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1. Introduction 
 
In the Draft Regulatory Basis to Clarify 10 CFR Part 21, “Reporting of Defects and Noncompliance” 
Revision 0 dated December 2012, the Nuclear Regulatory Commission (NRC) identified several areas 
related to evaluation and reporting that could benefit from enhanced clarity.  For each of the areas 
identified, the NRC describes the regulatory problem, considers what regulatory options are available to 
solve the problem and recommends a solution to that problem.  In SECY 11-0135, the NRC staff 
informed the Commission that the purpose of the regulatory basis is to focus on improving Part 21 
clarity, while maintaining the original intent of the rule and minimizing changes to currently compliant 
programs. 
 
The first issue identified by the NRC in the draft Regulatory Basis is a lack of regulatory guidance.  To 
address this issue, industry guidance is being developed to provide clarity on the entire scope of the 
evaluation and reporting requirements in 10 CFR Part 21. The language proposed in this paper would be 
incorporated into this industry guidance along with existing clarifications provided by NUREG-0302 and 
other NRC documents, and would include additional clarity based upon experience gained in over 30 
years of implementing 10 CFR Part 21.  Industry guidance would ultimately be submitted to the NRC for 
endorsement in a Regulatory Guide. 
 
This paper proposes guidance language that would enhance clarity of 10 CFR Part 21 requirements in 
several of the areas identified by the NRC.  For these areas, the needed clarity would be fully achieved 
by incorporating the proposed language into guidance on 10 CFR Part 21, without the need to revise the 
regulations.  This white paper uses terms that have specific definitions (e.g. basic component) described 
in 10 CFR Part 21 and which may be further clarified by NUREG-0302.  The clarifications provided in this 
white paper are consistent with these definitions, and should be read in consultation with these 
definitions. 
 
The scope of this white paper is limited to nuclear power plants (licensed under 10 CFR Part 50 or Part 
52) and their suppliers.  This white paper is not intended to apply to facilities, activities and basic 
components regulated by the NRC pursuant to other parts of Title 10 of the CFR, and the approach 
described within has not been evaluated to determine if compliance with 10 CFR Part 21 would be 
assured for facilities, activities or basic components regulated under these Parts.  
 
The following areas are discussed in separate sections of this document, which provide a brief 
description of the issue identified by the NRC followed by proposed language to enhance clarity and 
resolve the issue: 

• Quality Requirements in Procurement Documents 
• Clarification of Point of Discovery 
• Clarification of Deviation and Delivery 
• Evaluation and Reporting Responsibility 
• Deferral of Evaluation – 10 CFR 21.21(b) 
• Acceptable Forms of Written Notification under 10 CFR 21.21(d)(2) 
• Contemporary Posting Requirements 
• Training 
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2. Quality Requirements in Procurement Documents  
 
Background 
 
In issue #2 of the draft Regulatory Basis, the NRC states that some vendors have misunderstood the 
regulatory requirements that must be imposed upon safety-related items and services (i.e., basic 
components).  It further states that some NRC vendor inspections have noted findings for failures to 
invoke Appendix B quality assurance (QA) requirements with Part 21 requirements, and vice versa.   
 
Proposed Language for Enhanced Clarity 
 
Procurement documents are addressed in 10 CFR Part 21.31, which requires that they state the 
applicability of 10 CFR Part 21 to the supplier of basic components.    Basic components can only be 
supplied if they are procured through an NRC compliant quality assurance program.  Thus applicable 
quality assurance requirements and Part 21 requirements both apply together for the procurement of 
basic components.   
 
Basic components are obtained either 1) by being supplied as such under a quality assurance program 
pursuant to NRC’s quality assurance requirements in the applicable part of Title 10 Code of Federal 
Regulations, or 2) as commercial grade items subjected to the dedication process defined in 10 CFR Part 
21 and conducted under a quality assurance program that meets NRC requirements.  Part 21 
requirements do not apply to the supply of commercial grade items prior to their dedication and 
delivery as basic components.  Part 21 evaluation and reporting requirements only apply to dedicated 
basic components after they are delivered.   Part 21 responsibilities for the entity that dedicated the 
basic component do not begin until the item is dedicated, delivered and accepted for use as a basic 
component. 
 
For nuclear power plants, the applicable quality assurance requirements for procuring basic components 
are specified in 10 CFR Part 50, Appendix B.  Specifically, Criterion IV, “Procurement Document Control” 
of Appendix B requires that purchasers contractually impose Appendix B quality assurance requirements 
on vendors supplying safety-related materials, parts and services.  Thus, for procurements of basic 
components, which impose Part 21 requirements on suppliers, the procurement documents should also 
impose the applicable Appendix B quality assurance requirements on the supplier.    
 
For procurements of basic components, where Part 21 and applicable NRC quality assurance 
requirements apply to the procurement, the procurement documents should clearly communicate the 
applicability of these requirements to the supplier.  Procurement documents should ensure that 
accurate Part 21 contact information is provided including mailing addresses, e-mail addresses, and 
telephone numbers, as applicable.  It is also important that the procurement documents clearly indicate 
that the materials/components/services are being supplied as safety-related.  
 
For nuclear power plants (licensed under Part 50 or Part 52), the purchaser should also require the 
supplier to pass Part 21 and quality assurance requirements in procurement documents for basic 
components being supplied by sub-suppliers.  This includes requiring their sub-supplier to pass down the 
requirements to their supplier, and so on down the supply chain for all procurements of items and 
services being supplied as basic components for which a defect could result in a substantial safety 
hazard.   Part 21 requirements do not need to be passed down to suppliers of commercial grade items.  .   
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Example #1: 
 
What specific information should be included in procurement documents as part of the information that 
is applicable to 10 CFR Part 21? 
 
Response: 
 
The entity procuring the items or services must include in the procurement documentation: 

• Notification that the items or services being supplied are safety-related and must be supplied as 
basic components 

• Notification that the requirements of 10 CFR Part 21 are applicable to the order 
• Notification that the relevant requirements (e.g. 10 CFR Part 50, Appendix B) of a compliant QA 

program approved by the purchaser are applicable to the order 
 
Related information may include: 

• Documentation requirements such as: 
o Required certifications of compliance and conformance 
o Required submittals such as drawings, bills of material, technical manuals, documents 

that describe the materials provided, installation and maintenance instructions, and 
special procedure processes 

o Hold and verification points 
o Rights of Access 

• Technical requirements: 
o Critical information that impose conditions or restrictions 

 
Example #2: 
 
A Part 50 NRC licensed facility is procuring safety-related valves from a supplier whose 10 CFR Part 50, 
Appendix B compliant QA program the facility has approved, and includes the following requirements 
stated in their contract and purchase order: 

1. The Supplier shall comply with applicable 10 CFR Part 50, Appendix B quality assurance 
requirements.  

2. The Supplier shall comply with the requirements of 10 CFR Part 21. 
3. The Supplier shall ensure that the applicable quality and Part 21 requirements are passed-down 

through the sub-tier supplier chain to all sub-suppliers in procurement documents for orders that 
supply basic components. 

 
Discussion: 
 
The objective of requirements imposed on the supplier and sub-tier supplier is to ensure that Part 21 
and QA requirements are applied to all suppliers of basic components.  This meets the requirements of 
Part 21 and 10 CFR Part 50, Appendix B.   
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3. Clarification of Point of Discovery  
 
Background 
 
In issue #4 of the draft Regulatory Basis, the NRC states that NRC vendor inspectors have noted various 
interpretations of discovery among suppliers and have cited violations for resulting incorrect Part 21 
timeliness.   
 
Proposed Language for Enhanced Clarity 
 
Point of discovery occurs when a deviation or failure to comply is clearly identified as being potentially 
associated with a substantial safety hazard.  Discovery is not 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: 1) completion of the documentation first identifying, 2) the existence of a deviation or failure to 
comply, and 3) potentially associated with a substantial safety hazard.  In order for discovery to occur, 
some investigation and analysis is often necessary.  This was acknowledged by the NRC in SECY 91-150, 
which stated, “Discovery is not complete until the documentation identifying the existence of a deviation 
or failure to comply is complete. Thus, in order to complete the documentation, some evaluation must 
take place to identify a deviation or failure to comply. Further, the discovery process is intended to be 
included in the procedures necessary to comply with Part 21 or §50.55(e).” (emphasis added) 
 
In many cases, issues are first identified and documented within a licensee’s corrective action process. 
At this point there may not be enough information to recognize it as a Part 21 issue, and only when the 
issue is clearly identified as a potential Part 21 issue is the Point of Discovery established.  Thus, 
discovery is a process that takes time and does not occur immediately when an issue is first documented 
in the corrective action process.  It is expected that the investigation/screening of the issue to determine 
potential Part 21 applicability should be conducted promptly.  A delayed investigation should not be 
used as a means to delay evaluation and would be considered a violation of 10 CFR Part 21.   
 
A screening is one approach to formalize the process of discovery that determines whether the issue is 
associated with the failure of a basic component or is a failure to comply with a regulation.  During the 
screening process, the investigation of the issue should be given a high priority in order to determine 
whether the failure of the basic component is due to a deviation, and whether the deviation or failure to 
comply is potentially associated with a substantial safety hazard. A determination of whether a 
deviation or failure to comply is “potentially associated” with a substantial safety hazard is generally 
made based upon whether the deviation or failure to comply affects the ability of the basic component 
to perform its safety function.  The screening that culminates in the point of discovery should be timely, 
and without undue delay in determining whether a Part 21 evaluation is warranted. In many cases, the 
determination of whether a Part 21 evaluation is necessary depends upon the unique conditions of the 
issue and upon what is known about the issue.  Therefore, the amount of time that is reasonable to 
complete a screening (i.e. the discovery process) is not fixed, but rather depends on the complexity of 
the issue being investigated. 
 
Screening Process 
 
Issues that are identified and documented within the nonconformance and corrective action processes 
require consideration for evaluating and reporting in accordance with 10 CFR Part 21.  Depending on the 
size of the organization and nature of the business, these processes can generate a significant number of 



Proposed Clarifications to Selected 10 CFR Part 21 Topics 

02/28/2014  Page 5 

reports (e.g., condition reports, corrective action reports, and nonconformance reports).  Only a subset 
of these reports identify issues that require additional actions to address 10 CFR Part 21 concerns, but 
the total number of reports can present a significant challenge in considering the applicability of 
10 CFR Part 21 for each one.  An efficient and effective screening process can be a valuable tool in 
maintaining compliance with 10 CFR Part 21.   

The screening process is a review performed to determine whether a given nonconforming condition or 
condition adverse to quality1  represents a deviation or failure to comply that is potentially associated 
with a substantial safety hazard, and if so, to document this determination.   

The screening process (discovery process) culminates in the point of discovery for deviations and failures 
to comply that require evaluation, or the determination that the issue does not require a Part 21 
evaluation.  The evaluation starts at the point of discovery and determines whether there is a defect or 
failure to comply that could create a substantial safety hazard and must be reported to the NRC in 
accordance with 10 CFR Part 21.  In some instances, the screening process is sufficient to determine 
whether or not the issue must be reported, and the properly documented results of the screening 
process may be credited as the 10 CFR Part 21 evaluation.  

The screening process is implemented by personnel that have knowledge of the pertinent regulatory 
and technical requirements.  The screening process may be conducted by a single person or by a 
designated group, such as a regulatory compliance team or material review board.  The results of the 
screening process conducted by a single person should be reviewed separately by another individual 
with knowledge of the regulatory/technical requirements to ensure that the conclusions are sound and 
sufficiently substantiated by the objective evidence. 

The screening process could be led by personnel in a variety of departments, e.g. Quality Assurance, 
Engineering, Operations.  Personnel from other departments may also be included in the screening 
process, or receive actions resulting from the screening process. The personnel implementing the 
screening process should be guided by a procedure or checklist to ensure the appropriate factors are 
considered and the results of the screening process are properly documented.   

The screening process considers several factors in determining whether an issue requires a Part 21 
evaluation.  The specific factors to be considered by an organization may vary somewhat depending on 
the nature of the business.  The typical questions for consideration are discussed below.  An evaluation 
is necessary, and thus the point of discovery occurs when, the determination is made that all of the 
following three questions are answered “yes”.    

1) Does the issue constitute a failure to comply or deviation associated with a basic component? 

The evaluation requirements of 10 CFR Part 21 only apply to a failure to comply or deviation associated 
with a basic component.  A failure to comply is a noncompliance with the Atomic Energy Act of 1954, as 
amended, or any applicable rule, regulation, order, or license of the Commission.  Deviation, as defined 
in 10 CFR Part 21.3, is a departure from the technical requirements included in a procurement 
document, or specified in early site permit information, a standard design certification or standard 
design approval.  The definition of basic component in 10 CFR Part 21.3 should be used to determine if 

                                                           
1 Issues identified in the corrective action program that are not associated with a nonconforming condition or 
condition adverse to quality, and thus would clearly not require a Part 21 evaluation or notification, (e.g., a 
condition report indicating that there is a trip hazard in an office hallway) need not be screened. 



Proposed Clarifications to Selected 10 CFR Part 21 Topics 

02/28/2014  Page 6 

the issue impacts a basic component. Commercial grade items (including those that have not yet 
completed a commercial grade dedication acceptance process) are not subject to 10 CFR Part 21 
evaluation and reporting requirements.   

If the issue is a failure to comply or deviation associated with a basic component, then Question #2 
should be answered; otherwise the issue is not subject to 10 CFR Part 21 and no further investigation is 
necessary.   

2) Has the basic component with a deviation or failure to comply been delivered? 

The evaluation requirements of 10 CFR Part 21 only apply to a deviation of a basic component if that 
basic component has been delivered.  A clarification to the definition of delivered is presented in Section 
4, “Clarification of Deviation and Delivery,” of this paper. For suppliers, the response to this question 
may depend upon some investigation of the extent of condition.  For example, if the supplier 
determines that the basic component with a deviation or failure to comply has not been delivered to the 
purchaser for the issue in question, then they should also investigate whether the basic component has 
been delivered to other purchasers with a deviation or failure to comply.  Once the supplier identifies 
that the basic component with a deviation or failure to comply has been delivered to at least one 
purchaser, then the investigation of the extent of condition is not necessary to determine if an 
evaluation is necessary; however, further investigation of the extent of condition may be necessary in 
order to notify affected purchasers. 

If the basic component with a deviation or failure to comply has been delivered, then Question #3 
should be answered; otherwise the issue is not subject to 10 CFR Part 21 and no further investigation is 
necessary.   

3) Is the deviation or failure to comply of a delivered basic component potentially associated with 
a substantial safety hazard? 

The evaluation requirements of 10 CFR Part 21 only apply to a deviation or failure to comply if it is 
potentially associated with a substantial safety hazard.  The criterion “potentially associated with a 
substantial safety hazard” used to determine if an evaluation is required and establish the point of 
discovery, is different than the criterion “could result in a substantial safety hazard, were it to remain 
uncorrected” used to determine if a notification to the NRC is required.  Although the phrasing of these 
criteria is similar, the threshold of “potentially associated” should be lower than “could result in” so that 
the evaluation is not effectively performed during the discovery phase, but should not be so low as to 
result in the unnecessary evaluation of issues that would clearly not be reportable to the NRC.  It is 
noted that NUREG-0302 provides clarity on the criterion “could result in a substantial safety hazard.”  A 
determination of whether a deviation or failure to comply is “potentially associated” with a substantial 
safety hazard is generally made based upon whether the deviation or failure to comply affects the ability 
of the basic component to perform its safety function.   
 
If the deviation or failure to comply is potentially associated with a substantial safety hazard, then a Part 
21 evaluation is needed; otherwise the issue is not subject to 10 CFR Part 21 and no further investigation 
is necessary.  If an evaluation is needed, then the documentation of the three screening questions 
should be completed, which will mark the point of discovery.  It is noted that the evaluation will 
continue the investigation and determine whether the NRC must be notified (i.e. whether the deviation 
is a defect, and whether the defect or failure to comply could result in a substantial safety hazard, if it 
were to remain uncorrected).   
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Example #1: 
 
Relay Model XY-01, a basic component, supplied for the Low Pressure Coolant Injection System was 
accepted by the licensee but not installed.  During startup testing on May 1st, it was identified that the 
relay contacts were deficient and not closing properly.  This issue was immediately entered into the 
corrective action program.  There was no information that indicated the issue was due to a deviation or 
failure to comply.   As part of the investigation, the relay was removed and sent to a laboratory to 
identify the cause of the failure.   The review by the laboratory was concluded and documented on June 
1st, which determined that a faulty manufacturing process was utilized to manufacture this relay.  The 
review of the laboratory report and procurement documents concluded that the relay has a deviation.  
The licensee also concluded that the deviation potentially associated with a substantial safety hazard 
because the failure of the relay to close properly could prevent the relay from performing its safety 
function.  The licensee concluded that this provided sufficient information that a deviation exists that is 
potentially associated with a substantial safety hazard; i.e., it was determined that a Part 21 evaluation 
is needed.  This information was documented in the corrective action process on June 2nd.  The licensee 
declared June 2nd to be the point of discovery for the 10 CFR Part 21 evaluation (i.e., start of the 60 day 
evaluation clock).   
 
Discussion: 
 
Because the licensee had accepted the basic component, and the part was on the shelf, but not yet 
installed, the licensee maintained 10 CFR Part 21 responsibility for the part.  Although the issue (failure 
of relay contacts during startup testing) was immediately documented in the corrective action program, 
the licensee did not have information to reasonably determine whether the failure was due to a 
deviation from technical requirements in procurement documents, nor whether the deviation was 
potentially associated with a substantial safety hazard.  The laboratory analysis was conducted 
promptly, followed by a prompt review of the laboratory report, procurement documents, and the 
effect on the ability to perform the intended safety function.  Accordingly, the licensee’s determination 
of point of discovery was in compliance with the requirements of 10 CFR Part 21.  
 
Example #2: 
 
On October 1, leakage from a safety-related check valve was observed during startup testing of the 
plant.   This issue was immediately entered into the corrective action program.   Upon further 
investigation which concluded on October 2, it was determined that the leakage was caused by the valve 
body material, which was not in conformance with the owner specifications referenced in the 
procurement documents (i.e. a deviation).  Furthermore, on October 15th the licensee concluded that 
the deviation in the material could prevent the valve from performing its safety function.  This issue was 
entered in the corrective action process on October 15th and the licensee declared this to be the point 
of discovery.  The licensee began a 10 CFR Part 21 evaluation on October 15 commencing the 60 day 
evaluation period.  
 
Discussion: 
 
This is an example of how not to determine the point of discovery.  The licensee was not in compliance 
with 10 CFR Part 21.    The licensee had clear indication on October 2nd that the supplier had provided a 
valve body with a deviation from the licensee’s design specifications, and that this deviation is 
potentially associated with a substantial safety hazard.   Delaying the commencement of the evaluation 



Proposed Clarifications to Selected 10 CFR Part 21 Topics 

02/28/2014  Page 8 

until October 15th, and declaring this the point of discovery, was not appropriate with the available 
evidence.     
   

4. Clarification of Deviation and Delivery  
 
Background 
 
In issue #5 of the draft Regulatory Basis, the NRC states that there have been repeated 
misinterpretations of the point of delivery, and in some cases, evaluations take longer than the 60 days 
allowed by Part 21 resulting in vendors being cited for violations of Part 21.   
 
NUREG-0302 provides the following explanation: “In determining whether a basic component has been 
delivered, the basic element is when the purchaser has taken control over the item.  Normally, this would 
occur when the purchaser or its agent (e.g., a shipper) receives the component.  However, the purchaser 
may be entitled, either through contractual provision or ordinary commercial practice, to conduct a 
receiving inspection before taking final acceptance of the component.  In that case, “delivery” would not 
occur and therefore no notification to NRC by the purchaser would be required where the purchaser 
conducts the authorized receipt inspection and rejects and returns the component to the supplier within 
a reasonable period of time after receipt of the component.  In this same situation, the supplier who 
receives the rejected component would be required to evaluate the deviation and report an identified 
defect if he had delivered components with similar deviations to other facilities or activities subject to 
Part 21.” 
 
Proposed Language for Enhanced Clarity 
 
A basic component is considered delivered when the purchaser has taken control of the component or 
service as a basic component following the completion of the acceptance process (i.e., receipt 
inspection and in some cases acceptance/functional testing).  At that point, the control and ownership 
of the component transfers to the purchaser, including 10 CFR Part 21 responsibilities for reporting.  At 
any time prior to the owner accepting and taking control of the basic component, any departure from a 
technical requirement included in a procurement document is not a deviation and the requirements of 
Part 21 do not apply to the purchaser or the supplier because no substantial safety hazard can be 
created.  However, the supplier retains full 10 CFR Part 21 responsibilities if the basic component was 
delivered to another purchaser.  It is expected that the purchaser enter the issue and the basis for 
rejection into the corrective action process with documentation of the contact information with the 
vendor/manufacturer also included in the corrective action process.  The purchaser should promptly 
communicate the rejection to the supplier, so that the supplier can determine the extent of condition 
and determine whether the basic component was delivered to another purchaser with the deviation.  If 
the supplier identifies a deviation in basic components delivered to other facilities or activities subject to 
Part 21, then the supplier should notify the other purchasers, and evaluate and report the defect 
pursuant to 10 CFR Part 21. 
 
Example #1: 
 
On April 1st, the licensee identifies during receipt inspection that a switch, provided as a basic 
component, does not meet the material specifications in the procurement documents originally 
supplied to the vendor (i.e. a deviation).  The receipt inspector documents the rejection in the corrective 
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action process, and sends an e-mail to the vendor documenting the basis for rejection that same day.  
The licensee does not perform a Part 21 evaluation.  The vendor acknowledges receipt of the e-mail on 
April 2nd, and enters the issue into their corrective action process.  The vendor performed an 
assessment to determine whether the basic component was delivered to another purchaser.  On April 
3rd the vendor determines that the basic component was delivered to one other purchaser with the 
same deviation, and determines that the point of discovery begins as of April 3rd, when they first 
identified the deviation of a delivered basic component and the vendor begins the 60-day evaluation 
process associated with 10 CFR Part 21.   
 
Discussion: 
 
The licensee never had a responsibility under 10 CFR Part 21.  Because the item was rejected during the 
receipt inspection, the licensee never accepted the item and its control and ownership was never 
transferred to the licensee.  The vendor was compliant with Part 21 by beginning the evaluation process 
once they determined there was a deviation in a delivered basic component to another purchaser.  
 
Deviations for Design Certifications 
 
In the context of a design certification, 10 CFR 21.3 defines a deviation as a departure from a “technical 
requirement” included in a standard design certification.  It is important to note that not all of the 
information contained within a design certification document (DCD) represents “technical 
requirements” in the context of this definition.  For example, non-safety information within the DCD 
should be excluded.  In the DCD the safety classification requirements established in Section 3.2 require 
that any Systems, Structures, or Components (SSCs) that perform safety functions (as defined by 10 CFR 
50.2) are classified as safety-related.  The definition of safety-related in 10 CFR 50.2 is consistent with 
the definition of a “basic component” under 10 CFR 21.3.  Therefore, non-safety SSCs would not be a 
“basic component” and not subject to consideration as a “technical requirement.”   
 
Likewise, system and operational description information contained within the DCD does not necessarily 
constitute a “technical requirement.”  This information conveys how a design solution was created to 
satisfy certain technical requirements, but may not represent a requirement on the design itself.  For 
example, a normal flow rate would not be a technical requirement.  However, a prescribed maximum or 
minimum required flow rate to satisfy a safety design basis would constitute a technical requirement.  
Likewise, descriptions of system alignments (e.g., “the pump is normally started with the discharge valve 
closed”) is not a requirement for the component or something that can be procured and therefore, is 
not a “technical requirement” under the context of this definition in Part 21. 
 
In the context of a design certification, a “technical requirement” as used in the definition of Part 21 for 
a deviation would be represented by: 

• A prescribed safety design basis requirement established in the Final Safety Analysis Report 
(FSAR).  Examples: 

o Equipment is designed to withstand the effects of natural phenomena such as 
earthquakes, tornadoes, hurricanes, floods, and external missiles without loss of 
capability to perform the intended safety function 

• A prescribed performance acceptance criteria established in the FSAR.  Examples of prescriptive 
design basis requirements would be as follows:  

o Minimum or maximum containment isolation valve closure times 
o Minimum net positive suction head (NPSH) for safety-related pumps 
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o Seismic or equipment qualification requirements supporting a safety function 
o Minimum or maximum system design temperatures/pressures necessary to perform a 

safety function 
• Information that typically would be provided in a design or procurement specifications.  This is 

consistent with information in  the NRC memorandum dated 10/5/2009, “Revision 1 To NRC 
Responses to 10 CFR Part 21 and Fuel Cycle Facility Questions Received During the Vendor 
Workshop on New Reactor Construction In December, 2008,” that basically refers to deviations 
in information in the DCD that would be offered to a licensee.  This is also reinforced in RIS 
2010-05 where the NRC clarified that Part 21 applies to information that is within the scope of 
supply of the Design Certification and refers to deviations in the information in the DCD that 
would be offered to a licensee.  Such information would typically include that information 
specified in the DCD that would need to be verified to demonstrate that the component would 
be able to perform its designed function (e.g., IST requirements, EQ requirements, design 
information needed to demonstrate conformance with Tech Specs, ITAAC, etc.)   

• FSAR prescribed materials to be used for construction/fabrication.  Examples: 
o Material Specifications for the RCPB Components 
o Control Rod Drive Mechanism Materials  
o Pressure-Retaining Material Specifications for Engineered Safety Features 
o Material Properties – Reactor Containment Building  

 
It should also be noted that, per RIS-2010-05, that a revision to a DCD does not alleviate the obligation 
to review the revision and its basis for Part 21 applicability and subsequent reportability.  For example, if 
a revision was made to a DCD to correct an error related to a technical requirement associated with a 
basic component, that error still needs to be evaluated under Part 21.  The delivery of safety-related 
engineered construction documents, purchase orders, or shop drawings to a licensee that conflict with 
the DCD could also be determined to be a deviation if they differ from the technical requirements in the 
DCD. 
 
As explained in the statement of considerations for the 2007 changes to Part 52 (72 FR 49352, August 
28, 2007) the NRC regards the standard design certification applicant as supplying a component of an 
activity which is otherwise regulated by the NRC. The activity that is regulated by the NRC is the design 
certification rulemaking, and/or the Part 52 regulatory regime in which a design certification rule may be 
referenced in a subsequent licensing application.  The DCD becomes subject to Part 21 when it is first 
docketed.  It is noted that the applicant may have Part 21 responsibilities in the pre-application 
activities.  If the design organization discovers a deviation in the design, which has been offered for use, 
the design organization is obligated to comply with the provisions of Part 21.  Safety-related design, 
analysis and consulting services should be procured and controlled in a manner sufficient to allow 
compliance with the requirements of 10 CFR Part 21.   
 
As noted in RIS-2010-05, the design certification applicant has a current obligation under 10 CFR Part 21 
to report to the NRC any identified deviations or failure to comply within its scope of supply that could 
create a substantial safety hazard. This obligation exists even if the COL applicant did not actually 
contract with the DC applicant to provide further design and engineering for the standard design 
certification.  As stated in the second key principle of reporting under Section 206 of the ERA, the 
reporting obligation of a design certification applicant under 10 CFR Part 21 continues until the 
termination or expiration of the standard design certification; or until the termination or expiration of 
the last license referencing the design certification applicant’s design certification. 
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Examples of Deviations to a Technical Requirement in the Design Certification: 
• A safety-related component is identified in DCD Section 3.11 as being qualified for a mild 

environment.  Due to an error in a calculation, it is later determined that the location of the 
component is actually a harsh environment.  Therefore, the component would not be qualified 
for the environment it needs to survive during a design basis accident and perform its safety 
function. 

• It is discovered that the load combination table in the Main Steam Relief Isolation Valve Design 
Specification did not agree with the load combination for ASME Class 2 and 3 components in 
DCD Section 3.9.3.  The DCD specifies that thermal effects are to be applied to the Emergency 
Loading condition.  This was not specified in the loading combination table in the design 
specification.  This would represent a deviation from a technical requirement specified in the 
design certification. 

• It is discovered that the material grade for the CRDM latch unit in the design specification does 
not agree with that specified in DCD Section 4.5.  This would represent a deviation from a 
technical requirement specified in the design certification. 

 
Example #1: 
 
An Issue Report has been written by a combined operating license applicant (COLA) for a nuclear power 
plant design certification document (DCD).  The DCD has been approved and certified by NRC and a 
COLA has been submitted to NRC for their review.  The COLA has discovered that the normal flow rate of 
the feedwater system in the standard design certification is in error; however, all minimum and 
maximum specified values are correct.  The COLA holder enters this into their corrective action program.  
As part of the 10 CFR 21 screening, the COLA holder determines that the normal flow rate is not a 
technical requirement in the DCD, and therefore does not constitute a deviation as defined in Part 21.   
 
Discussion: 
 
The COLA holder appropriately complied with Part 21.  Because the normal flow rate does not affect any 
safety functions, it is not a technical requirement.  Only departures in technical requirements are 
considered deviations.   
 

5. Evaluation and Reporting Responsibility  
 
Background 
 
In issue #6 of the draft Regulatory Basis, the NRC states that while the regulation involves at least two 
entities (a supplier and a purchaser), the responsibilities of these entities are not clearly delineated.  
NRC inspectors have noted that lack of a formal protocol for communication between the entities has 
led to differing conclusions on whether a deviation should be evaluated and reported.   
 
Proposed Language for Enhanced Clarity 
 
10 CFR Part 21 does not contain requirements for the communication of potential deviations and 
failures to comply between the purchaser and supplier.  However, communications between the 
supplier and purchaser is a good practice and maintaining these open communications is encouraged. 
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Once a failure to comply or deviation of a basic component is identified, the entity that identified this 
condition is encouraged to communicate the finding to others in their supply chain for the affected basic 
component.  If the discovering entity is the supplier, then an affected entity would be the purchasers to 
whom the basic components have been delivered; or if the discovering entity is the purchaser, then the 
affected entity would be the supplier.  The benefit of notification of affected entities is to establish 
communications and information sharing that may be helpful to perform the evaluation and 
determination of whether a report to the NRC is necessary. 
 
If the purchasers or affected licensees discover a failure to comply or deviation of a basic component 
that has been delivered for use from a supplier, the purchasers or affected licensees are encouraged to 
notify the supplier of the discovery of the deviation or failure to comply.  Notification to the supplier in 
writing is preferred.  The notification to the supplier would allow them to perform an assessment to 
determine if the supplier delivered basic components with the same deviation to other customers.  The 
supplier is also encouraged to assist the purchasers or affected licensees in their evaluation of the 
identified deviation or failure to comply.    
 
The entity that discovered the deviation or failure to comply has the responsibility to complete the 
evaluation within 60 days from discovery or submit an interim report if the evaluation cannot be 
completed within 60 days.  The discovering entity also has the responsibility to make a Part 21 
notification to the NRC.  However, any other entity may also make the Part 21 notification, even if they 
do not have the responsibility under Part21.    
 
Example #1: 
 
A sub-supplier delivered a basic component to the first tier Supplier to a Part 50 nuclear power plant 
licensee (Purchaser).  After the Supplier delivered the basic component to the licensee, the Supplier 
identified that the sub-supplier deviated from the technical requirements in the Supplier’s procurement 
documents.  The point of discovery was appropriately established and the evaluation was promptly 
initiated by the Supplier.   
 
The Supplier notified the Purchaser that the basic component supplied to them contains a deviation, but 
did not provide details on the nature of the deviation.  Although there has been some communication 
between the purchaser and supplier, including the purchaser providing some details about the use of 
the basic component in question, the Supplier has not requested the Purchaser to perform an 
evaluation per Part 21.21(b).   
 
Due to the complexity of the issue, the evaluation could not be completed within 60 days, and the 
Supplier appropriately issued a 60 day Interim Report to the NRC, the Purchaser, and any other 
Purchasers potentially affected by the deviation under evaluation.  The Purchaser has concluded that 
even though the Supplier has issued a 60 day interim report, the purchaser does not have any 
responsibility to perform an evaluation or make a notification to the NRC. 
 
Discussion: 
 
The Purchaser is correct in determining it does not have a responsibility to independently evaluate the 
deviation or failure to comply or make a notification to the NRC.  The responsibility to evaluate and 
notify rests entirely with the entity that discovers the deviation or failure to comply.  Part 21.21(b) 
describes the process for a Supplier that discovered the deviation to transfer responsibility to evaluate 
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and notify to the Purchaser.  However, the supplier has not transferred responsibility up the supply 
chain to the purchaser, and thus the Supplier still owns the responsibility to evaluate and notify.   
 
The Supplier’s notification to the Purchaser that they have been supplied a basic component with a 
deviation, and the collection of information on how the Purchaser uses the basic component followed 
good practices for communications in order to help facilitate the Supplier’s evaluation.  It would have 
also been a good practice for the Supplier to share the details of the deviation with the Purchaser.   
 

6. Deferral of Evaluation – 10 CFR 21.21(b) 
 
Background 
 
In issue #7 of the draft Regulatory Basis, the NRC states that NRC inspectors have noted instances of 
vendors inadequately informing their purchasers of deviations under 10 CFR 21.21(b).   
 
Proposed Language for Enhanced Clarity 
 
Each company with 10 CFR Part 21 responsibilities who discovers that there is a deviation or failure to 
comply contained in the basic component delivered and believes that the deviation or failure to comply 
is potentially associated with a substantial safety hazard should evaluate the deviation or failure to 
comply “as soon as practicable” to determine if, were it to remain uncorrected, a substantial safety 
hazard could occur, and within 60 days of the “Date of Discovery” either submit a completed evaluation 
or interim report of the identified deviation or failure to comply. 
 
For a supplier, the evaluation can result in one of the following possible four (4) outcomes: 

• The Supplier does not have sufficient knowledge to be able to determine if a Reportable 
Condition exists or not.  In this case, the Supplier must inform the purchasers or affected 
licensees within five working days of that determination so that the purchasers or affected 
licensees may evaluate the deviation or failure to comply per 10 CFR Part 21.21(b). 

• The supplier has the knowledge to complete the evaluation within 60 days and concludes that 
the departure or failure to comply could NOT potentially result in a substantial safety hazard.  In 
this case no reportable condition exists and no Part 21 related communications are required. 

• The supplier has the knowledge to complete the evaluation, and within 60 days concludes that 
the departure or failure to comply could result in a substantial safety hazard if it remained 
uncorrected.  In this case, notification to the NRC and all affected purchasers is required under 
Part 21.21(d). 

• The supplier has the knowledge to complete the evaluation, but the issue is too complicated or 
requires actions that would not result in a resolution of the evaluation within 60 days from the 
“Date of Discovery”.  In this case, the submission of an interim report to the NRC and all 
potentially affected purchasers is required under Part 21.21(a)(2). 

 
10 CFR 21.21(b) allows the transfer of responsibility for evaluation and reporting to the purchaser.  This 
may continue up the supply chain all the way to the licensee.  This deferral of evaluation up the supply 
chain should only be exercised when the supplier does not have the capability or sufficient knowledge to 
determine if the defect or failure to comply could result in a substantial safety hazard were it to remain 
uncorrected.  These conditions may exist for a supplier of basic Components for a number of reasons 
(see examples), however, when  the supplier comes to the conclusion that it cannot perform an 
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evaluation and make the determination of reportability per 10 CFR 21.21(a) then, within five (5) working 
days of that determination, all potentially affected purchasers of the subject basic component must be 
notified of this determination, and the purchasers are now responsible for the evaluation and reporting, 
if necessary, pursuant to 10 CFR 21.21.   
 
The notification should be provided in writing within five working days of the determination that the 
supplier cannot perform the evaluation.  The notification should be addressed to the contact specified in 
the purchasing documents or as provided by the purchaser.  This transference document should clearly 
state that the intention of the notification is to meet the requirements of 10 CFR 21.21(b) and that it is 
provided so that the recipient is notified that they are responsible for the completion of the evaluation 
to determine reportability pursuant to 10 CFR Part 21. 
 
The supplier of the basic component that contains a deviation or failure to comply, but does not have 
the capability to perform the evaluation, should make this determination promptly and in no instance 
should take more than the full 60 days from the Date of Discovery.  The supplier is expected to provide 
continued technical support (to the extent possible) to assist the purchaser in performing the evaluation 
through reaching a reportability determination with regard to whether the defect or failure to comply 
could result in a substantial safety hazard. 
 
Additionally, supplier information necessary to perform the evaluation and any available information 
that that would support a written report required by 10 CFR 21.21(d)(4)(i)–(ix) should be included in the 
text of the 10 CFR 21.21(b) notice to defer the evaluation to the purchaser. 
 
Suppliers of basic components supply these components to purchasers for (as a minimum) the following 
reasons where the supplier may have no ability to perform a Part 21 evaluation: 

• The Supplier may be filling a purchasers “min-max” inventory request where the purchaser has 
not designated the end use of the basic component and therefore, the supplier, in kind cannot 
make a determination of reportability. 

• The Supplier may be filling a purchasers request for a basic component for a system that is new 
and the supplier has no information as to the effect that the deviation from technical 
requirements will make to the safe operation of that new system. 

• The Supplier may be filling a purchase request for a basic component where the purchaser does 
not provide the application for which the purchaser plans to utilize the basic component. 

 

7. Acceptable Forms of Written Notification under 10 CFR 21.21(d)(2)  
 
Background 
 
In issue #9 of the draft Regulatory Basis, the NRC states that the NRC staff has noted instances in which 
notification of a defect or failure to comply through reports required by other regulations do not provide 
sufficient information to meet the reporting requirements of 10 CFR Part 21.   
 
Note that the use of Licensee Event Reports (LER) reporting under 10 CFR 50.72 and 50.73 is addressed 
in NRC draft Regulatory Basis Topic #8.  This topic is not addressed in this document, and would benefit 
from further discussion with the NRC. 
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Proposed Language for Enhanced Clarity 
 
In the Purpose section of the regulation (10 CFR 21.1) the NRC indicates that reporting of defects and 
failures to comply that could result in a substantial safety hazard (i.e. a Reportable Condition) is 
required.  However, this section further clarifies that if “…he has actual knowledge that the Commission 
has been adequately informed of such defect or failure to comply,” then there is no need to 
continuously report the same issue from various sources and for various reasons. 
 
The regulation goes on to state, in the Notifications section under 10 CFR 21.21(d)(2), that the “Director 
or Responsible Officer” need not provide a notification to the NRC  “if the director or responsible officer 
has actual knowledge that the Commission has been notified in writing of the defect or the failure to 
comply.”  This addition of “notification in writing” provides an additional level of detail with regard to 
what must be in place to allow a licensee to not report a condition determined to be reportable.  This is 
clear if the report previously supplied is a 10 CFR Part 21 Reportable Condition. 
 
Licensees may also submit reports of issues under other sections of the regulation (Examples: 10 CFR 
Parts 30, 40, 52, 60, 61, 63, 70, 71, 72), although typically for reasons different than reporting defects or 
failures to comply.  However, a separate notification under Part 21 is not necessary if equivalent 
reporting through other mechanisms has already been performed. Reports to the NRC for other 
purposes are considered to meet the reporting requirements of 10 CFR Part 21, if those reports clearly 
identify that the issue is being reported under 10 CFR Part 21, and the report includes the information 
required in the nine (9) areas in 10 CFR 21.21(d)(4), and are submitted in writing.   

 

8. Contemporary Posting Requirements  
 
Background 
 
In issue #12 of the draft Regulatory Basis, the NRC states that absent explicit approval from the NRC, 
entities may be unwilling to take advantage of improved communication methods such as digital 
posting.   
 
Proposed Language for Enhanced Clarity 

 
Contents of Posting 
 
All entities subject to 10 CFR Part 21 are required to post current copies of Section 206 of the Energy 
Reorganization Act of 1974 and of the regulation and implementing procedure, or a notice which 
describes the regulation and procedure, including the name of the individual to whom reports may be 
made, and states where a copy of the current revision resides for viewing by all employees if it is not 
posted.   
 
Section 206 of the Energy Reorganization Act was issued in 1974 and has not changed.  10 CFR 
21.6(a)(1)(iii) indicates that procedures implementing the requirements of Section 206 of the Energy 
Reorganization Act of 1974 and 10 CFR Part 21 are adopted/established by the entities subject to Part 
21.  Those implementing procedures, either directly or by reference, should be included in the overall 
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posting requirements of 10 CFR 21.6. In addition to a hard copy, an electronic link may also be 
identified. 
Examples: 

• Posting locations may include a copy of the implementing procedures; or 
• For companies who have more than a limited number of locations where postings are to be 

placed, that company may, for their convenience, reference a location on the posting where the 
company’s 10 CFR Part 21 compliant procedures reside, rather than posting those procedures at 
every location where postings are placed.  In addition to the description of the hard copy 
location, an electronic link reference may be included. 

• A company who establishes that the only “official” location of a procedure is in a records 
retention system may reference the location of that procedure for employees to review or 
consult.  This should not be done if a service supplier will be on site to perform services on or as 
a basic component.  

 
Types and Locations of Postings 
 
A notice which describes the regulations/procedures, including a contact and location, should be placed 
in conspicuous locations on every premise where activities subject to Part 21 are conducted such that all 
employees who are performing activities subject to Part 21 will have access to observe them at some 
point during their daily activities. 
 
Postings may be as hard copies, digital copies, or a combination of both.  If there is a potential for 
service suppliers to be on site to perform services on or as a basic component, then hard copies should 
be posted at some location accessible to them.  In addition, links to electronic postings may be 
identified.  These should be placed in/on electronic “sites” commonly frequented by workers during the 
performance of work subject to 10 CFR Part 21. 
 
Although the 10 CFR Part 21 posting requirements are limited to premises within the US, it is expected 
that locations outside the US, where activities subject to Part 21 are conducted, also comply with the 
posting requirements. 
 
Examples: 

• Hard Copies – Actual printed media copy of 10 CFR Part 21 or a notice identifying the hard copy 
location and, if also desired, an electronic link to 10 CFR Part 21.  

• Electronic Copies – An electronic file, in addition to a Hard Copy document location, may be 
identified with an electronic link to 10 CFR Part 21.  

• Posters should be placed where employees frequent during the performance of their Part 21 
related work, such as: 
• Hard Copies: 

o Lunch Rooms 
o Break Rooms 
o Copy Rooms 
o Plant Portals and entry ways 
o Entry ways into buildings 
o Entry ways into auditoriums 

• Electronic Copies (links on): 
o Company Home Pages 
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o Company Engineering Home Pages 
o Company Quality Home Pages 
o Company Procurement Home Pages 
o Company Services Home Pages 

 
Alternatives 
 
10 CFR Part 21.6(b) indicates that there may be reasons that posting of specific portions of the 
regulation or the implementing procedure may be impractical and alternate solutions are acceptable as 
long as the location where access to the regulation and implementing procedure is identified in the 
notice that is posted.  In all cases the individual to be contacted should be identified on the posted 
notice. 
 
Examples: 

• A company who has more than a limited number of locations where postings are to be placed 
may reference a location where the company’s 10 CFR  Part 21 compliant procedure resides, 
rather than posting it at every location where postings are placed.  In addition to the description 
of the location for retrieval of the hard copy, an electronic link may be referenced. 

• A company who establishes a single “official” posting location where all employees pass through 
may reference the location of that procedure for employees to review or consult in the posted 
notice(s). 

• A company who has remote workers, workers who are working at customers’ facilities or in 
short duration assignments may be given special electronic access to the posted requirements 
of this section on company based electronic locations. 

 

9. Training  
 
Background 
 
In issue #13 of the draft Regulatory Basis, the NRC states that NRC vendor inspections have noted 
training deficiencies in personnel who are expected to maintain compliance with Part 21.   
 
Proposed Language for Enhanced Clarity 
 
10 CFR Part 21 does not explicitly address training of personnel involved in routine 10 CFR Part 21 
activities 
 
Appropriate familiarization and training in the requirements of 10 CFR Part 21 should be provided 
initially, and, as appropriate, on an ongoing basis as necessary.  Training may be in the form of 
classroom, computer based, read and sign, review of pertinent operating experience, or ongoing work 
experience.  The important aspect is that individuals involved in activities associated with 10 CFR Part 21 
compliance remain cognizant of the organizations responsibilities under this regulation, and their 
individual role in satisfying Part 21 requirements.   This only includes individuals that perform Part 21 
activities; it does not include general employees that perform activities subject to Part 21. 
 



Proposed Clarifications to Selected 10 CFR Part 21 Topics 

02/28/2014  Page 18 

Example #1:   
 
Procurement Specialists and Quality Assurance inspectors receive introductory training in the form of 
computer based familiarization with the requirements of 10 CFR Part 21.  The utility has no ongoing 
training program, but the Quality Assurance organization routinely inspects vendor compliance with the 
regulation.  Additionally, the Procurement Specialists include 10 CFR Part 21 requirements in 
procurement documents and must be familiar with aspects of the rule.  Also, the Procurement 
Specialists review 10 CFR Part 21 notifications and determine if the part has been purchased by the 
utility.  Do these training programs provide sufficient training on 10 CFR Part 21?  
 
Response: 
Yes.  Initial familiarization training and ongoing work experience are appropriate training methods in 
familiarization of the 10 CFR Part 21 requirements.   
 
Example #2:   
 
The Engineering staff is not given formal 10 CFR Part 21 training, but may be required to perform a 10 
CFR Part 21 evaluation in accordance with the detailed corporate procedure for 10 CFR Part 21 
evaluations.  Is a formal training program necessary for the Engineering staff? 
 
Response: 
No.  In the performance of the evaluation, it is expected that the corporate procedure will guide the 
Engineering staff in the process for determining compliance with 10 CFR Part 21.  Accordingly, the 
familiarization gained through the on the job activities provides a sufficient background in the aspects of 
10 CFR Part 21.  On the job activities associated with 10 CFR Part 21 serve as a valuable training tool in 
familiarizing personnel with the requirements of 10 CFR Part 21.  
 
Example #3: 
 
Quality Assurance inspectors receive introductory and continuing training in the form of read-and-sign 
familiarization with the requirements of 10 CFR Part 21 as set forth in implementing procedures and 
changes thereto.  The licensee has no ongoing training program, but the Quality Assurance organization 
routinely inspects suppliers of basic component as well as performs receiving inspection.  Additionally, 
Engineering and Procurement personnel include 10 CFR Part 21 requirements in procedures and 
procurement documents and must be familiar with aspects of the rule applicable to their areas of 
responsibility.  Is a formal training program necessary for the Engineering, Procurement, and Quality 
Assurance staff? 
 
Response: 
No.  In the development of procurement documents, performance of supplier evaluations, and 
performance of receipt inspections, it is expected that the corporate procedures will guide the 
Engineering, Procurement, and Quality Assurance staff in the process of complying with 10 CFR Part 21.  
Accordingly, the familiarization gained through the on the job activities provides a sufficient background 
in the aspects of 10 CFR Part 21.  On the job activities associated with 10 CFR Part 21 serve as a valuable 
training tool in familiarizing personnel with their responsibilities in order to satisfy the requirements of 
10 CFR Part 21. 
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