

foundation)
O Requirements predicated by fundamental safety functions (53.210)
O Any requirements established in Part 53 should have a clear nexus to supporting the adequate
protection standard
O Adequate protection standard should be independent of technology, reactor size, or selected
licensing process.

€ Avoid regulatory requirements that are not needed for adequate
O not ratchet up requirements for Advanced Non-LWRs
O Do not expand the rule by including Minimize Danger and Protect Property Standard.
O Necessity of second tier criteria for adequate protection has not been established in rulemaking
record to date

&€ Other considerations:

O Part 53 should establish the minimum criteria and supporting information necessary for
demonstrating the safety case with a level of detail that is commensurate with its contribution to

the safety case arguments
0 Processes for demonstrating the safety case should not be defined in rulemaking
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Risk-informed (not-risk based) Regulations

€ Probabilistic Risk Assessment (PRA) insights should complement the safety review
however 53.450 proposed language and criteria make a complete/detailed PRA an
implicit requirement for LBE, SSC classification, DID determinations.

O Want flexibility; use of PRA should be optional if other risk-informed analyses are appropriate to use

O LBE, SSC classification, and DID determination is supported by RG 1.233 implementation, but not
supported by an applicant performing SSC classification using a deterministic approach.

0 Deterministic approaches (e.g., for external hazard assessment, seismic, bounding analyses) may be
appropriate and should not be excluded, and some combination of risk informed and deterministic
should be allowed.

€ PRA matures with plant design and site selection/characterization. Therefore, requiring
extensive PRA (meeting the PRA standard) with application submittal may not be
feasible for all application types.

O Unclear how different levels of PRA usage will impact application content. Recommend considering the
TICAP recommendations in this area —where PRA level of information is minimized to include scope of
the PRA, discussion on use of the PRA standard including peer review, and results pertinent to NEI 18-04

O International regulatory frameworks have risk-informed approaches that certain vendors may choose to
pursue

O Desire that Part 53 would accommodate such approaches (i.e., IAEA SSR-2/1 and markets with dual-
DSA/PSA requirements) 30
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Performance-based (and Risk-informed) Regulations
@ Performance-based

O Clear performance-based acceptance criteria to allow flexibility in implementation of
design features and programmatic controls while improving predictability in the review
process (minimum criteria needed for adequate protection allowing applicant selection
of approaches and methodologies).

aw.,n

O Performance-based requirements should focus on measurable outcomes (does “x
perform the way it was committed to perform) and avoid prescription of methods to
achieve that performance.

& Other considerations

O Part 53 should accommodate an implementation of Licensing Modernization Project
(LMP), but not implicitly require it.

O Performance-based, risk-informed regulations can provide the applicant with flexibility
on how to demonstrate compliance.

O Part 53 should be technology and design neutral to minimize the need for exemptions.

0 Consider the overall impact and level of detail requirements for Part 53, and its
prospective applicant types, and how the language can be used to improve regulatory
predictability, efficiency, and certainty
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Adequate Defense in Depth (DID)

€ DID is important in supporting an adequate safety case for both LMP and non-LMP
applications, but is best addressed in guidance rather than regulations.

€ Further discussion is needed to better understand and define what is adequate
DID for LMP and Non-LMP applications, accounting for the range of potential
reactor designs and features that prevents and mitigates accidents that release
radiation materials.
O Adequate DID may be different for unique reactors
0 No precedent or guidance on establishing DID acceptance criteria or what is sufficient DID analysis

€ Multiple DID barriers applied only to DBEs in Part 53?

O Inferred is that DID will have to look at BDBEs in Part 53 —but we just don’t know what that looks
like without a systematic review of DID like that performed under LMP.

O In guidance, NRC staff needs to explain how DID would be implemented and used, and provide
clarity on how a licensee could translate this approach into preparing an application

O In guidance, NRC should clarify what Defense in Depth analysis is required when physics or
inherent features of a design have already resolved or removed the potential for releases of large
amounts of radioactivity
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Quantitative Health Objectives (QHO)

¢

® 6 ¢ oS

Draft Subpart B, Technology-Inclusive Safety Requirements, Section 53.23, Second Tier Safety Criteria,
(b)(2) requires the applicant to analyze QHO for LBE to ensure <5E-6 immediate and <2E-6 latent health

effects per year

O No parallel QHO requirement in 10 CFR 20, 50, or 52.QHO calculations would be required in addition to quantitative limits at site
boundaries in 53.23. Q: What was the underlying goal in changing the wording of the existing safety goals in 53.23 (from
ML011210381, 51 FR 30028)?

O The QHO method was attempted in 1986 but was deemed impractical and replaced by core damage frequency (CDF) and large early
release frequency (LERF) in 1990

Recommend removing (b)(2) from 53.23

Part 53 provides opportunity for NRC to take a fresh look at Appendix B and NQA-1 Program, and consider
alternatives

Level of quality of commercially available components may meet and exceed prior “nuclear standards”
without the need for the overly burdensome reporting requirements

Recommend rule should state quality control program is necessary, but not provide direction on
approaches to use

Recommend guidance should indicate that approaches such as ISO 9000 series, IAEA, commercial
dedication programs, and other approaches presented by industry could be used—this would facilitate
licensing of US reactors in Canada, Europe, Asia, and other parts of the world

O International acceptance of a single approval could be important in international marketability

O Guidance could address the broader topic of universal acceptance of codes and standards (mechanical, electrical, etc.)
Concurrent guidance should be developed to show that the ISO standards and IAEA approaches can meet
whatever the requirements are in Part 53, and potentially other Parts. 33
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