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11.0      MANAGEMENT MEASURES

11.1      PURPOSE OF REVIEW

Management measures are functions that are performed by a licensee, generally on a continuing basis, to provide reasonable assurance that  items relied on for safety are available and reliable to perform their functions when needed.   The phrase “available and reliable” as defined in 10 CFR 70.4 means that items relied on for safety will perform their intended safety function when needed.  A licensee is required by 10 CFR 70.62(a) to establish and implement such management measures to provide continuing assurance of compliance with the performance requirements of 10 CFR 70.61.  Management measures are applied to both the administrative and engineered safety controls identified in the ISA Summary that are required to prevent or mitigate the consequences of credible, postulated accident sequences.  The robustness of a management measure may be graded in the same way that items relied on for safety may be graded according to their importance to safety. Management measures include, for example, configuration management, maintenance, personnel training and qualifications, procedures, audits and assessments, design and oversight of a corrective action (or incident investigation) program and records management, together with application of appropriate levels of quality assurance to each . 

Evaluation of an applicant’s management measures is necessary to provide reasonable assurance that the applicant has committed to develop and apply adequate measures and controls to both items relied on for safety (engineered safety controls) and activities relied on for safety (administrative safety controls).  The evaluation will examine the applicant’s proposed management measures and policies for their implementation.   The review should also determine whether the measures are applied to the items relied on for safety commensurate with their importance to safety (graded approach). The evaluation will conclude whether the proposed management measures provide reasonable assurance that the regulatory requirements of 10 CFR 70.62(d) (‘Management Measures’) will be satisfied.

11.2     RESPONSIBILITY FOR REVIEW

Primary:
Licensing Project Manager

Secondary:
Quality Assurance: Quality Assurance Engineer
 Configuration Management:  Primary ISA Reviewer, Quality Assurance and Records Management Reviewers

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

Training and Qualification: Training Specialist, Quality Assurance, or Human Factors Reviewers

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

Audits and Assessments: Quality Assurance Reviewer

 
Incident Investigations: None

Records Management: Quality Assurance Engineer 

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

11.3     AREAS OF REVIEW

The evaluation of management measures should focus on their description, their applicability to items relied on for safety and their capability (or suitability) for meeting the regulatory requirements of 10 CFR 70.62(a).  The evaluation should address the following three topics:

(1)  Management Measures: the reviewer should examine the acceptability of an applicant’s commitments to develop, implement and update, when required, management measures applicable to the facility’s items relied on for safety (including the activities of personnel that are relied on for safety).  The applicant may elect to grade the robustness or comprehensiveness of individual management measures commensurate with the relative importance to safety of an item relied on for safety to which they are applied. 

(2) Description of Management Measures: the reviewer should examine each management measure or combination of measures proposed by an applicant to evaluate its suitability to provide reasonable assurance that an item relied on for safety will be available and reliable when required.  The following features of each management measure should be examined:

(i) purpose, safety controls to which it applies (administrative control, augmented administrative control, passive engineered control, active engineered control), description of functions

(ii) implementation approach and strategy

(iii) methods of safety grading its application to items relied on for safety

(iv) how application of the management measure will provide the necessary level of “continuing reasonable assurance” to an item relied on for safety

(v) verification and validation methods of the management measure

(vi) interrelations of individual management measures

(3) Specific Management Measure Evaluation: guidance is provided in SRP Chapter 11 for evaluation of seven management measures that are typically applied to fuel cycle facility operations.  An applicant should generally be expected to address each of these seven management measures, although additional management measures proposed by the applicant should be considered acceptable if they are judged capable of providing the reasonable assurance that an item relied on for safety will be available and reliable when required.  

Prior to conducting the evaluation, the reviewer should first consult the ISA Summary (SRP Chapter 3 - ‘Integrated Safety Analysis (ISA) Commitments and ISA Summary’) to gain familiarity with: 

(i) items relied on for safety for higher-risk accident sequences (including activities of personnel relied on for safety)

(ii) any safety-grading applied to such items relied on for safety

(iii) commitments to implement and maintain items relied on for safety in a functional state, and

(iv) management measures to be applied to each item relied on for safety

The reviewer should understand that 10 CFR 70.62(a) and (d) permit, but do not require, an applicant to grade management measures commensurate with the reduction in risk attributable to the safety control to which the measures are to be applied. 

The applicant will be expected to apply appropriate levels of quality assurance (QA) to each management measure and should explain how such QA measures will be applied.  For example, QA applied to maintenance may be reflected in the choice of maintenance instrumentation, procedures and frequency of equipment calibration or selection of equipment capable of measuring a parameter over a process’ expected operating range.

The reviewer should examine an applicant’s commitments for each of the following management measures:

11.3.1     Configuration Management

This review should confirm  that the applicant has committed to develop and implement a configuration management (CM) system that is consistent with the requirements of 10 CFR 70.72(a). The purpose of this system is to document and track all changes to items relied on for safety and associated management measures.  It will also assure consistency among the facility design and operational requirements, the physical configuration, and the facility documentation.

Specific areas of review should include:

(  commitment to establish a CM system to maintain current facility documentation on items relied on for safety and to accurately track all safety-significant changes to such items 

(  commitment to maintain current documentation on management measures to be applied to items relied on for safety (e.g. training, maintenance) and to accurately track all safety-significant changes to such management measures

(  commitment to incorporate a CM system into the facility’s organization structure responsible for CM, to prepare written CM procedures and to assign personnel responsible for CM

(  policies to implement the CM system, descriptions of CM activities, organizational structure

(  description of methods to establish and control documents

(  commitment that all changes to procedures, facilities, operations and equipment pertaining to items relied on for safety are recorded in the facility’s documentation (including the results of ISA evaluations and analysis by the 10 CFR 70.72 facility change mechanism)

(  commitment to maintain consistency among design requirements, physical configuration and facility documentation of all items relied on for safety

11.3.2     Maintenance

The review should confirm that the applicant has committed to develop and implement a maintenance function for engineered safety controls.  The applicant should describe how  items relied on for safety are inspected, calibrated, tested and maintained, to the level commensurate with the risk, to provide reasonable assurance of their ability to perform their safety functions when required. 

Specific areas of review should include:

(  commitment to provide adequate maintenance and surveillance of items relied on for safety, including adequate inspection, calibration and testing commensurate with the level of risk to be addressed by the items relied on for safety

(  commitment to develop basic components of a maintenance program including one or more of the following components: corrective maintenance, preventive maintenance, surveillance/monitoring and functional testing

(  commitment to base the maintenance activities on appropriate written procedures, personnel safety, appropriate training and documentation (records of inspection, surveillance, replacements, etc.)

11.3.3     Training and Qualifications
Assessment of the applicant’s training and qualification system should incorporate the following:

(  commitment to implement a training program to make personnel understand and recognize the importance of items relied on for safety and to qualify them to perform activities pertaining to items relied on for safety

(  commitment to provide training in items relied on for safety that is commensurate with their importance to risk reduction

(  commitment to develop a training program that includes: an organization and management structure, program development, on-the-job and/or classroom instruction, evaluation of trainees and training effectiveness, qualification of personnel and provision to evaluate the continuing effectiveness of the training system

(  commitment that personnel will have the knowledge and skills necessary to operate and maintain the facility and items relied on for safety

11.3.4
Procedures Program

The review should examine the applicant’s process for the preparation, use and management control of written procedures.  This should include the basic elements of identification, development, verification, review and comment resolution, approval, validation, issuance, change control, and periodic review.  The applicant will prepare two general types of procedures for use at the facility: 

1.
Procedures used to directly control process operations, commonly called "operating procedures".  These are procedures for workstation operators and should include directions for normal operations as well as off-normal events caused by human error or failure of an item relied on for safety.  Procedures of this type include required actions to protect against  nuclear criticality safety, chemical safety, fire protection, emergency planning, and environmental protection; and, 

2.  
Procedures used for activities that support the process operations that are commonly referred to as "management control procedures".  These are procedures used to manage the conduct of activities such as configuration management, radiation safety, maintenance,  quality assurance, training and qualification, audits and assessments, incident investigations, record-keeping and, reporting.

The review will not encompass examination of specific, detailed operating and management control procedures, but rather just the applicant’s commitment and proposed methodology to prepare, distribute and maintain current such procedures.  Detailed procedures will be maintained at the facility and do not constitute part of the license application.

Specific areas of review should include:

(  commitment to develop, approve and implement operating procedures and management control procedures applicable to items relied on for safety

(  policies and methodologies for procedures pertaining to items relied on for safety and their management measures:  identification of the need for a procedure, writing of procedures, approval of procedures (engineering and managerial approval processes), validation and verification of procedures, implementation and distribution of procedures, and procedure revision and re-issuance policies

(  identification of items relied on for safety and management measures for which procedures are required

(  policies to integrate the procedure and CM management measures 

(  commitment to develop methods and to verify, validate and periodically evaluate facility procedures and distribute them to appropriate plant personnel

11.3.5
Audits and Assessments
The review should determine that the applicant has committed to implement a system of audits and assessments.  Audits are designed to monitor compliance with regulatory requirements and license commitments, and  assessments determine the effectiveness of management measures to provide reasonable assurance of the availability and reliability of items relied on for safety when required to perform their intended safety functions.

Specific areas of review should include:


(  commitment to design and implement a system of internal audits and independent 



assessments of items relied on for safety


(  methods to conduct audits and assessments, to establish their frequencies of 



performance (based on safety grading of items relied on for safety) and their 



structure

(  commitment to use appropriately qualified personnel to conduct audits and 


assessments

(  commitment to use and analyze audit and assessments results, to report them to facility management and to refer any identified, unacceptable performance deficiencies to the facility corrective action program for resolution

11.3.6
Corrective Action Program (Incident Investigations)

The review should determine that the applicant has committed to design and implement a Corrective Action Program (CAP) to investigate abnormal events and to undertake corrective actions to items relied on for safety and/or management measures, if required.  

Specific areas of review should include:


(  commitment to develop and implement a CAP to investigate abnormal facility events 



and unacceptable performance deficiencies related to items relied on for safety 



and/or management measures


(  commitment to establish CAP policies, to incorporate these policies into the facility’s



management organization to oversee CAP activities and to assign appropriately 



trained and qualified personnel to this function


(  description of CAP policies:

(i) the approach and methods to investigate abnormal events

(ii) methods to design, track and complete appropriate corrective actions

(iii) methods to determine specific or root cause(s) and generic implications of abnormal events

(iv) process to enable “lessons learned” to other items relied on for safety and/or management measures

11.3.7
Records Management
The review should determine that the applicant has committed to develop and implement a records management system to collect, store and permit retrieval of facility information such as ISA documentation, maintenance records, CAP investigations and actions, records of facility and operational changes, reports to the NRC and both items relied on for safety and their complementary management measures. 

Specific areas of review should include:


(  commitment to establish and maintain a records management system


(  policies pertaining to:

(i) records handling, storage and retrieval 

(ii) identification of records to be maintained (for example, training, audits of items relied on for safety, CAP results) 

(iii) establishment of record retention time frames


(  commitment to periodically review the efficacy of the records management system and 



to revise it, as required, and to correct any identified deficiencies

11.4
ACCEPTANCE CRITERIA
The reviewer should find the applicant’s management measures information acceptable if it provides reasonable assurance that the following acceptance criteria are adequately addressed and satisfied.

11.4.1
Regulatory Requirements

10 CFR 70.62(d), Management Measures  requires  an applicant to establish management measures for application to engineered and administrative controls and control systems that are identified as items relied on for safety pursuant to §70.61(e) so  they are available and reliable to perform their function when needed

11.4.2
Regulatory Guidance

American National Standard Institute/American Society of Mechanical Engineers standard, ANSI/ASME NQA-1-1994, “Quality Assurance Requirements for Nuclear Facility Applications.”  

ANSI/ISO/ASQ 9000 series quality management standards.

International Atomic Energy Agency 1995 Safety Guide 50-SG-Q1, “Establishing and Implementing a Quality Assurance Program;” DOE’s September 1997 draft “Implementation Guide for use with 10 CFR Part 830.120 and DOE Order 5700.6C.” 

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.

11.4.3
Regulatory Acceptance Criteria

11.4.3.1
Configuration Management

The applicant’s CM system should be  acceptable if it satisfies the following criteria.

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

· the applicant commits to maintain current facility documentation on items relied on for safety and to accurately track all safety-significant changes to such items

· the applicant commits to maintain current documentation on management measures to be applied to items relied on for safety (e.g. training, maintenance) and to accurately track all safety-significant changes to such management measures
· the applicant commits to prepare written policies and procedures to implement CM

· the applicant outlines how the CM system is incorporated into the facility’s organizational structure, describes CM activities, specifies the documents to which the CM function will apply (e.g. drawings, PI&Ds, design and procurement specifications, engineering analyses, operating procedures, training records, maintenance records, etc.), and describes technical management review and approval procedures
· the applicant describes how the CM function maintains consistency among the design requirements, the physical configuration and the facility documentation, especially as they apply to items relied on for safety
· the applicant describes a process to document and record all changes to procedures, facilities, operations, the ISA Summary and other ISA-related documentation and equipment pertaining to items relied on for safety, including necessary authorizations
· the applicant commits to periodically assess, in accordance with the Audit and Assessment management measure (§11.4.3.5) the efficacy of the CM system, to identify possible improvements and to correct any safety-significant deficiencies

11.4.3.2
Maintenance

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

· the applicant commits to design and implement an adequate maintenance system for items relied on for safety that will provide for levels of inspection, calibration and testing commensurate with the safety significance of the item relied on for safety

· the applicant describes an organizational structure for the maintenance function, commits to appoint qualified personnel to take responsibility for this activity and who will develop, approve and modify, as required, maintenance procedures

· the applicant commits to provide sufficient resources to enable the maintenance activities to be properly executed 

· the applicant commits to prepare written maintenance policies and procedures for each component of the maintenance system

· the applicant identifies those items relied on for safety to which the maintenance function will apply and describes the methods used to establish differing frequencies, if any, for maintenance of different items relied on for safety

· the applicant describes policies for each maintenance activity including, for example, task work instructions, notification requirements, issuance of maintenance work permits, procedures for use of compensatory measures during the repair or replacement of a safety-significant items relied on for safety, etc.

· applicant describes a process to record the results of all maintenance activities (in coordination with the Records Management management measure), to document all safety-significant referrals made to the CAP and to management, and any recommendations for changes to the design or operation of items relied on for safety
· the applicant describes the basic components of the maintenance program that may include one or more of the following components: surveillance and monitoring, preventive maintenance, corrective maintenance, and functional testing.  For each applicable component, the applicant should provide the following information:

(1) Preventive Maintenance

· commitment to conduct preplanned and scheduled periodic refurbishing and/or overhauls or items relied on for safety

· description of preventive maintenance activities including, for example, instrumentation calibration and testing, methods used to establish the frequency of preventive maintenance activities and the scope (detail) of such activities 

(2) Corrective Maintenance

· commitment to promptly perform corrective actions or repairs on items relied on for safety 

· description of the approach and methods for planning and implementing repairs to items relied on for safety

(3) Surveillance and Monitoring

· commitment to design and implement a program to survey and monitor the performance of items relied on for safety

· description of the components of the surveillance and monitoring program including methods used to establish the frequency of such inspections for items relied on for safety having different degrees of safety importance, activities and reporting procedures

(4) Functional testing

· commitment to evaluate the potential impact of all corrective or preventive maintenance, or calibration of, items relied on for safety, and subsequently perform the appropriate post-maintenance functional testing to provide reasonable assurance that the maintenance activity did not adversely impact the reliability of the control

· commitment to perform functional testing after initial installation, and prior to implementation of, new items relied on for safety

· description of functional testing procedures, documentation of test results and the schedule of their performance

· commitment to refer to the facility’s CAP any unacceptable performance deficiencies identified in the maintenance activities to identify specific or root cause(s) and generic implications to eliminate or minimize the possibility of their recurrence 

· commitment to minimize the unavailability of items relied on for safety which are undergoing preventive or corrective maintenance and to implement appropriate compensatory measures as required during such periods of unavailability

· the applicant commits to periodically assess, in accordance with the Audit and Assessment management measure (§11.4.3.5), the efficacy of the maintenance system, to identify possible improvements and to correct any safety-significant deficiencies

11.4.3.3
Training and Qualification

The applicant’s submittal regarding personnel training and qualification should be acceptable if it satisfies the following criteria: 

· the applicant commits to adequately train plant personnel in the start-up, operation and maintenance of the facility to provide reasonable assurance that any personnel whose activities are identified in the ISA Summary to be relied upon for safety will be capable of performing such activities promptly and effectively  

· the applicant outlines an organizational structure to plan, direct and evaluate training, assigns responsibility for training to appropriately qualified individuals, describes how training programs and their contents will be developed, outlines the training needs for different positions or activities for which the required performance is relied on for safety and explains what measures will be used to judge the  success of training programs

· the applicant describes any grading of training programs that may have been implemented to make the training thoroughness and rigor commensurate with the functional responsibility and importance to safety of a position 

· the applicant describes the minimum education and qualifications for personnel whose activities are relied on for safety

· the applicant commits to use training personnel who are knowledgeable in training methods, in the facility’s safety programs, and in the facility’s items relied on for safety described in the ISA Summary

· the applicant commits to clearly define the function, responsibility, authority and accountability of personnel involved in the management, supervision and conduct of training

· the applicant commits to implement and document procedures so that training is conducted reliably and consistently, and that training in activities relied on for safety uses well-organized and current safety information (maintained by the facility’s CM) 

· the applicant commits to establish and maintain training records appropriate to judge an individual’s fitness and capability to perform activities relied on for safety

· the applicant explains how training guides will be prepared and how they will provide reasonable assurance of the consistent conduct of training activities and how classroom and on-the-job training will be used and coordinated

· the applicant commits to maintain current the training of personnel through periodic testing of personnel, refresher training and instruction in activities that may be relied on for safety

· the applicant commits to periodically evaluate the effectiveness of the training program to provide reasonable assurance that it conveys the required skills and knowledge and to implement changes, if required, to increase its effectiveness to correct any deficiencies 

11.4.3.4

Procedures Program
The applicant's process for developing and implementing procedures should be  acceptable if it satisfies the following:

· the applicant commits to develop, approve and implement operating and management control procedures applicable to items relied on for safety 

· the applicant describes methods to identify the need for a procedure, to write and approve procedures (engineering and managerial approval processes), to verify and validate procedures, to implement and distribute procedures and to revise and re-issue procedures, as required.  The applicant also describes methods to assess the technical accuracy of procedures and the personnel responsible for verification and approval

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

· the applicant commits to periodically review procedures to validate their continued accuracy and usefulness.  The applicant also commits to review any relevant procedures associated with abnormal events and to refer any perceived deficiencies to the CAP for evaluation and corrective action, if required

· the applicant describes items relied on for safety and management measures for which procedures are required
· the applicant describes policies to promote the integration of the procedures and CM management measures  

Appendix A provides examples of facility operations and activities for which procedures may be required.

11.4.3.5

Audits and Assessments

The applicant’s submittal regarding audits and assessments should be acceptable if it satisfies the following:  

· the applicant commits to design and implement a system of internal audits and independent assessments of items relied on for safety

· the applicant describes methods to conduct audits and assessments, to establish their frequencies of performance (based on safety grading of items relied on for safety) and their scope and structure.  The applicant should also describe policy directives covering the audit and assessment functions (e.g. activities to be audited, schedules, guidance in conducting the audit or assessment, assigned responsibilities for each phase of the work, procedures for recording results of each audit or assessment, etc.) 

· the applicant commits to use appropriately qualified personnel to conduct audits and assessments.  The applicant should describe the qualifications and responsibilities of key individuals responsible for the overall direction and conduct of audits and assessments, and identify organizational responsibilities

· the applicant describes any performance indicators that may have been developed for items relied on for safety and that can be used to facilitate scheduled audits and assessments

· the applicant commits to conduct audits and assessments in accordance with written procedures and checklists

· the applicant commits to document report findings and recommendations and to distribute them to appropriate management for review.  The applicant also commits to refer to the CAP any unacceptable performance deficiencies that may be discovered during an audit or assessment for possible corrective action, if required.

· the applicant commits to periodically review the audit and assessment procedures and to upgrade them, if required

11.4.3.6

Corrective Action Program (Incident Investigations) 

The reviewer should determine that the applicant’s commitments to design and implement a CAP are acceptable if the reviewer finds reasonable assurance of the following:

· the applicant commits to design and implement a CAP to investigate abnormal facility events and unacceptable performance deficiencies in items relied on for safety and/or management measures

· the applicant commits to establish CAP policies, to provide a management organization to oversee CAP activities, and assign appropriately trained and qualified personnel to this function

· the applicant provides a description of CAP policies including:

(i) the overall plan (or approach) and methods to investigate abnormal events

(ii) the timing of investigations (generally to be initiated as soon as practicable) and scope of investigations (generally to be determined by the safety significance of the event and the complexity of the process involved)

(iii) methods to develop, implement and track appropriate corrective actions through their completion

(iv) methods to determine specific or root cause(s) and generic implications of abnormal events

(v) methods to document investigations and corrective actions that were implemented

(vi) process to enable “lessons learned” to other items relied on for safety and/or management measures  

11.4.3.7

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

· the applicant commits to establish and maintain a records management system to collect, store and permit retrieval of facility information such as ISA documentation, maintenance records for items relied on for safety, CAP investigations and corrective actions, records of facility operational changes and information on items relied on for safety and their complementary management measures

· the applicant should outline policies pertaining to:

(i) records handling, storage, security and retrieval 

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

(iii) establishment of record retention time frames

(iv) technical specifications for record preparation and storage

· commitment to review the efficacy of the records management system and to revise it, as required, and to correct any identified deficiencies
Examples of records that should be included in the system are listed in  Appendix B. 

11.5
REVIEW PROCEDURES
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 deficiencies are identified, the applicant should be requested to submit additional material before the start of the safety evaluation.

In discussing a management measure, the applicant may elect to incorporate information from other sections of the application.  This approach is acceptable, so long as the information is adequately cross-referenced.  The reviewer may wish to consult any such referenced sections to confirm that the applicant’s commitments to management measures are adequate and acceptable.  

11.5.2
Safety Evaluation
The  primary reviewer will perform a safety evaluation against the Acceptance Criteria in Section 11.4.  Assessment of renewal or amendment applications should be coordinated with the facility’s NRC inspector and should include review of inspection reports.  Any concerns identified by the inspector should be addressed and resolved by the applicant.  If, during the course of the safety evaluation, the primary reviewer determines a need for additional information, the primary reviewer should coordinate a request for additional information with the licensing project manager.  After completing the safety review of each management measure,  the primary staff reviewer, with assistance from the other reviewers, should prepare input for the Safety Evaluation Report (SER) as described in Section 11.6 using the acceptance criteria from Section 11.4.

Review procedures for each criterion are discussed in the sections below.

11.5.2.1
Configuration Management 

The reviewer should confirm that the applicant’s proposed CM provides reasonable assurance of compliance with the requirements of 10 CRR 70.72(a).  The CM system should be capable of documenting and tracking all changes to items relied on for safety and management measures.  The applicant’s description of how the CM system is incorporated into the facility’s organizational structure,  descriptions of methods to establish and control documents, commitments to assign responsibility for CM to adequately trained personnel and to commit sufficient resources to enable the CM system to function effectively should be assessed. The reviewer must be convinced that the elements of the CM system are capable of maintaining consistency among the design requirements, physical configuration and facility documentation for all items relied on for safety and their management measures.  

11.5.2.2
Maintenance
The reviewer will evaluate the applicant’s description of how the maintenance function will coordinate and utilize the other management measures listed in this chapter.  The Primary Reviewer should consult with the Supporting Reviewers to identify any common weaknesses in the applicant’s approach and consider these during the review.

An acceptable maintenance function describes the applicant’s  commitments to the following: corrective maintenance, preventive maintenance, surveillance/monitoring, and functional testing. 

11.5.2.3
Training and Qualification
The review should determine whether the applicant has adequately planned for the training and personnel qualification to be accomplished and whether necessary policies, procedures and instructions will be in place, and appropriate training and qualification will be accomplished before personnel begin activities relied on for safety.  The reviewers should focus on the training and qualification of personnel who will perform activities relied on for safety. 

The secondary reviewer should confirm that the applicant’s personnel training and qualification commitments are consistent with other sections of the submittal and in agreement with ongoing activities.  The secondary reviewer should also integrate the personnel training and qualification input into the SER. 

The review should result in a determination that there is reasonable assurance that the applicant's personnel training and qualification will provide for  properly trained and qualified personnel to  perform activities relied on for safety.  

11.5.2.4
Procedures Program
The reviewer should confirm that the applicant’s commitments to establish a process for the preparation, use and management control of written procedures applicable to items relied on for safety are adequate.  The reviewer should examine proposed policies to write, approve, validate, distribute, implement and verify procedures.  Finally, the reviewer should assess the proposed integration of the procedures and CM management measures, and the applicant’s commitment to develop methods to periodically evaluate and update facility procedures, as required. 

11.5.2.5
Audits and Assessments
The review should determine whether the applicant has adequately planned for audits and assessments and whether necessary policies, personnel, procedures, and instructions will be in place to provide reasonable assurance that audits and assessments can be properly executed in a timely manner. 

The reviewers should focus on audits and assessments of items relied upon for safety. 

The supporting reviewer should become familiar with the applicant’s audit and assessment commitments and determine whether ongoing audits and assessments of the applicant are in agreement with them.

The review should determine that the applicant’s audits and assessments of items relied on for safety will provide reasonable assurance that they will perform satisfactorily when required.

11.5.2.6
Corrective Action Program (Incident Investigations)

The primary reviewer will verify that the applicant has described an adequate incident investigation process  based on the areas of review in Section 11.3 and the acceptance criteria presented in Section 11.4 of this SRP.  

During the review, the reviewer will consult with the NRC inspection staff and review any historical information regarding the adequacy of the applicant’s incident investigation process. 

11.5.2.7
Records Management
The reviewer will review the applicant's records management system to determine the adequacy of the policies.  The reviewer should coordinate this review with the person reviewing the CM function. 

For fuel cycle facilities that are parts of larger organizations, certain documents may be retained or stored at a site other than the plant site.  For example, master drawings for structures might be kept in the engineering department of the headquarters of the parent company.  The reviewer may choose to review the physical characteristics of these offsite record storage areas, as well, particularly for records for controls or high-risk accidents sequences. 

11.6
EVALUATION FINDINGS
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.  The SER should include 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 documents the review as described above and includes a list of open issues that require resolution prior to the staff’s position finding of reasonable assurance.  For partial reviews, revisions, and process changes, the reviewer will use applicable sections of the acceptance criteria and the SER will be written to reflect what portions were not reviewed and the significance, if any.  Upon completion of the review, NRC staff may impose temporary or one-time license conditions to authorize short duration activities.  For certain functions and requirements that concern safety or regulatory issues, a license condition may be imposed and remain in effect until removed by an amendment or license renewal.

The staff can document the evaluation as follows:

11.6.1

Configuration Management
The staff has reviewed the Configuration Management (CM) function for (name of facility) according to Section 11of the Standard Review Plan. [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 documenting changes to items relied on for safety . The applicant’s proposed CM provides reasonable assurance of compliance with the requirements of 10 CFR 70.72(a).  The CM system is capable of documenting and tracking all changes to items relied on for safety and management measures.  The applicant’s description of how the CM system is incorporated into the facility’s organizational structure, descriptions of methods to establish and control documents, commitments to assign responsibility for CM to adequately trained personnel, and commitment of sufficient resources to enable the CM system to function effectively are assessed to be acceptable.  The applicant’s CM system should be capable of maintaining consistency among the design requirements, physical configuration and facility documentation of all items relied on for safety and their management measures. 

11.6.2

Maintenance
The applicant has committed to maintenance of items relied on for safety.  The applicant’s maintenance commitments contain the basic elements to provide reasonable assurance of their  availability and reliability: corrective maintenance, preventive maintenance, functional testing, equipment calibration, work control, and management measures for items relied on for safety.  The applicant’s maintenance function is proactive, using maintenance records, preventive maintenance records, and surveillance tests to analyze equipment performance and to seek the root causes of repetitive failures.

The surveillance activities described in this section of the application provide reasonable assurance that the equipment that monitors items relied on for safety will be adequately calibrated and tested. 

The staff concludes that the applicant’s maintenance functions meet the requirements of 10 CFR Part 70, and provide reasonable assurance that the health and safety of the public are protected. 

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 adequately described and assessed its personnel training and qualification that (1) satisfy regulatory requirements, (2) are consistent with the guidance in this SRP, and (3) are acceptable.  

There is reasonable assurance that implementation of the described training and qualification will result in personnel who are qualified and competent to, start-up, operate and maintain the facility safely.  The staff concludes that the applicant's plan for personnel training and qualification meet the requirements of 10 CFR Part 70.
11.6.4

Procedures Program
The application has described a suitably detailed process for the development, approval, and implementation of procedures.  Special attention has been paid to items relied on for safety. 

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.  The staff has reviewed the applicant's plans for the conduct of audits and assessments and finds them acceptable.  

The staff concludes that the applicant's plans for audits and assessments meet the requirements of 10 CFR Part 70 and provides reasonable assurance of protection of (1) the health and safety of the public and workers and (2) the environment. 
11.6.6

Corrective Action Program (Incident Investigations)
The applicant has committed to incorporating a corrective action program into the facility’s  organizational structure responsible for performing incident investigations of abnormal events that may occur during operation of the facility, determining the specific or root cause(s) and generic implications of the event, and recommending corrective actions for providing reasonable assurance of safe facility operations in accordance with the acceptance criteria of Section 11 of the SRP.  

The applicant has committed to the monitoring, documentation and tracking  of corrective actions, through completion.

The applicant has committed to the maintenance of documentation so that "lessons learned" may be applied to future operations of the facility.

Accordingly, the staff concludes that the applicant's description of the CAP or incident investigation process complies with applicable NRC regulations and is adequate. 

11.6.7

Records Management

The staff has reviewed the applicant’s records management system against the SRP’s acceptance criteria and concluded that the system will be effective in collecting, verifying, protecting, and storing information about the health and safety  aspects of the facility and its operations, and will be able to retrieve the information in readable form and in a timely fashion for the designated lifetimes of the records. 
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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

Management control

Industrial Safety

Nuclear Materials Management

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 addresses Startup, Operation, Shutdown Control of Process Operations and Recovery After a Process Upset

Process Operations

Ventilation Systems

Criticality alarm System

Shift routines, shift turnover and operating practices

Decontamination operations

Plant Utilities (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 and preventive repairs of items relied on for safety

Testing of criticality alarm units

Calibration of items relied on for safety

HEPA filter maintenance

Functional testing of items relied on for safety

Relief valve replacement/testing

Surveillance/monitoring

Pressure vessel testing

Piping integrity testing

Containment device testing

4.
Emergency Procedures:

Accidental Nuclear  criticality

Hazardous chemical releases (including UF6) and spills

Fires

Loss of Power or Water


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.  Furthermore, 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 as specified by the facility configuration management system

Records of facility changes and associated integrated safety analyses, as specified by the facility configuration management system 

Safety analyses, reports and assessments

Site characterization measurements and data

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

Procurement records, including specifications for items relied on for safety

2.0   Organization and Administration

Administrative procedures with safety implications 

Change control records for material control and accounting program

Organization charts, position descriptions and qualifications records

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

Management Measure  records

2.0  Organization and Administration (continued)


Safety inspections, audits, assessments and investigations

Safety statistics and trends

3.0   Integrated Safety Analysis

4.0   Radiation Safety

Personnel Bioassay data

Personnel Exposure records

Radiation protection (and contamination control) records

Radiation protection training records

Radiation work permits

5.0   Nuclear Criticality Safety

Nuclear criticality safety  procedures 

Nuclear criticality safety analyses



Nuclear criticality safety evaluations

Nuclear criticality safety inspections, audits, investigations and assessments

Nuclear criticality safety incidents, unusual occurrences or accidents

6.0   Chemical Safety

Chemical process safety procedures and plans

Chemical process inspections, audits, investigations and assessments

Diagrams, charts and drawings

Chemical process safety incidents, unusual occurrences, and accidents

Chemical process safety reports and analyses

Chemical process safety training

7.0   Fire Safety

Fire Hazards Analyses

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

Inspection, maintenance and testing of fire protection equipment

Fire protection training and retraining of emergency response teams

Pre-fire emergency plans

8.0   Emergency Management

Emergency plans and procedures

Comments on emergency plans from outside emergency response organizations

Emergency exercise records

Memoranda of understanding with outside emergency response organizations

Actual emergency response events

Training and retraining of personnel involved in emergency preparedness functions

Inspection and maintenance of emergency response equipment and supplies

9.0   Environmental Protection

Environmental release and monitoring records

Environmental Report and Supplements to the Environmental Report, as applicable

10. 0  Decommissioning 

Financial assurance documents

Decommissioning cost estimates

Decommissioning procedures

11.0  Management Measures 

11.1  Configuration Management

Safety analyses, reports and assessments that support the physical configuration of process designs, and changes to those designs

Validation and verification of records for computer software used for safety 

analyses or MC&A

ISA documents, including process descriptions, plant drawings and specifications

11.2  Maintenance

Preventive maintenance, including trending and root cause analyses

Calibration and testing data for items relied on for safety

Corrective maintenance 

11.3  Training and Qualification

Personnel training and qualification 

Procedures

11.4  Procedures

Standard operating procedures

Functional test procedures

11.5  Audits and Assessments

Audits and assessments of safety and environmental activities

11.6  Corrective Action Program (Incident Investigations)

Investigations

Changes recommended by investigation reports, how and when implemented

Summary of reportable events for the term of the license

Incident investigation policy


11.7 Records Management

Policy 

Material storage 

Receipt, transfer and disposal of radioactive material
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