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&) Draft Regulatory Basis - Stat|ESEEEs

- Working with NRC Office of General
Council to finalize Revision 1 of Draft
Regulatory Basis

- Planning to include proposed rulemaking
language in Revision 1 of Draft Regulatory
Basis



% Draft Regulatory Basis - Timeline

Revision O0: Published in December 2012.
Series of public meetings held in 2013
NRC vendor workshop in June 2014

Revision 1: Plan to publish in September
2044 Winter 2014

Will include draft rule language for
discussion

Public meetings to follow

Plan to finalize Revision 1 of the Regulatory
Basis in Becember2044 Spring 2015



~ Part 21 Rulemaking — What is

M/\' NRC staff’s proposal to clarify 10 CFR

/ Part 21 as prescribed in SECY-11-0135

\ Simplify rule language when possible
Provide updated Regulatory Guidance

Developed 25 Areas for Improvement in 3 categories:
Evaluating & Reporting
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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%/ Rulemaking-Proposed Areas of Focus
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Requires Proposed
. New NRC
EVALUATION AND REPORTING Regulation . . Industry
Requirement | Guidance .
Change Guidance
Lack of Regulatory Guidance X X
Quality Requirements in Procurement Documents
Lack of Clarity in Definition of Basic Component for Nonreactor N
Facilities and Activities
Clarification of Point of Discovery
Clarification of Defect X X
Clarification of Delivery X
Evaluating and Reporting Responsibility
Deferral of Evaluation — 10 CFR 21.21(b)
Use of Licensee Event Reporting (§ 50.72 and § 50.73) X X
Acceptable Forms of Written Notification under 10 CFR « «
21.21(d)(2)
10 CFR 50.55(e) Redundancy X X
Evaluation of Counterfeit, Fraudulent, and Suspect Items X X
Contemporary Posting Requirements X X
Training X X
Lack of Clarity in Evaluating and Reporting Requirements for N N
Part 70 Licensees
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X¢: Rulemaking-Proposed Areas of Focus

Requires Proposed
. New NRC
COMMERCIAL-GRADE DEDICATION Regulation . . Industry
Requirement | Guidance .
Change Guidance
Lack of Regulatory Guidance X X
Proper Place for Dedication X
Definition of Dedication X
Definition of Commercial-Grade ltem X
Clarification of Dedication as Safety-Related Activity X
Sampling Requirements X X
U  C it Calibration (and Testing) La! .
International-Laberatory Acereditation-Ceoperation Process
Software Dedication X X
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xRegulatory Guidance

Regulatory Guidance development will be
integral part of rulemaking process

Benefit from over 34 years of experience
Opportunity to consolidate existing guidance

DG-1291, Evaluating Deviations and Reporting
Defects and Noncompliance

DG-1292, Dedication of Commercial Grade
ltems

DG-1305, “Design and Analysis Computer
program Commercial-Grade Dedication
Requirements”
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xRegulatory Guidance

Regulatory Guidance development underway,
including NRC participation with industry
groups and stakeholders

DG-1291, "Evaluating Deviations and Reporting
Defects and Noncompliance” could address:

NEI 14-09, “Guidelines for Implementation of
10 CFR Part 21 Reporting of Defects and
Noncompliance.”



% Regulatory Guidance
ICH

Regulatory Guidance development underway,
including NRC participation with industry
groups and stakeholders

DG-1292, Dedication of commercial-grade ltems
could endorse:

EPRI 3002002982, “Plant Engineering:
Guideline for the Acceptance of Commercial-
Grade Iltems in Nuclear Safety-Related
Applications,”
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%) Regulatory Guidance
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Regulatory Guidance development underway,
including NRC participation with industry
groups and stakeholders

DG-1305, “Design and Analysis Computer
program Commercial-Grade Dedication
Requirements” would address:

EPRI Technical Report 1025243, “Plant
Engineering: Guideline for the Acceptance of
Commercial-Grade Design and Analysis
Computer Programs Used in Nuclear Safety-
Related Applications”
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Your Vioice in Federal Decision-Making

Beginfalseanchlibyichoosinglaltaskfordenteningfalkeyword

submit read search for
a final rule

Select Document Type:

Enter Keyword or 1D:

Regulations.gov is your source for U.S. l = INRC—?UW-UU"E
government regulations and related " open for Comment/Submission :
documents. On this site you can find, read I view results by docket folder Advanced Seapa

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

B Topic

Search for NRO Docket NRC-2012-
0012
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yHow to Get Involved (cont'd)

Google

|NR-:; vendor|
nrc vendor Office of New Reactors

Jermaine Heath

About 1,300 000 reg Q35 =econgs)

Jermaine.Heath@nrc.gov

301)415-6066
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< QUALITY ASSURANCE FORNEW
REACTORS

Resuors,Srcara e P, SEOY Vendor Quality Assurance (QA) Inspections
apr an
In a Federal Register notice (50 FR 47716) issued on November 20, 1985, the U.S. Nuclear Regulatory
P e G Commission (NRC) announced a minor revision to its Enfarcement Policy to describe how the policy
applies to vendors that supply products or services to the nuclear industry for ultimate use in NRC-
lcensed faciites or activites. That reviic ageae e ion decision to support incressed fog
on NRC inspection an; R expanded varig

QA Inspections for New Reactor Licensing

Vendor QA Inspect

sections of
Nucear Procurement ssues Commitee Verida

e . gaces of Violation

Workshops on Vendor Oversight for New
Reactor Constructon

FAQ | GLOSSARY | FACILITY LOCATOR | WHAT'S NEW | STEHELP

Enerursears | seaacn |
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Sec.
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21.1 Purpose.

21.2 Scope.

21.3 Definitions.
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