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Accompanying this E‑mail is a revision of Chapter 11 ('Management Measures')

that appears in SECY‑00‑0111.  This revision was undertaken by NEI and its

industry members.  The covering letter explains why we felt such a revision

was needed and identifies the major improvements that have been

incorporated.

With regard to the status of other industry assignments made at the

September 2000 public meeting, we hope to send you a revised version of the

Industry Guidance Document for Preparation of an ISA Summary within the next

ten days.  This revision incorporates suggestions for improvement made in

the NRC's critique and in discussions held at the September public meeting.

We are additionally reviewing the staff's proposed revisions to draft SRP

Chapter 3 which were posted on the NRC Web Page on September 29th.  Revising

Chapter 3 in much the same manner as we modified Chapter 11 would seem to

have considerable merit in improving the SRP's clarity and usefulness.

Please be in touch if you have any questions or if you experience any

difficulties downloading the attached MS‑Word file.
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	Felix M. Killar, Jr.

DIRECTOR, 

Material Licensee Programs

Direct Line 202.739.8126

Internet fmk@nei.org


October 13, 2000

Mr. Michael F. Weber

Director, Division of Fuel Cycle Safety and Safeguards

Office of Nuclear Material Safety and Safeguards

U.S. Nuclear Regulatory Commission

Washington, D.C.  20555-0001

REFERENCE:
Revision of Draft Standard Review Plan (SRP) for the Review of a License Application for a Fuel Cycle Facility Chapter 11: “Management Measures” (NUREG-1520)

Dear Mr. Weber:

The Nuclear Energy Institute (NEI)

 and its fuel cycle facility licensee members have prepared the enclosed revision of the Management Measures chapter of NUREG-1520.  This complete revision was undertaken following consideration of the results of detailed discussions of Chapter 11 at public meetings in April, June and September 2000.  Although such discussions were constructive and resulted in many notable improvements to Chapter 11, the urgency of coming to closure on outstanding concerns with Chapter 11 necessitated adoption of an alternate approach.  Rather than continuing detailed paragraph-by-paragraph analysis of the SECY-00-0111 version of Chapter 11, NEI decided that a complete revision of the chapter would be a more expeditious approach to resolving our outstanding concerns.  Industry’s revision adopts the structure and format of the other SRP chapters, but focuses the reviewer on examination of applicant commitments and the principles and core elements of programs to implement these management measures rather than on detailed prescriptive requirements.  Reviews of license applications must rely on a blend of the staff’s engineering knowledge and judgement and its experience with operating facilities.  The wide diversity in practices of individual licensees in applying management measures, however, makes inclusion in Chapter 11 of detailed, facility-specific, acceptance criteria impractical.  The acceptability of an applicant’s commitments and core programs to apply management measures to items relied on for safety (IROFS) should constitute the basis for evaluation and approval of the application rather than consideration of program and procedure details.  As an example of how NEI has revised Chapter 11, the detailed instructions for review of how records are “…created, selected,

 verified, categorized, indexed, inventoried, protected, stored, maintained, distributed, deleted and preserved…” is simply replaced by the intent of the records management measure – which is a commitment “…to establish a records management system to collect, store and permit the retrieval of records pertaining to IROFS….”  How the records system stores, indexes or inventories records simply clutters the NRC reviewer’s plate with unnecessary information of a low safety-significance.  Any questions concerning program details or implementation can be addressed by a resident or region NRC inspector.  Finally, by not requiring non safety-significant programs in the license, the need for multiple license amendments will lessen and the demands placed on limited NRC and licensee resources will be considerably reduced.

The balance of this letter outlines industry’s principal concerns with the SECY-00-0111 version of Chapter 11 and the major changes incorporated into NEI’s revision.

Repetitiveness

The SECY-00-0111 version of Chapter 11 contains unnecessary repetitiveness in the contents of Sections 11.3 (‘Areas of Review’), 11.4 (‘Acceptance Criteria’) and 11.5 (‘Review Procedures’).  For each management measure the contents of these three sections are nearly identical, whereas they should be distinct and different:  ‘Areas of Review’ should outline the scope of the staff review and briefly outline the specific commitments, program elements, safety grading (if any), quality assurance
 and technical information that need to be examined.  ‘Acceptance Criteria’ should present the detailed criteria against which the reviewer can determine the adequacy of the application in addressing ‘Areas of Review’.  Finally, ‘Review Procedures’ should inform the reviewer how the review is to be done and outline a step-by-step procedure (checklist) to see that each acceptance criterion has been met. Repeating in each of the three sections what information should be reviewed, as is done in SECY-00-0111 Chapter 11, only confuses the license applicant and staff reviewer.

NEI’s revision of Chapter 11 deletes from Sections 11.3 and 11.5 the detailed tabulation of items to be reviewed.  Reflecting the structure of other SRP chapters, Section 11.3 (‘Areas of Review’) simply addresses the scope of the review by means of a 1-2 sentence narrative.  The detailed criteria in the NRC’s version of Chapter 11 have been incorporated into Section 11.4 (‘Acceptance Criteria’).  Similarly, the text for each management measure in Section 11.5 (‘Review Procedures’) has been deleted as it simply repeats what is stated in Section 11.4.  One or two explanatory sentences have been added to the introduction of Sections 11.3, 11.4 and 11.5 to explain (or clarify) the purpose of each section.

Sub-section Structure

NEI’s revision structures the ‘Areas of Review’ and ‘Acceptance Criteria’ for each management measure into four sub-sections:

(i) commitments

(ii) system description and core elements

(iii) safety grading (if applicable)

(iv) quality assurance (QA)

‘Commitments’ lists the applicant’s commitments for implementation of the measure. ‘System Description and Core Elements’ describes the principles and methods, policies, programs or procedures that will be used to apply the management measure. ‘Safety Grading’ outlines how the applicant will grade application of the specific management measure to an IROFS, if the applicant has elected to apply safety grading to IROFS and the supporting management measures.  Finally, under ‘Quality Assurance’ the applicant describes how QA is to be applied to the measure; alternatively, QA for all management measures may be incorporated into the description of an overall facility QA program (i.e. a stand-alone QA management measure).

Appendix Example of Level of Detail

NEI had proposed inclusion of an Appendix A to Chapter 11 that provided examples of the level of detailed information that an applicant should provide in describing a management measure.  If, however, Chapter 11 is restructured along the lines proposed in NEI’s revision – with focus on commitments and program elements  – we believe the need for this Appendix no longer exists.  The Appendix was only needed to clarify the detailed information requirements in SECY-00-0111’s version of Chapter 11.

Quality Assurance

QA may be discussed either as part of each management measure (e.g. QA applied to training, incident investigation, records) or as a separate, stand-alone management measure program that is applied directly to IROFS.  Chapter 11 has been revised to allow the applicant to select either option.

Industry recommends adoption of NEI’s approach to revision Chapter 11.  Focusing the staff’s review on important issues, such as applicant commitments and programs, methods and policies to implement management measures, is highly preferable to bogging down the staff in exhaustive examination of detailed information of minor safety significance.  Industry’s approach to revising Chapter 11 is consistent with the tenets for risk-informed, performance-based regulation developed in SECY-98-300 (‘Options for Risk-Informing NRC Requirements’).  It also presents in a more coherent and well-structured format considerable information on management control functions that have been safely and successfully applied for many decades by existing licensees.  Industry’s proposed revisions will increase the amount of information provided to the NRC on management measures and will in no way weaken the NRC’s understanding of how these additional safety measures will be applied to IROFS.  We believe that industry’s approach for revising Chapter 11 should be considered for application to other chapters of NUREG-1520 – in particular, Chapter 3. 

We should be pleased to discuss specific revisions with you and to answer any questions that you may have.

Sincerely,
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Felix M. Killar, Jr.

Attachment  

PROPOSED REVISION OF SECY-00-0111

STANDARD REVIEW PLAN (SRP)

CHAPTER 11

“MANAGEMENT MEASURES”

11.0 
MANAGEMENT MEASURES

11.1
PURPOSE OF REVIEW

Management measures are functions applied by the licensee, generally on a continuing basis, to items relied on for safety (IROFS) to provide reasonable assurance that the items will be available and reliable to perform their safety function(s) when needed.  Management measures are applied to IROFS identified in the ISA Summary.  Through their application, such IROFS should be able to prevent high- and intermediate-consequence accident sequences or mitigate the consequences of such accidents to an acceptable level. 

Management measures may be applied to IROFS commensurate with the importance of an IROFS to facility safety.  Such safety grading may be manifested either by applying different numbers of management measures to an IROFS, or by varying the rigor or thoroughness with which a management measure is applied to an IROFS.  Safety grading of management measures will generally parallel the importance-to-safety ranking of IROFS that is documented in the ISA Summary.

Quality assurance (QA) is the one management measure that may either be treated separately by the applicant or that may be addressed as an integral component of each of the remaining seven management measures.  The application may, therefore, describe the facility’s overall QA program as a stand-alone management measure, or it may incorporate discussion of QA into the description of individual management measures.

The review of management measures must confirm that the applicant’s commitments to apply them to IROFS are acceptable, that the applicant’s programs to do so contain the necessary and adequate elements and that safety grading (if any) of the management measures is applied in an acceptable and risk-informed manner. The applicant’s commitments and program descriptions must be presented in sufficient detail to enable the reviewer to understand how the management measures will support achievement of the performance requirements of 10 CFR 70.61. 

11.2
RESPONSIBILITY FOR REVIEW

Primary:
Licensing Project Manager

Secondary:


Configuration Management:  Primary ISA Reviewer, QA and Records Management Reviewers

Maintenance:  Criticality, Chemical, Fire, Radiation Protection, and Environmental Reviewers 

Training and Qualification: Training Specialist, QA Reviewer

Procedures:  Radiation Protection, Criticality and Fire Protection Engineers, Fuel Cycle Facility Inspector  

Audits and Assessments: QA Reviewer

 

Incident Investigations: Inspection Specialist

Records Management: QA Reviewer 

QA: Quality Assurance Engineer


Supporting: 
Technical Discipline Engineers, Fuel Cycle Facility Inspectors, Resident Inspectors

11.3

AREAS OF REVIEW

This section describes the scope of the review and briefly outlines the specific commitments, core elements, safety grading (if applicable), QA and technical information that need to be examined by each technical reviewer.  For each management measure, the reviewer should examine the following:

(1) Commitments: applicant commitment(s) to:

(i) apply the management measure to IROFS identified in the ISA Summary, and

(ii) develop, implement and update (as required) policies, procedures and programs to apply each management measure

(2) System Description and Core Elements: descriptions of the principal elements of the policies, programs and methods for applying the management measure including, for example, 

(i) implementation approach and strategy

(ii) overview of implementation policies, programs and methods

(iii) principles and/or core elements of implementation programs and methods

(iv) demonstration of how “continuing reasonable assurance” of reliability and availability of the IROFS will be achieved and maintained

(v) verification and validation methods

(vi) relation to other management measures 

(3) Safety Grading: description of safety grading, if applicable, including, for example, the grading methodology and how different levels of grading are manifested in application of the management measure 

(4) Quality Assurance: if QA is discussed as a component of the management measure (rather than as a separate management measure), a description of which QA elements are being applied to the management measure and, if applicable, what safety grading of QA has been made.

Areas of Review for each management measure are described in the following Sections 11.3.1 through 11.3.8.  

11.3.1

Configuration Management (CM)

The review should confirm that the application addresses development and implementation of a CM system that is consistent with the requirements of 10 CFR 70.72(a).  The CM system documents and tracks all changes to IROFS identified in the ISA Summary and their associated management measures.  The CM system must assure consistency among the facility design and operational requirements, the physical configuration and the facility documentation.  The reviewer should understand that, while configuration management is a management measure, it is also a licensee function required by 10 CFR 70.72 that applies to facility operations including the site, structures, processes, systems, equipment, components, computer programs and activities of personnel, the ISA and the ISA Summary in addition to IROFS.  Thus, the applicant’s description of the CM system may be broader than a simple discussion of its application to IROFS.  The review should be limited to examination of how the CM system will be applied to IROFS.

11.3.2

Maintenance

The review should confirm that the application addresses development and implementation of a maintenance program for engineered IROFS.  (Note that the availability and reliability of administrative safety controls, which are worker actions relied on for safety, is addressed under the Training and Qualification management measure.)  The applicant should describe how IROFS are inspected, calibrated, tested and maintained and, if applicable, how maintenance is applied in a graded manner commensurate with an IROFS’ importance to safety.   

11.3.3

Training and Qualifications

The review should confirm that that the application addresses training of personnel whose activities are relied on for safety.  These individuals must posses minimum established qualifications, must understand the importance of their safety responsibilities and have the knowledge and skills necessary to operate and maintain the facility in a safe manner.

11.3.4

Procedures Development and Implementation

The review should confirm that the application addresses a process for the preparation, use, and control of written procedures pertaining to IROFS, including performance of activities relied on for safety.  The review does not encompass examination of specific procedures or their technical adequacy – a function normally relegated to facility inspection – but rather of the applicant’s commitment and proposed methodology to prepare, distribute and maintain current such procedures.

11.3.5

Audits and Assessments

The review should confirm that that the application addresses implementation of a system of audits and assessments.  Audits are designed to monitor compliance with regulatory requirements and license commitments, and assessments are designed to determine the effectiveness of management measures in providing reasonable assurance of the continued availability and reliability of IROFS.  An applicant may describe a “Corrective Action Program” which includes the functions of both audits and assessment and incident investigations (see the following section 11.3.6).  In such cases, the reviewer should examine concurrently the applicant’s submissions for both audits and assessments and incident investigations.

11.3.6

Incident Investigations

The review should confirm that the application addresses the design and implementation of a program to investigate abnormal events and to undertake appropriate corrective actions with regard to IROFS.  An applicant may describe a “Corrective Action Program” which includes the functions of both incident investigations and audits and assessment (see previous section 11.3.5).  In such cases, the reviewer should examine concurrently the applicant’s submissions for both audits and assessments and incident investigations.

11.3.7

Records Management

The review should confirm that the application addresses development of a records management system to collect, store and permit retrieval of information pertaining to IROFS and their associated management measures.  This system should also maintain other records important to safety such as ISA documentation, IROFS maintenance records, IROFS failure records, training records of workers whose actions are relied on for safety, incident investigations and corrective actions performed, and changes to IROFS and operations affecting IROFS.

11.3.8

Other QA Elements

The review should confirm that the application addresses the application of QA to IROFS.  QA should be applied to the design, construction, operation and maintenance of IROFS and to any modifications made to them.  The applicant may address QA within the context of other management measures or summarize all QA commitments and program descriptions as a single, stand-alone management measure.  

11.4


ACCEPTANCE CRITERIA
This section describes criteria that the reviewer can apply to determine the acceptability of the information presented in the application for specific areas of review outlined in Section 11.3.

11.4.1

Regulatory Requirements

The requirements for fuel cycle facility management measures are specified in Part 70, “Domestic Licensing of Special Nuclear Material," as revised.  10 CFR 70.4 identifies the eight management measures, 10 CFR 70.62(a)(3) requires a licensee to maintain records of IROFS failures, and 10 CFR 70.62(d) requires an applicant to establish management measures for application to IROFS.  Changes to IROFS must conform to 10 CFR 70.72 and reports of incident investigations are required by 10 CFR 70.74(a) and (b).

A regulation specifically applicable to personnel training and qualification is 10 CFR Part 19, “Notices, Instructions and Reports to Workers: Inspection and Investigations,” specifically Section 19.12, "Instructions to Workers."

The regulatory requirement for procedures that protect health and minimize danger to life is specified in 10 CFR 70.22(a)(8).

11.4.2

Regulatory Guidance

U.S. Nuclear Regulatory Commission, “Guidance on Management Controls/Quality Assurance, Requirements for Operation, Chemical Safety, and Fire Protection for Fuel Cycle Facilities”, Federal Register 54 (No. 53), 11590-11598, March 21, 1989.

U.S. Nuclear Regulatory Commission, “Training Review Criteria and Procedures,” NUREG-1220, Revision 1, January 1993.

11.4.3

Regulatory Acceptance Criteria

Acceptance criteria are provided for each management measure are provided for each of the four areas of review outlined in Section 11.3 (commitments, system description and core elements, safety grading (if applicable), QA).

11.4.3.1
Configuration Management (CM)
The applicant’s CM system should be acceptable if it satisfies the following criteria:

(1) Commitments:

(i) the applicant commits to establish a CM system that is consistent with the regulatory requirements of 10 CFR 70.72(a)

(ii) the applicant commits to prepare written procedures to implement the CM system

(iii) the applicant commits to track all safety-significant changes made to IROFS (and supporting management measures) and to maintain consistency among the IROFS design bases, physical configuration and IROFS documentation 

(iv) the applicant commits to keep the facility ISA and ISA Summary up-to-date

(v) the applicant commits to periodically review the efficacy of the CM system and to incorporate improvements, as needed

(2) System Description and Core Elements:

(i) the applicant describes the core elements of the CM system and identifies the IROFS to which the CM system will apply.  The application should describe the organizational structure responsible for CM system and identify what facility documentation will be subject to the CM 

(ii) the applicant describes how the facility change process will interface with the CM system.  The applicant should explain how IROFS changes are proposed, tracked and implemented.

(iii) the applicant describes how documents are controlled.  The applicant should describe methods for technical management review and approval of updates and the maintenance and distribution of documentation

(3) Safety Grading (if applicable):

(i) if the applicant has elected to apply safety grading to management measures, the application should describe how such safety grading is applied to CM.  For example, the applicant should explain how different categories of CM are developed, specify the attributes of each category and discuss how they will be applied to IROFS.  

(4) QA Application:

(i) the applicant describes application of QA to the CM system.  Specific QA elements applied should be identified including any QA safety grading. Alternatively, the application should explain how CM is embedded into an overall facility QA system and direct the reviewer to a description of the QA management measure.

11.4.3.2
Maintenance

The applicant’s maintenance program should be acceptable if it satisfies the following criteria:

(1) Commitments:

(i) the applicant commits to develop and implement a maintenance program for IROFS that addresses the core elements of corrective maintenance, preventive maintenance, surveillance/monitoring and functional testing

(ii) the applicant commits to prepare written procedures for the maintenance program and to periodically update them, as required

(iii) the applicant commits to refer to the facility’s incident investigation (or corrective action) program any IROFS’ unacceptable performance deficiencies identified by the maintenance program activities

(iv)  the applicant commits to assure IROFS performance requirements continue to be met during periods of maintenance

(v) the applicant commits to periodically review the efficacy of the maintenance program and to incorporate improvements, as needed 

(2) Program Description and Core Elements:

(i) the applicant describes the core elements of the facility maintenance program.  Preventive maintenance, corrective maintenance, surveillance/monitoring and functional testing elements should be identified and the objectives of each defined.

(ii) the applicant outlines the general structure and methodologies of the maintenance program.  The applicant should describe the organization of the maintenance program and methods used to conduct a maintenance activity, to establish the frequency with which the activity is scheduled (e.g. surveillance frequencies, PM scheduling), to coordinate the results of different maintenance activities (e.g. use of IROFS failure information in evaluating the appropriateness of PM frequencies, use of incident investigation results to modify maintenance program attributes) and bases for performing functional tests

(iii) the applicant describes how identified IROFS’ unacceptable performance deficiencies are managed (reference the Corrective Action Program)

(iv) the applicant outlines methods to document and record the results of maintenance programs

(3) Safety Grading (if applicable):

(i) if the applicant has elected to apply safety grading to management measures, the application should describe how such safety grading is applied to maintenance.  For example, the applicant should outline the attributes of different categories (or ‘levels’) of maintenance (e.g. frequency of inspection) and how each level is applied to IROFS having different safety significance, which maintenance program elements are applied to different IROFS, and with what degree of rigor and/or thoroughness 

(4) QA Application:

(i) the applicant describes how QA is applied to the maintenance program.  For example, the applicant could describe how QA elements such as the calibration and testing of instruments used in PM, procedures to minimize inadvertent use of defective replacement parts, maintenance worker training and the thoroughness of audits or corrective actions are incorporated into the maintenance program. Alternatively, the application should explain how the maintenance function is embedded into an overall facility QA system and direct the reviewer to a description of the QA management measure.

11.4.3.3

Training and Qualification
The applicant’s training and qualification program should be acceptable if it satisfies the following criteria:

(1) Commitments:

(i) the applicant commits to provide formal, documented training for each position or activity for which the required performance is relied on for safety

(ii) the applicant commits to document training procedures so that training is conducted reliably and consistently using current information on the plant configuration, equipment, procedures and processes 

(iii) the applicant commits to assign qualified individuals to conduct the training

(iv) the applicant commits to maintain appropriate individual training records to judge an individual’s capability to perform activities relied on for safety

(v) the applicant commits to maintain current the training of key personnel through periodic evaluation of job performance and refresher training

(vi) the applicant commits to periodically review the training and qualification program and to incorporate improvements, if required, to assure its continued effectiveness 

(2) Program Description and Core Elements:

(i) the applicant defines responsibility for the content, conduct and management of training programs

(ii) the applicant outlines the organizational structure to plan, direct and evaluate training

(iii) the applicant identifies plant positions and activities relied on for safety and the formal training that is required for each 

(iv) the applicant describes the core elements of each principal training program

(v) the applicant describes how job performance will be used in the design, development, conduct and evaluation of training effectiveness

(vi) the applicant discusses the qualifications to be met by individuals in positions whose actions are relied on for safety.  The applicant should outline, for example, the general qualifications for managers, supervisors, plant operators, maintenance personnel and others whose actions are relied on for safety

(3) Safety Grading (if applicable):

(i) if the applicant has elected to apply safety grading to management measures, the application should describe how such safety grading is applied to worker training and qualification.  For example, the applicant should explain how the thoroughness, rigor or duration of a training program correlates with the functional responsibility and importance to safety of an activity relied on for safety

(4) QA Application:

(i) the applicant describes how QA is applied to the training program.  For example, the applicant could describe how QA is applied to ensure that plant documents incorporating the most recent changes in equipment, configuration or procedures are incorporated into training programs, and how training records are maintained. Alternatively, the application should explain how training and qualification are embedded into an overall facility QA system and direct the reviewer to a description of the QA management measure.

11.4.3.4

Procedures Development and Implementation
The applicant’s program for developing and implementing procedures should be acceptable if it satisfies the following criteria:

(1) Commitments:

(i) the applicant commits to develop, approve and implement written safety procedures for the operation, maintenance and management control of IROFS

(ii) the applicant commits to the following procedure adherence statement: “Activities involving licensed special nuclear material and/or items relied on for safety will be conducted in accordance with approved procedures.”

(iii) the applicant commits to periodically review procedures to validate their continued accuracy and usefulness.  The applicant also commits to review procedures associated with abnormal events and to refer any perceived deficiencies to the incident investigation (or corrective action) program for evaluation and corrective action, if required.

(2) Program Description and Core Elements:

(i) the applicant outlines methods to identify the need for IROFS procedures.  (Examples of procedures applicable to IROFS are listed in Appendix A.) 

(ii) the applicant describes how procedures are written, approved, verified and subsequently distributed and applied to IROFS.  For human activities relied on for safety, the applicant should discuss how the training and qualification management measure will be used to instruct designated personnel in the performance of such activities

(iii) the applicant describes methods to continually assess the technical accuracy of procedures and to revise them, when needed 

(3) Safety Grading (if applicable):

(i) if the applicant has elected to apply safety grading to management measures, the application should describe how such safety grading is applied to procedures development and implementation.  For example, the applicant could explain how differing levels of approval, verification and pre-implementation validation are applied to procedures commensurate with the safety significance of the IROFS to which they are applied.  For human activities relied on for safety the applicant should explain how the training and qualification program is used to implement the safety grading. 

(4) QA Application:

(i) the applicant describes how QA is applied to the development and implementation of procedures.  For example, the applicant could describe how QA is applied to procedures (and documents) pertaining to IROFS and how changes to procedures are reviewed for accuracy and approved for implementation by authorized personnel.  Methods used to inspect, test and operate IROFS, or for the purchase of IROFS replacement components in accordance with their importance to safety, could be discussed. Alternatively, the application should explain how procedure development and implementation is embedded into an overall facility QA system and direct the reviewer to a description of the QA management measure.

11.4.3.5

Audits and Assessments

The applicant’s program for audits and assessments should be acceptable if it satisfies the following criteria.  These criteria, along with those for incident investigations, may also be used to assess the adequacy of an applicant’s corrective action program:

(1) Commitments:

(i) the applicant commits to implement a system of audits and assessments for IROFS

(ii) the applicant commits to use appropriately trained and qualified personnel who have sufficient independence to conduct audits and assessments

(iii) the applicant commits to conduct audits and assessments in accordance with written procedures and checklists

(iv) the applicant commits to document audit and assessment findings in writing and to distribute them to appropriate management members for review.  The applicant also commits to refer in a timely manner to the facility incident investigation (or corrective action) program any unacceptable performance deficiencies discovered during an audit for possible corrective action, if required

(v) the applicant commits to periodically review the audit and assessment procedures and to revise them, as may be needed

(2) Program Description and Core Elements:

(i) the applicant outlines the general structure of typical audits and assessments

(ii) the applicant identifies the management individual(s) responsible for oversight of the audits and assessments program and the organizational reporting hierarchy

(iii) the applicant outlines how audits and assessments are directed and controlled

(iv) the applicant outlines the qualifications for individuals to perform audits and assessments.  The applicant should explain how personnel would maintain a balance of independence and knowledge of the processes

(v) the applicant outlines the frequencies with which audits and assessments are performed

(vi) the applicant describes procedures for documenting audit and assessment results

(3) Safety Grading (if applicable):

(i) if the applicant has elected to apply safety grading to management measures, the application should describe how such safety grading is applied to audits and assessments.  For example, the applicant may explain how audit frequency is related to the safety importance of an IROFS or how the rigor of an assessment is similarly related. 

(4) QA Application:

(i) the applicant describes how QA is applied to the performance of audits and assessments.  For example, the applicant could describe how QA is applied to updates of audit and assessment procedure manuals, to the selection and appointment of independent personnel or to maintenance of records. Alternatively, the application should explain how audits and assessments are embedded into an overall facility QA system and direct the reviewer to a description of the QA management measure.

11.4.3.6

Incident Investigations 

The applicant’s program for incident investigations should be acceptable if it satisfies the following criteria.  These criteria, along with those for audits and assessments, may also be used to assess the adequacy of an applicant’s corrective action program:

(1) Commitments:

(i) the applicant commits to design and implement an incident investigation program to identify, examine and remedy abnormal facility events and IROFS’ unacceptable performance deficiencies

(ii) the applicant commits to prepare written procedures and adequately trained and qualified personnel to conduct incident investigations

(iii) the applicant commits to periodically review the incident investigation policies and procedures and to revise them, as may be needed

(2) Program Description and Core Elements:


The applicant should describe or provide an outline of the following:

(i) method by which abnormal facility events and IROFS’ unacceptable performance deficiencies are identified and reported

(ii) overall approach and methods to investigate incidents

(iii) timing of investigations (generally to be initiated as soon as is practicable)

(iv) typical scope of investigations

(v) personnel who will conduct investigations (qualifications, responsibilities)

(vi) methods to develop, implement and track corrective actions through completion

(vii) methods to determine specific or root cause(s) and generic implications of abnormal events and to apply “lessons learned” to other IROFS 

(viii) methods to document and record investigations

(3) Safety Grading (if applicable):

(i) if the applicant has elected to apply safety grading to management measures, the application should describe how such safety grading is applied to incident investigations.  For example, the applicant could describe how the scope of an investigation is related to the severity of the abnormal event or the importance to safety of the failed IROFS.   Similarly, the severity of an abnormal event may warrant no investigation, various levels of internal investigations, or use of an external, independent investigative team. 

(4) QA Application:

(i) the applicant describes how QA is applied to incident investigations.  For example, the applicant could describe procedures to ensure an adequate level of independence of the investigative personnel, to ensure that failed IROFS are not replaced with defective components, and that appropriate and sufficiently thorough investigative techniques are employed in incident investigations. Alternatively, the application should explain how incident investigations are embedded into an overall facility QA system and direct the reviewer to a description of the QA management measure.

11.4.3.7

Records Management
The applicant’s program for records management should be acceptable if it satisfies the following criteria:

(1) Commitments:

(i) the applicant commits to establish and maintain a records management system to collect, store and permit retrieval of records pertaining to IROFS.  

(ii) the applicant commits to periodically review the records management system procedures and to revise them, as may be needed.

(2) Program Description and Core Elements:


The applicant should describe or provide an outline of the following:

(i) procedures for records handling, storage, security and retrieval

(ii) identification of records to be maintained (including those to comply with regulatory requirements)

(iii) record retention time frames

(iv) technical specifications for record preservation and storage

(3) Safety Grading (if applicable):

(i) if the applicant has elected to apply safety grading to management measures, the application should describe how such safety grading is applied to records management.  For example, records of radiation exposures of individuals whose actions are relied on for safety or maintenance records for sole IROFS may warrant greater preservation and back-up procedures than other facility records. 

(4) QA Application:

(i) the applicant describes how QA is applied to records management.  For example, the applicant could describe procedures to control the preparation and issuance of documents and records and for incorporation and approval of changes to such documents.  Alternatively, the application should explain how records management is embedded into an overall facility QA system and direct the reviewer to a description of the QA management measure.

Examples of records that may be applicable to IROFS are listed in Appendix B. 

11.5

REVIEW PROCEDURES
This section discusses appropriate review techniques for the application contents.  It is generally a step-by-step procedure that the reviewer uses to determine whether the acceptance criteria in Section 11.4 have been met. 

11.5.1

Acceptance Review
The primary reviewer should evaluate the application to confirm that it addresses the “Areas of Review” discussed in Section 11.3.  If significant omissions are identified, the applicant should be requested to submit additional information before the start of the safety evaluation review.

The applicant may reference information presented elsewhere in the license so long as it is adequately cross-referenced.  In such cases the primary reviewer should review the referenced sections to confirm the applicant’s commitments to the measure and proposed methods of implementation are acceptable.  

11.5.2

Safety Evaluation
After the application is accepted for review in accordance with Section 11.5.1, the primary and secondary reviewers will perform a Safety Evaluation Review (SER) against the acceptance criteria of Section 11.4.  If, during the course of the safety evaluation, the reviewers determine a need for additional information, requests for such additional information should be coordinated with the licensing project manager.  The reviews for all management measures should be coordinated with the primary reviewer of the ISA Summary.

The reviewer may need to visit the facility to review information in the facility ISA, or, in the case of an existing licensee, to inspect the facility or to discuss licensee performance with resident or region inspection staff. 

The primary reviewer will generally be responsible for confirming that the applicant’s submission meets the acceptance criteria of Section 11.4.  The secondary reviewer has responsibility for confirming that commitments for one management measure are consistent with other sections of the submittal.  The secondary reviewer is also responsible for integrating the input for each management measure into the SER. 

After completing the safety review of each management measure, the primary staff reviewer, with assistance from the other reviewers, should prepare input for the SER as described in Section 11.6.

11.6
EVALUATION FINDINGS

This section presents the staff’s general conclusions and findings that result from reviews of each area of review enumerated in Section 11.3.

The staff's evaluation should verify that the license application provides sufficient information to satisfy the regulatory requirements of Section 11.4.1 and that the regulatory acceptance criteria in Section 11.4.3 have been appropriately considered in satisfying the requirements.  On the basis of this information, the staff should conclude that this evaluation is complete.  The reviewers should write material suitable for inclusion in the SER, including a summary statement of what was evaluated and the basis for the reviewers' conclusions.

In cases where the SER is drafted in advance of resolving all outstanding issues, the reviewer should document the review as described below and include a list of open issues that require resolution before the staff can reach a reasonable-assurance-of-safety conclusion.  For partial reviews, revisions, and process changes, the reviewer should use applicable sections of the acceptance criteria and the SER should be written to reflect what portions were not reviewed and the safety significance, if any.    

The staff can document the evaluation as follows:

11.6.1

CM

The staff has reviewed the CM System for (name of facility) according to Section 11 of the SRP. [Insert a summary statement of what was evaluated and why the reviewer finds the submittal acceptable.]

The applicant has suitably and acceptably described its commitment to a proposed CM system, including the method for managing changes to IROFS.  The CM system appears consistent with the requirements of 10 CFR 70.72(a).  Management-level policies and procedures are described that will provide reasonable assurance that consistency will be maintained among design requirements, physical configuration, and facility documentation are maintained.

11.6.2

Maintenance

The applicant has committed to maintenance of IROFS.  The applicant’s maintenance commitments contain the basic elements to provide reasonable assurance of the availability and reliability of IROFS.

11.6.3

Training and Qualification

Based on its review of the license application [Insert a summary statement of what was evaluated and why the reviewer finds the submittal acceptable.] the NRC staff has concluded that the applicant has committed to and adequately described a program for the training and qualification of personnel whose actions are relied upon for safety.

11.6.4

Procedures

The application has described a suitably detailed process for the development, approval, and implementation of procedures applicable to IROFS. 

11.6.5

Audits and Assessments

Based on its review of the license application [Insert a summary statement of what was evaluated and why the reviewer finds the submittal acceptable.] the NRC staff has concluded that the applicant has adequately described its audits and assessments program for IROFS. [Alternatively, the applicant may include a description of incident investigations as part of a Corrective Action Program.]

11.6.6

Incident Investigations

Based on its review of the license application [Insert a summary statement of what was evaluated and why the reviewer finds the submittal acceptable.] the NRC staff has concluded that the applicant has adequately described an incident investigation program for IROFS. [Alternatively, the applicant may include a description of audits and assessments as part of a Corrective Action Program.]
11.6.7

Records Management

The application has described a suitably detailed process for the collection, storage and retrieval of information pertaining to IROFS. 

11.6.8

Other QA Elements

Based on its review of the license application [Insert a summary statement of what was evaluated and why the reviewer finds the submittal acceptable.] the NRC staff has concluded that the applicant has adequately committed to apply QA throughout the design, construction and operation of IROFS.
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APPENDIX A

CHECKLIST FOR PROCEDURES
All activities listed below are covered by written procedures.  The list is not intended to be all- inclusive nor is it intended to imply that procedures be developed with the same titles as those on the list.  This listing is divided into four categories and provides guidance on topics to be covered.

1.
Management Control Procedures:

Training

Audits and assessments

Incident investigations

Records management 

Configuration management

Quality assurance

Procedure management

Nuclear criticality safety

Fire protection

Radiation protection

Radioactive waste management

Maintenance

Environmental protection

Chemical process safety

Operations

2.
Operating Procedures:

a.
System of procedures that address startup, operation, shutdown, control of process operations, and recovery after a process upset

Process operations

Ventilation systems

Criticality alarm systems

Decontamination operations

Plant utility systems  (air, other gases, cooling water, fire water, steam)

Temporary changes in operating procedures

b.
Abnormal Operation/Alarm Response

Loss of cooling water

Loss of instrument air

Loss of electrical power

Loss of criticality alarm system

Fires

Chemical process releases

3.
Maintenance Activities That Address System Repair, Calibration, Surveillance, and Functional Testing

Repairs/replacement, calibration and testing of IROFS

Repairs/replacement and testing of criticality alarm units

Repair/replacement and testing of ventilation and containment systems Surveillance/monitoring

4.
Emergency Procedures:

Response to an accidental nuclear criticality

Hazardous process chemical releases (including uranium hexafluoride)

Response to fires


APPENDIX B

RECORDS
The requirements for records management  vary according to the nature of the facility and the hazards and risks posed by it.  Examples of the records required by 10 CFR Parts 19, 20, 21, 25, and 70 are presented below.  These listings are organized under the chapter headings of the SRP.  Although they indicate the kinds of records to be found in these chapters of the SRP, the listing is not intended to be exhaustive or prescriptive in format.  For example, in particular instances, different or additional records might fall within these groupings. Further, the applicant may choose to organize the records in ways other than shown here.

Examples of Records

SRP Chapter
1.0   General Information

Construction records

Facility and equipment descriptions and drawings

Design criteria, requirements, and bases for items relied on for safety (IROFS) as specified by the facility CM function.

Records of facility changes and associated integrated safety analyses, as specified by the facility CM function. 

Safety analyses, reports, and assessments

Records of site characterization measurements and data

Records pertaining to onsite disposal of radioactive or mixed wastes in surface landfills

Procurement records, including specifications for IROFS

2.0   Organization and Administration

Administrative procedures with safety implications 

Administrative procedures for material control and accounting program

Personnel qualification records 

Safety and health compliance records, personnel exposure records, etc.

QA records

Safety inspections, audits, assessments, and investigations

3.0   Integrated Safety Analyses

4.0   Radiation Safety

Bioassay data

Personnel exposure records

Contamination records 

Radiation training records

5.0   Nuclear Criticality Safety

Nuclear criticality safety procedures 

Nuclear criticality safety analyses

Inspections, audits, investigations, and assessments 

Incidents, unusual occurrences, or accidents 

Training records

6.0   Chemical Safety

Chemical safety procedures

Chemical safety analyses

Inspections, audits, investigations, and assessments

Incidents, unusual occurrences, or accidents

Training records

7.0   Fire Safety

Fire Hazard Analyses

Fire prevention measures, including hot-work permits and fire-watch records

Inspection, maintenance, and testing of fire protection equipment

Pre-fire emergency plans

Training records

8.0   Emergency Management

Emergency plan(s) and procedures

Comments on emergency plan from outside emergency response organizations

Emergency drill records

Memoranda of understanding with outside emergency response organizations

Records of actual events

Inspection and maintenance of emergency response equipment and supplies

Training records

9.0   Environmental Protection

Environmental monitoring and release records

Environmental Report and supplements to the Environmental Report, as applicable

10. 0  Decommissioning

Decommissioning cost estimates

Financial assurance documents

Decommissioning procedures

Site characterization data

Final survey date

Decommissioning records

11.0  Management Measures

11.1
Configuration Management

· Safety analyses, reports, and assessments that support the physical configuration of process designs, and changes thereto.

· Validation records for computer software used for safety analysis or material control and accounting

· ISA documents 

· Operating procedures

11.2
Maintenance

· PM records 

· Corrective maintenance records

· Failure records (required by 10 CFR 70.62)

· Maintenance, calibration and testing data for IROFS

11.3
Training and Qualification

- 
Personnel training and qualification records

- 
Procedures

11.4
Procedures

- 
Standard operating procedures

· Maintenance procedures 

· Administrative procedures

11.5
Audits and Assessments

- 
Audit and assessment reports of safety and environmental activities

11.6
Incident Investigations

· Root cause analyses

· Investigation reports

-
Incident investigation policy


11.7
Records Management

-
Policy /procedures

-
Compliance records

-
Records of receipt, transfer and disposal of radioactive material



11. 8
Other Quality Assurance Elements

-
Inspection records

· Test records

· Surveillance/monitoring records

-
Corrective action program records

� NEI is the organization responsible for establishing unified nuclear industry policy on matters affecting the nuclear energy industry, including the regulatory aspects of generic operational and technical issues.  NEI’s members include all utilities licensed to operate commercial nuclear power plants in the United States, nuclear plant designers, major architect/engineering firms, fuel fabrication facilities, materials licensees, and other organizations and individuals involved in the nuclear energy industry.


� SRP Chapter 11 permits treatment of quality assurance as either a component of each management measure or as a stand-alone QA management measure (e.g. a facility QA program)
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