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¥ Part 21 Rulemaking — What is it2
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/\/'/ NRC staff’s proposal to clarify 10 CFR Part 21

Simplify rule language when possible

v,
‘ Provide updated Regulatory Guidance

Developed 25 Areas for Improvement in 3 categories:

Evaluating & Reporting

Part 21 NOVs

Commercial Grade Dedication

Administrative Changes

Use stakeholder input to improve the Part 21 process

Additional areas for improvement identified at public meetings
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Recognized need for revisions during promulgation (1977)

1991: Changes to eliminate duplicate reporting. More detail on
reporting criteria, content, and timeline

1995: Expanded on commercial grade dedication process
2009: Office of New Reactors User Needs Memorandum

2010: Inspector General audit of Vendor Program

POLICY ISSUE

Information Paper

2011: Commission Paper: SECY-11-0135 SECY-11-0135

Informed the Commission of staff’s plan to develop %)

Regulatory Basis to clarify Part 21




Identify need
for

rulemaking

NRC staff issued

user need memo in

2009

Regulatory

Basis

* Foundation of
effective
rulemaking

* Public meetings

* Draft rule text

-

Proposed

* Draft text &
guidance

* 75 day public
comment period

L (typically)

*Final text & guidance

*Implementation
period (if needed)
*Public meetings on
implementation

Opportunities for public participation

-




11 Regulatory Guidance development will be
integral part of rulemaking process

Benefit from over 34 years of experience

Opportunity to consolidate existing guidance

1 DG-1291, Evaluating Deviations and Reporting
Defects and Noncompliance

1 DG-1292, Dedication of Commercial Grade
ltems
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Issued Revision O of the Draft Regulatory Basis for
rulemaking (ADAMS Accession No. ML12248A200)

in December 2012

Discussed at January 24, 2013, public meeting

Follow up discussion topics in meeting
summary (ML13052A700)
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Anatomy of the Regulatory Basis (ML12248A200)

Existing Regulatory Framework
Definition of Regulatory Problem

Options to Resolve Regulatory Problem
Proposed Changes to NRC Regulations
Guidance development
Generic Communications
Use Voluntary Programs
Take No Action
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) Draft Regulatory Basis (cont’d)
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EXAMPLE: Evaluating & Reporting —
1. Lack of Regulatory Guidance -

Framework: No formal NRC guidance exists S

- T
=

Problem: Not enough detail in regulations for many scenarios

Options to Resolve Regulatory Problem:
No proposed changes to regulations
Develop Regulatory Guidance
Generic communications not a holistic solution
Voluntary programs not a viable solution
No action results in continued findings




¥ Draft Regulatory Basis (cont’d)
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EXAMPLE: Dedication
G. Sampling Requirements

1 Framework: No formal NRC sampling guidance
1 Problem: Sampling being incorrectly performed

1 Options to Resolve Regulatory Problem:
No proposed changes to regulations
Endorse industry standard through Regulatory Guide
Generic communications not as effective as Regulatory Guidance __gm
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&) Outreach Activities
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Public meetings and presentations to actively solicit early
stakeholder feedback

Latest follow-up topics from January 24™, 2013 meeting:
Quality Requirements in Procurement Documents

Definition of Basic Component for Non-Reactor facilities

Flow Chart of Part 21 process (Deviation and Delivery)
Use of 50.72/73 (LERs) to satisfy Part 21 requirements

Definition of Dedication

Impact on non-reactor facilities
Impact on DOE/NRC licensed facilities
What “proposed language” might look like
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1 Upcoming Public Meeting on May 30, 2013,
(tentatively scheduled) to discuss Evaluating &
Reporting

-1 Rulemaking Process

Identify need Regulatory Proposed Final Rule

for (Technical) Rule

rulemaking

September 2013 September 2014 September 2015
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Your Vioice in Federal Decision-Making

Beginjalseanchibyichoosingfaltaskiodenteningfalkeywornd

search for search for
a proposed rule a comment comments a final rule

Select Document Type: Enter Keyword or ID:

Regulations.gov is your source for U.S. I = INRC-EU1E-DD12
government regulations and related " open for Comment/Submission
documents. On this site you can find, read I view results by docket folder

and comment on documents. Share your
knowledge and make your voice count.

Search for NRO Docket NRC-2012-0012
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iHow to Get Involved (cont’d)

GO Ugle | NRC vendor] Victor Hall

nrc vendor Office of New Reactors

About 1,300,000 rg 35 =econgds)

Victor.Hall@nrc.gov
(301)415-2915

eneryou seacn | sesscn )

) _, REPORT
Protecting People and the 7 Aty Concerm

NUCLEAR AR RADIOACTIVE EAR PUBLIC MEETIN ABOUT
REACTORS MATERIA WASTE INVOLVEMENT NR(
PNt srare @
2 GUALITY ASSURANCE FOR NEW Home > Nuckear Reactors > New Reactors > Regulatory Oversight > Qualty Assurance > Vendor A Inspections
REACTORS

Reguitons, Standard Revew A, SECY Vendor Quality Assurance (QA) Inspections

Paper, and NUREG-1055.
In a Federsl Register notice (50 FR 47716) issued on November 20, 1985, the U.S. Nuclear Regulatory.
Commission (NRC) announced a minor revision to its Enforcement Policy to describe how the policy
applies to vendors that supply products o services to the nuclear industry for ultimate use in NRC-
licensed facilities or activities. That revision reflact Imission decision to support increased fo

Safety Evaluation Reports Concerning
Revised Basis for QA Programs

QA Inspections for New Reactor Licensing

(NUPIC) and ndustry Interactions.

Zices of Violation

F § FAG | GLOSSARY WHATS NEW | STEHELP | INDE

Workshops on Vendor Oversight for New
Reactor Constructon

Enerjourseonn | sEaRcH ]

- - REPORT
Protecting People and the Environment ASAFETY GONGERN

NUCLEA™ ‘UC MEETINGS & NRC ABOUT
TWENT LIBRARY NRC
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21.1 Purpose.

21.2 Scope.

21.3 Definitions.
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