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Purpose of the Meetingg

• To discuss NEI 14-09, “Guidelines for Implementation , p
of 10 CFR Part 21 Reporting of Defects and 
Noncompliance” so NEI can prepare for a Public 
Meeting scheduled for November 5 2015 to presentMeeting scheduled for November 5, 2015 to present 
proposal to address NRC’s concerns.

• These presentation slides are not all inclusive.



OUTLINE

• Focus of NEI 14-09
• “Failure to comply” Definition
• Basic Component when delivered
• Discovery and Evaluation phases 

criteria
Notification vs Reporting• Notification vs Reporting

• Other Topics



Focus of NEI 14-09

The staff had the following perspective for consideration on NEI 
14-09:

– Guidance geared toward a reactor licensee perspective.g p p
– Minimal guidance provided to vendors or third party 

dedication entities
– Lack of any guidance for Fuel FacilitiesLack of any guidance for Fuel Facilities
– Does not address the purchaser taking responsibility when 

dealing with overseas suppliers
Lack of discussion on entities that provide safety related– Lack of discussion on entities that provide safety-related 
software



Focus of NEI 14-09

Vendors would benefit from licensee knowledge of:

– Significance of specifying Part 21 in the procurement 
documents

– Responsibilities of vendors supplying safety-related software
– Record keeping requirements distinction between Part 21 and 

10 CFR Part 50 55(e)10 CFR Part 50.55(e)
– Maintaining negative Part 21 evaluations
– Benefits of maintaining open dialog between licensee and 

vendor on a potential Part 21 evaluationvendor on a potential Part 21 evaluation
– Nexus between licensee evaluation report and Part 21 

obligations



Failure to Complyy

• NEI 14-09 Section 2.9:  ““Failure to comply means the manufacture, 
construction or operation of a licensed facility or activity, a basic component 
supplied for such facility or activity, or a design certification or design approval 
under 10 CFR Part 52; which is not in compliance with the Atomic Energy Act of 
1954, as amended, any applicable rule, regulation of 10 CFR, order or license 
issued by the Commission, or a standard design approval under 10 CFR Part 
52.” (page 10)

• Enforcement Manual: “Failure to comply with a legally binding requirement, 
such as a regulation, rule, order, license condition, or technical specification.” 
(page 16)

• 2008 Vendor Workshop Q/As 12: “Failure to comply is associated with the 
Atomic Energy Act of 1954, as amended, any applicable rule, regulation, order 
or license of the NRC associated with the facility, activity, or basic components 

h d b li th t l t t b t ti l f t h dpurchased by a licensee that relate to substantial safety hazards. 



Basic Component Definition 
10 CFR 21 310 CFR 21.3

• Basic component. (1)(i) When applied to nuclear power plants licensed under 
10 CFR t 50 t 52 f thi h t b i t t t10 CFR part 50 or part 52 of this chapter, basic component means a structure, 
system, or component, or part thereof that affects its safety function necessary 
to assure:

– (A) The integrity of the reactor coolant pressure boundary;
– (B) The capability to shut down the reactor and maintain it in a safe 

shutdown condition; or
– (C) The capability to prevent or mitigate the consequences of accidents 

which could result in potential offsite exposures comparable to thosewhich could result in potential offsite exposures comparable to those 
referred to in § 50.34(a)(1), § 50.67(b)(2), or § 100.11 of this chapter, as 
applicable.

• (ii) Basic components are items designed and manufactured under a quality 
assurance program complying with appendix B to part 50 of this chapter orassurance program complying with appendix B to part 50 of this chapter, or 
commercial grade items which have successfully completed the dedication 
process.



Basic Component
NEI 14 09NEI 14-09

• NEI 14-09 Section 2.2 (page 5):

“Basic components are obtained 1) by being supplied as such under a quality 
assurance program pursuant to 10 CFR Part 50, Appendix B, or 2) as commercial 
grade items subject to the dedication process defined in 10 CFR Part 21. 10 CFR 
Part 21 evaluation and reporting requirements apply to basic components only after 
they are delivered. 10 CFR Part 21 requirements do not apply to the supply of 
commercial grade items because those items are not basic components until they 
are dedicated and delivered. 10 CFR Part 21 responsibilities for the entity that 
d di d h b i d b i il h i i d di d d li ddedicated the basic component do not begin until the item is dedicated, delivered 
and accepted for use as a basic component.” 

• Concept that a  “Basic Component” only exists once the item is delivered is not p p y
consistent with 10 CFR Part 21.



Point of Discoveryy

• Discovery means the completion of the documentation first identifying the 
i t f d i ti f il t l t ti ll i t d ithexistence of a deviation or failure to comply potentially associated with a 

substantial safety hazard within the evaluation procedures discussed in § 21.21. 
(a).

• NEI 14-09 Section 2.8: “The Point of Discovery occurs when a deviation or failure 
to comply is clearly identified. However, “discovery” does not occur solely when it is 
determined that a deviation or failure to comply exists; that is but one of three 
elements in the discovery. Those elements are: completion of the documentation y p
first identifying (1), the existence of a deviation or failure to comply (2) that is 
potentially associated with a substantial safety hazard (3). In order for discovery to 
occur, some investigation and analysis is often necessary. (page 9)

• NEI 14-09 Section 7.0:  “Prior to an evaluation, it first must be determined that a 
deviation or failure to comply exists; which is called discovery.”

• The elements discussion is confusing when Section 2.8 and Section 7 are 
compared.



Discovery and Evaluationy

• NEI 14-09 Section 7.1: “If there is sufficient information from the screening process 
to determine whether or not the issue must be reported, then the properly 
documented results of the screening process may be credited as the 10 CFR Part 
21 evaluation.” (Page 38)

• NEI 14-09 Section 7 2: “In the context of the discovery process potentiallyNEI 14 09 Section 7.2:  In the context of the discovery process, potentially 
associated with a substantial safety hazard means a failure to comply which is 
related to the performance of a safety function. This criteria in the discovery 
process assures that unnecessary evaluations are not performed on failures to 
comply that clearly could not result in a substantial safety hazard and do not needcomply that clearly could not result in a substantial safety hazard and do not need 
to be reported to the NRC.” (page 39)

• NEI 14-09 Section 8: “Deviations and failures to comply that are potentially 
i t d ith b t ti l f t h d t b l t d t d t iassociated with a substantial safety hazard must be evaluated to determine 

whether they could create a substantial safety hazard if they were to remain 
uncorrected.

• There is no clear distinction made between “discovery” and “evaluating” a 
substantial safety hazard.



Notification and Reportingg

• NEI 14-09 Section 2.10
– Clarify that the notification alone is insufficient to consider that the NRC does not 

need a written report.

• NEI 14-09 Section 2 10 and Section 6NEI 14 09 Section 2.10 and Section 6
– Neither section outlines responsibility to ensure reporting timeliness 

requirements are included in the Part 21 procedure.



Miscellaneous

• Training for Engineering performing Part 21 evaluation

• A/E’s responsibility when contracted to do Part 21 evaluation

• No description of how to include 10 CFR Part 21 into the CAP



Miscellaneous

Certain part of the regulations being cited inadequately:

– Section 3, “Facilities, Activities and Entities Subject to 10 CFR Part 
21,” page 11

• … construction, operation and basic components that are 
“important to safety” - 10 CFR 21.3 states for safety-related. 

– Section 4.2, “Notification Responsibilities of a Director or 
Responsible Officer,” page 19

• 10 CFR 21 21(b)(3) & 10 CFR 21 21(b)(4) There are not• 10 CFR 21.21(b)(3)  & 10 CFR 21.21(b)(4) – There are not 
such subsections in the latest Part 21.



Questions

Always have a plan


