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NQA-1 QUALITY ASSURANCE MANUALCHECKLIST 
INTRODUCTION
This Checklist is required to be completed by the Applicant, and is not intended to replace or interpret the requirements of the ASME NQA-1 Standard. The Checklist does not list all of the applicable requirements of the NQA-1 Standard, but rather lists the highlights that the Applicant is required to include in their Quality Assurance Program. The NQA-1 Quality Assurance Manual Checklist is prepared to assist the ASME Audit Teams during the audit. The “Applicant” is defined as the organization seeking to obtain or renew its ASME NQA-1 Quality Program Certificate
In addition to assisting the ASME Audit Team, this Checklist is provided to Applicants for their use in verifying and identifying the paragraph(s) where their QA Manual is to be compared for compliance with the NQA-1 Standard. The QA Manual must contain the controls for implementing the Quality Assurance Program, but it is not required to contain all the detailed programmatic requirements which will be found in working documents, such as, but not limited to, procedures and working instructions. The QA Manual is not a reiteration of the requirements specified in the NQA-1 Standard but rather an auditable Manual which identifies who, what, when, where & how the Quality Assurance Program meets the current requirements of the NQA-1 Standard.
This Checklist is based on the ASME NQA-1 Standard and is subject to revisions based on changes made to the Standard.  The organization of the NQA-1 Standard consists of:
1) Parts - The Standard is broken down into 4 Parts with each Part identified by a Roman numeral -  Part I, Part II, Part III and Part IV.
2) Part I is further divided into Requirements.  Requirements are designated with an Arabic number, i.e. Requirement 1.  Part II is further divided into Subparts.  Subparts are designated with the number 2 followed by a decimal number, i.e. Subpart 2.7.  Requirements and Subparts are further divided into Sections, Paragraphs, Subparagraphs and Sub-subparagraphs.
a) Sections.  Sections are numbered in units of 100, such as 100, 200 and 300 for major subdivisions or followed by a lowercase letter in parenthesis for minor subdivisions, i.e. 200(a).
b) Paragraphs.  Paragraphs are numbered in units of 1, such as 201, 202 and 203.
c) Subparagraphs.  Subparagraphs are designated with a decimal followed by a numeral for major subdivisions, i.e. 204.1, or followed by a lowercase letter in parenthesis for minor subdivisions, i.e. 204(a)
d) Sub-subparagraphs.  Sub-subparagraphs are designated by adding lowercase letters in parentheses or a numeral in parentheses when further subdivisions are necessary. 
Each audit shall cover the review of the Applicant's QA Manual and its implementation. It is recognized that the Quality Assurance Program will vary from Applicant to Applicant and not all aspects identified on this Checklist may apply for the scope of activity to be identified on the Applicant's NQA-1 Quality Program Certificate. The QA Manual shall identify and describe those activities to be performed under the scope of the Certificate. The ASME Audit Teams are advised that:
 • All aspects of this Checklist may not apply to every Applicant's Quality Assurance Program;
• This Checklist may not outline all possible aspects of each Applicant's Quality Assurance Program; and
• The Applicant's QA Manual need not follow the format of this Checklist.
 
 
HOW TO USE THIS CHECKLIST
 
The Applicant is to provide the information requested on the cover page and then review each item under the column heading "Quality Assurance Manual Requirements", and where appropriate, complete the three columns under the main column heading “Completed By Applicant – QA Program References”. In the space provided:
1)   Under the column heading "QA Manual Para(s).” the paragraph number within the QA Manual that covers the subject addressed is to be identified. Items which are not applicable to the Applicant’s Quality Assurance Program are to be marked "NA" to indicate “Not Applicable”.
2a) For item numbers 1 through 18, under the column heading “NQA Part II Subparts”, if certain work activities are being amplified by a subpart under Part II of the NQA-1 Standard, identify the subpart number being invoked by the program, when appropriate. 
2b) For item number 19, under the column heading "Is NQA Part II Subpart Addressed?", indicate "Yes" or "NO" for each Part II Subpart. 
3)  Under the column heading “Implementing Documents (Procedures, Work Instructions, etc.)”, identify the document number which contain the detail instructions to complete the controlled activity, when appropriate.
The three columns under the main heading “For Auditor’s Use Only” are not to be completed by the Applicant; they are reserved for use by the ASME Survey Team during the Audit.
On the first day of the audit, the ASME Survey Team is to be provided with:
• the original completed Checklist (and PDF file) along with sufficient printed copies for use during the Audit for each individual on the Audit Team;
• a current controlled and approved copy of the QA Manual along with sufficient copies for use during the Audit for each individual on the Audit Team;
• sufficient copies of the exhibits (forms) shown in the QA Manual completed when the exhibits (forms) shown in the QA Manual are blank copies; and
• at least one (1) copy of implementing procedures/documents.
The Applicant is required to complete the Checklist electronically, and to avoid compatibility issues, use of Adobe software (e.g., Adobe Reader) is suggested.   A copy of the PDF file is to be provided to the ASME Survey Team Leader.
Questions of possible need for an interpretation of the NQA-1 Standard raised by ASME Survey Teams or the Applicant shall be submitted to the Secretary, NQA Standards Committee, as described in the NQA-1 Standard; the front matter of the Standard titled, Preparation of Technical Inquiries to the Nuclear Quality Assurance Committee.
Suggestions for revisions or clarification to this Checklist should be directed to the ASME Director, Conformity Assessment, by e-mail: ca@asme.org.
IMPLEMENTATION OF THE QUALITY ASSURANCE PROGRAM
 
If not noted on the application form, Applicants applying for initial issue or renewal of an ASME NQA-1 Quality Program Certificate should be aware that the ASME audit will require that all elements of the Quality Assurance Program be implemented/demonstrated to the Audit Team. The Applicant shall provide examples of items/services appropriate to the scope of the work to be certified for evaluation by the Audit Team. Such items/services may be either work in-process, completed work, or a mock-up that is processed under the controls of the program.
 
The ASME audit will be conducted in five phases or segments as follows
 
1. Manual Review: Shall be performed by the Audit Team and observers authorized by ASME only, on the first day of the audit. This review will normally be performed remote from the Applicant’s facility; at the hotel where the Audit Team has made its sleeping room reservation. In some rare instances and under certain circumstances it may be performed at the Applicant’s facility and will only be done with the concurrence of the Lead Auditor.
 
2. Entrance Meeting/Facility Tour: Will be held on the second day. The entrance meeting will provide the Applicant and the Audit Team an opportunity to: introduce themselves, review the Certificate and scope of activity applied for, and to establish the audit agenda. ASME fully encourages executive/senior management to attend the entrance meeting. During this meeting the Applicant may, if they wish, give a presentation of the company, products, personnel, etc.
 
3. Implementation: The Applicant is expected to demonstrate the implementation of the entire Quality Assurance Program. If any deficiencies are discovered during the audit, they will be immediately identified to the Applicant, in order to provide them an opportunity to correct the deficiencies prior to the conclusion of the audit.
 
4. Team Closed Meeting: This meeting will be held at the Applicant’s facility prior to the exit meeting. This meeting will be attended only by the Audit Team members and observers authorized by ASME. During this meeting the Audit Team will review the results of the audit and vote on the recommendation that the team will present to ASME.
 
5. Exit Meeting: This meeting will be held with the Applicant’s management and will review the results of the audit. ASME fully encourages executive/senior management to attend the exit meeting. If there were any deficiencies issued they will be reviewed and the Applicant advised of their status. The Audit Team’s recommendation to ASME will be made known. The Applicant will be allowed to ask any questions relative or pertinent to the audit. At the conclusion of the exit meeting the audit is officially ended and there will be no more discussion of the audit.
APPLICANT INFORMATION
APPLICANT CONTACTS
QUALITY MANUAL
SPECIAL PROCESSES
CALIBRATION
DESCRIPTION OF DEMONSTRATION
1
REQUIREMENT 1, ORGANIZATION
The program includes measures established to:
1.A
Ensure that quality is achieved and maintained by those  assigned responsibility for performing work, with  achievement verified and documented by persons not directly responsible for performing the  work.
1.B
Provide for documentation of organizations, groups or individuals (by title) performing activities affecting quality including:
1.B
(1) Organizational structure,
1.B
(2) Functional responsibilities,
1.B
(3) Levels of authority,
1.B
(4) Lines of communication,
1.B
(5) Responsibility and authority of each organization, group, or individuals (by title) involved,
1.B
(6) Interface control between organizations, groups, and individuals.
1.C
Ensure that persons or organizations performing quality assurance functions have:
(1) sufficient well-defined responsibility, access to work areas and organizational freedom to:
1.C
(a) identify quality problems,
1.C
(b) initiate, recommend or provide solutions through departmental channels,
1.C
(c) verify implementation of solutions, and
1.C
(d) assure that further processing, delivery, installation or use is controlled until proper disposition of a nonconformance, deficiency or unsatisfactory condition has occurred.
1.D
Ensure that persons or organizations performing quality assurance functions that delegate work provide defined and documented interface controls, but retain responsibility for the work.
2
REQUIREMENT 2, QUALITY ASSURANCE PROGRAM
The program includes measures established to:
2.A
Ensure management participation and support of the program.
2.B
Ensure that the QA Program is planned, implemented and maintained.
2.C
Identify the activities and items to which the QA program applies.
2.D
Ensure that the quality assurance organization reviews written procedures and monitors all activities concerned with the QA Program.
2.E
Provide for planning and the accomplishment of activities affecting quality under controlled conditions which include:
2.E
(1) use of appropriate equipment,
(2) suitable environmental conditions,
2.E
2.E
(3) assurance that prerequisites for the activity are satisfied.
2.F
Provide for the use of any special controls, processes, test equipment, tools and skills.
2.G
Provide for regular reviews of the adequacy and the effective implementation of the QA Program by management.
2.H
Provide for indoctrination, training and qualification, as necessary, of personnel performing activities affecting quality including:
2.H
(1) identify personnel performing activities affecting quality,
2.H
(2) define Inspection & Test requirements,
2.H
(3) define documentation requirements.
2.H
(4) achievement and maintenance of proficiency.
2.I
Ensure that personnel performing NDE activities are qualified and certified in accordance with the applicable codes, standards, or design criteria.
2.J
Ensure that the responsible organization designates those activities that require qualified inspection and test personnel.
2.K
Ensure that the personnel performing the designated inspection and test activities are qualified and certified.
2.L
Provide for removal of personnel if it is determined that the individual's capabilities are not in accordance with specified requirements.
2.M
Ensure that audit personnel are qualified and that Lead Auditors are certified.
2.N
Ensure that Lead Auditors are designated based upon:
2.N
1) communication skills,
2.N
2) training,
2.N
3) audit participation,
2.N
4) examination,
2.N
5) maintenance of proficiency,
2.N
6) requalification
2.O
Provide for the use of technical specialists by establishing qualifications and requirements for their use in audits.
2.P
Ensure that personnel qualification records, indoctrination records, and training records are maintained.
2.Q
Address the requirements contained in the document "Requirements for ASME NQA-1 Certification", by providing a Quality Assurance Manual which documents the controls for the Quality Assurance Program to either a specific edition/addenda of the NQA-1 Standard or provides a method for the Program to be continually updated to meet the current edition of the Standard, and includes:
2.Q
(1) a provision for the return of the ASME Quality Program Certificate when requested by ASME;
2.Q
(2) a statement of policy and authority by management indicating management support;
2.Q
(3) when applicable, a statement that the English version of the Quality Assurance Manual governs when there is a discrepancy with Manuals which have been written in another language;
2.Q
(4) a provision for the most current controlled copy the Quality Assurance Manual to be provided to ASME;
2.Q
(a) obtaining ASME's acceptance of proposed changes & submittal of changes within 30 days;
2.Q
(5) when applicable, a detailed listing of activities performed at other locations under the Program, with each location identified;
2.Q
(6) a provision for ASME auditors to have free access to all quality assurance documentation and records, and all locations under the scope of the Quality Assurance Program; and
2.Q
(7) a provision for including the expiration date of the NQA Quality Program Certificate; Issue/Edition Number, Revision Level, and Date of the Quality Assurance Manual; and governing NQA-1 Edition/Addenda used when the ASME NQA Quality Program Certificate Number is identified on a Certificate of Conformance;
3
REQUIREMENT 3, DESIGN CONTROL INCLUDING COMPUTER SOFTWARE ENGINEERING
The program includes measures established to:
Requirement applicable to program:
3.A
Provide a controlled process for:
(1) design input,
3.A
(2) design analysis,
3.A
(3) design verification,
3.A
(4) design changes,
3.A
(5) configuration management of operating facilities,
3.A
(6) design interfaces,
3.A
(7) computer software engineering,
3.A
(a) software acquisition,
3.A
(b) development, operation, and maintenance of computer software,
3.A
(c) application of standards, conventions, and work practices that support the software life cycle,
3.A
(d) support software used to develop, operate, and maintain computer programs,
3.A
(8) documentation and records.
3.B
Assure a design process which: (Not Applicable to Computer Software Engineering)
(1) identifies the responsible design individuals (by title) or groups.
3.B
(2) identifies the design activities to the performed.
3.B
(3) identifies the appropriate quality standards, its documentation, review and approval.
3.B
(4) identifies the design methods, materials, parts, equipment, and processes that are essential to the function of the item and their selection are to be reviewed for suitability of the application.
3.B
(5) the final design:
(a) is relatable to the design input by documentation to permit design verification.
3.B
(b) specifies required inspections and tests including appropriate acceptance criteria.
3.B
(c) identifies assemblies/components that are part of the design.
(1) identifies commercial grade items and for its procurement under a dedication plan. (Refer Requirement 7 of this Checklist)
3.B
3.C
Assure design inputs are specified, documented, reviewed and approved by the responsible design individuals (by title) or groups to a level of detail necessary to permit the design activity to: (Not Applicable to Computer Software Engineering)
3.C
(1) be carried out in a correct manner,
3.C
(2) provide consistent basis for making design decision, accomplish design verification measures and evaluate design changes,
3.C
(3) are correctly translated into specifications, drawings, procedures and instructions,
3.C
(4) identify, approve, document and control changes, including the reason for the changes.
3.D
Provide for documented design analysis which:
3.D
(1) are performed in a planned and controlled manner.
3.D
(2) are legible and in a form suitable for reproduction, filing, and retrieval.
3.D
(3) includes sufficient detail such that a technically qualified person can review, understand and verify results without recourse to originator by providing the objective, method, assumptions (including identifying those that must be verified as the design proceeds), design inputs and their sources, computer calculations and programming, references, and units.
3.D
(4) provides evidence that verification and validation activities have been performed on computer software programs.
3.D
(a) computer software programs not developed under a NQA-1 Quality Assurance Program:
(1) the results are to be verified with the design analysis for each application, or
3.D
(2) dedication activities for acceptance are to be performed. (Refer to Requirement 7 of this  Checklist.)
3.D
(5) identify calculations by subject, originator, reviewer and date; or other data such that calculations are retrievable.
3.D
(6) are reviewed and approved.
3.E
Provide for design verification which: (Not Applicable to Computer Software Engineering)
3.E
(1) identifies and documents the design verification method used.
3.E
(2) the results are documented with the identification of the verifier.
3.E
(3) is performed by competent individuals or groups other than those who performed the design.
3.E
(4) identifies and controls unverified portions of the design.
3.F
Establish procedures to ensure that changes to any design document are justified and governed by the control measures applied to the original design. (Not Applicable to Computer Software Engineering)
3.G
Establish procedures to ensure that temporary or permanent modifications to operating facilities are justified and governed by the control measures applied to the original design. (Not Applicable to Computer Software Engineering)
3.H
Establish, document and control procedures for configuration management of operating facilities to: (Not Applicable to Computer Software Engineering)
3.H
 (1) identify the responsibilities and authority of the organization whose functions affect the configuration of the facility.
3.H
(2) recognize and process changes that may affect the approved configuration.
3.H
(3) establish and approve the configuration, and to maintain it for the life of the facility and includes, as applicable: regulatory requirements and commitments, calculations and analyses, design inputs, installation and test requirements, supplier’s manuals and instructions, operating and maintenance requirements, and other applicable sources.
3.H
(4) interface controls to include the integration of activities of organizations that can affect the approved configuration.
3.H
(5) identify and document the design bases and the approved configuration for the approved modes of operation.
3.H
(6) evaluate proposed changes to the configuration to determine conformance with design bases.
3.H
(7) review and accept implementation sequence for approved configuration changes.
3.H
(8) obtain approval from the design authority prior to implementing changes to the design bases.
3.H
(9) operational status of the facility is documented in drawings, specifications, procedures, etc.
3.I
Identify and control design interfaces including:
3.I
(1) assignment of responsibilities,
3.I
(2) establishment of procedures for the review, approval, release, distribution and revision of design documents,
3.I
(3) documentation of information transmitted across interfaces.
3.J
Provide controls for computer software design process and software configuration management.
3.J
(1) A documented and approved software design process includes:
3.J
 (a) identifying the design requirements and for the requirements to be traceable throughout the software life cycle.
3.J
(b) the software design to be documented and to define the computational sequence necessary to meet the software requirements.
3.J
(c) identifying the software engineering method and establishes the standards, conventions, and other work practices to assure the implementation of the software design is correctly translated to code.
3.J
(d) assurance that the software design verification evaluates the technical adequacy of the design approach and ensures internal completeness, consistency, clarity, and correctness of the software design.
3.J
(1) performed by competent individual(s) or group(s) that is independent and not directly involved with the work.
3.J
(2) the results of the verification and the identity of the verifier is documented.
3.J
(e) computer program testing.
3.J
(2) Software configuration management activities includes:
(a) configuration identification, a labeling system identifying approved baseline software configurations.
3.J
(b) configuration change control, controlling approved and implemented changes to software.
3.J
(c) configuration status control, controlling proposed and approved changes which have not been implemented.
3.K
Establish procedures for computer software engineering (requirements for software acquisition, development, operation, maintenance, and retirement) to:
3.K
(1) identify and document software engineering methods and software acquisition methods.
3.K
(2) assigned a unique identifier to configuration baselines and for the baseline documents to be retained as records.
3.K
(3) perform reviews which ensure the software performs all intended functions; provides correct solutions; does not perform or cause any adverse unintended functions; and the assumptions made during the categorization process and development process are correct.
3.K
(a) The participants involved with the review are to be identified; their specific review responsibilities defined; and have their comments and the disposition of the comments documented.
3.K
(4) address software configuration management addressing configuration identification, change control, and configuration status.
3.K
(5) document, evaluate and correct software problems.
3.K
(6) acquire software.
3.K
(7) establish software engineering methods to ensure that the software life cycle activities are planned and performed in a traceable and orderly manner addressing:
3.K
(a) software design requirements,
3.K
(b) software design,
3.K
(c) software design verification,
3.K
(d) implementation,
3.K
(e) acceptance testing,
3.K
(f) operation,
3.K
(g) maintenance,
3.K
(h) retirement,
3.K
(i) support software.
3.L
Provide documented procedures for the collection, storage and maintenance of design documents and records.
4
REQUIREMENT 4, PROCUREMENT DOCUMENT CONTROL
The program includes measures established to:
Requirement applicable to program:
4.A
Ensure that procurement documents for items and services include:
4.A
(1) applicable design bases and other requirements necessary to assure quality,
4.A
(2) a requirement that the supplier have a quality assurance program consistent with the applicable requirements of NQA-1,
4.A
(3) a statement of the scope of the work to be performed,
4.A
(4) technical requirements, or as appropriate by reference to specific drawings, specifications, codes, standards, regulations, procedures, or instructions, including revisions thereto,
4.A
(5) identification of test, inspection, and acceptance requirements,
4.A
(6) a requirement that the supplier incorporate appropriate QA program requirements in subtier procurement documents,
4.A
(7) the right of access by the Purchaser or others authorized by the Purchaser to the supplier’s and subtier suppliers’ facilities and records,
4.A
(8) identification of documents with specified time intervals for its submittal to the Purchaser for information, review or approval by the Purchaser,
4.A
(9) retention times and disposition of specific QA records,
4.A
(10) the requirements for reporting nonconformances,
4.A
(11) the requirement for the supplier to specify its requirements to identify spare or replacement parts or assemblies and the related data required for ordering these parts or assemblies.
4.B
Ensure that procurement documents, and changes thereto, are reviewed for inclusion of appropriate provisions required to ensure that items or services will meet the specified requirements and that the review is documented prior to contract award.
4.C
Ensure that reviews are performed by personnel with access to pertinent information and an understanding of the requirements and intent of the procurement documents.
4.D
Ensure that changes to the procurement documents are subject to same control and review as utilized in the preparation of the original documents and:
4.D
(1) are incorporated into the procurement documents,
4.D
(2) the review of changes and effects of the changes are completed prior to issuance to the supplier.
5
REQUIREMENT 5, INSTRUCTIONS, PROCEDURES, AND DRAWINGS
The program includes measures established to:
Requirement applicable to program:
5.A
Prescribe and perform activities affecting quality in accordance with documented instructions, procedures or drawings.
5.B
Ensure that instructions, procedures and drawings:
(1) include or reference acceptance criteria for determining that prescribed activities have been satisfactorily accomplished,
5.B
(2) are readily available for use by appropriate personnel.
6
REQUIREMENT 6, DOCUMENT CONTROL
The program includes measures established to:
Requirement applicable to program:
6.A
Identify documents to be controlled and specified distribution.
6.B
Identify responsible personnel, positions or organizations responsible for preparing, reviewing, approving and issuing documents.
6.C
Ensure review of documents for adequacy, completeness and correctness prior to approval and issuance.
6.D
Control the issuance, distribution at the location where the prescribed activity is performed, use and disposition of documents.
6.E
Ensure that the control of major changes to controlled documents include:
(1) review and approval by the same organization that performed the original review and approval unless another organization is designated,
6.E
(2) provide access for the reviewer to background data and information.
6.F
Define what is a “minor change” and to identify responsible personnel who can determine if a change is a minor change.
REQUIREMENT 7, CONTROL OF PURCHASED ITEMS AND SERVICES
Section 7.1, The program includes measures for the purchase of items and services to:
7
7.1
Requirement applicable to program:
Ensure and document conformance to specified requirements by using the following methods, as appropriate:
7.1A
(1) source evaluation and selection,
7.1.A
(2) evaluation of objective evidence of quality furnished by the supplier,
7.1.A
(3) source inspection,
7.1.A
(4) audit,
7.1.A
(5) examination of items or services upon delivery or completion.
7.1.A
Ensure procurement activities are:
(1) planned prior to the start of procurement,
7.1.B
(2) documented, including the procurement method and organizational responsibilities.
7.1.B
Ensure the results of the evaluation and selection of suppliers are documented.
7.1.C
Provide for bid evaluation by designated individuals or organizations which includes a determination of the supplier’s capability to conform to the technical and quality assurance requirements, and the resolution of unacceptable quality assurance conditions prior to the contract award.
7.1.D
Provide interface requirements and verification of supplier's performance by qualified persons.
7.1.E
Control of supplier generated documents including changes thereto in accordance with procurement document control requirements.
7.1.F
Control the acceptance of items and services for one or a combination of these methods:
(1) certificate of conformance
7.1.G
(2) source verification
7.1.G
(3) receiving inspection
7.1.G
(4) post-installation testing
7.1.G
Provide for availability at the nuclear facility site prior to installation or use, documented evidence that items conform to the procurement requirements.
7.1.H
Control the acceptance of services only, such as engineering, repair, etc., by any or all of the following methods:
(1) technical verification of data produced,
7.1.I
(2) surveillance and/or audit of the activity,
7.1.I
(3) review of objective evidence for conformance to the procurement document.
7.1.I
Ensure traceability is established for items and services.
7.1.J
Provide documented methods for the control and disposition of supplier’s nonconformances for items and services that do not meet procurement document requirements including the submittal of a nonconformance notice to the purchaser by the supplier.
7.1.K
Ensure records are established and maintained to indicate performance of:
(1) supplier evaluation and selection.
7.1.L
(2) acceptance of items or services.
7.1.L
(3) supplier nonconformances, including their evaluation and disposition.
7.1.L
REQUIREMENT 7, CONTROL OF PURCHASED ITEMS AND SERVICES
Section 7.2, Amplification of the controls for purchased items and services by establishing plans, procedures and work instructions for the purchase of commercial grade items and services to:
7
7.2
Requirement applicable to program:
Define or reference the terms under NQA-1, Subpart 2.14, Section 101, Definitions.
7.2.A
Identify the dedicating entity.
7.2.B
Ensure a dedication plan is developed and documented prior to the start of procurement which establishes the controls and activities for the technical evaluation and in combination with the appropriate dedication activities.
7.2.C
(1) For commercial grade services only, determine if:
(a) the service can be performed under the purchaser’s NQA-1 Quality Assurance Program (performed under Purchaser’s direction, supervision, and surveillance), or
7.2.C
(b) to dedicate the service using a dedication plan, when the service cannot be related to the critical characteristics, the critical controls are to be identified during the technical evaluation process.
7.2.C
Ensure that the technical evaluation provides correct technical and quality requirements for the item or service which are correctly translated and specified in the procurement document.
7.2.D
Ensure one or more of the following dedication methods is used to reasonable assure that the item received meets the specified requirements in the procurement document by verifying that the item meets the acceptance criteria for the identified critical characteristics:
(1) Method 1: Special Test(s), Inspection(s) and/or Analyses
7.2.E
(2) Method 2: Commercial Grade Survey of the Supplier
7.2.E
(3) Method 3: Source Verification
7.2.E
(4) Method 4: Acceptable Supplier Item or Service Performance Record
7.2.E
Ensure qualified personnel are used to perform Method 2, Commercial Grade Survey of the Supplier, and Method 3, Source Verification.
7.2.F
Ensure at the time of receiving inspection that:
(1) damage was not sustained during shipment.
7.2.G
(2) the item or service has satisfied the specified acceptance criteria for the identified critical characteristics.
7.2.G
(3) specified documentation was received and is acceptable.
7.2.G
Control of supplier generated documents including changes thereto in accordance with procurement document control requirements.
7.2.H
Ensure traceability is established for commercial grade items or services and contain the following types of documents:
7.2.I
(1) dedication plans or procedures including the essential elements of the dedication process.
7.2.I
(2) commercial grade item or service procurement documents.
7.2.I
(3) technical evaluations.
7.2.I
(4) critical characteristics identification and acceptance criteria.
7.2.I
Provides for the evaluation and acceptance of the supplier’s corrective actions by the dedicating entity when there is a deficiency identified during the acceptance methods.
7.2.J
REQUIREMENT 8, IDENTIFICATION AND CONTROL OF ITEMS
The program includes measures established to:
8
Requirement applicable to program:
Identify and control items to ensure that only correct and accepted items are used and installed.
8.A
Maintain identification through the use of markings on the item or in documents traceable to the item.
8.B
Maintain identification throughout production from initial receipt up to an including installation and use.
8.C
Ensure identification methods are not detrimental to item function or quality.
8.D
Ensure identification and traceability requirements are in conformance with specified codes, standards, or specifications.
8.E
Ensure items having limited calendar or operating life or cycles are identified and controlled to preclude use when the shelf life or operating life has expired.
8.F
Ensure that stored items have provisions:
(1) For maintenance or replacement of markings and identification records.
8.G
(2) To protect the identifications on items which are subject to excessive deterioration due to environmental exposure.
8.G
(3) For updating plant records.
8.G
REQUIREMENT 9, CONTROL OF SPECIAL PROCESS
The program includes measures established to:
9
Requirement applicable to program:
Ensure that processes that affect, control or verify quality are performed by qualified personnel using qualified procedures in accordance with specified codes, standards, or specifications.
9.A
Provide for the use of process control documents such as instructions, drawings, checklists, travelers, or other appropriate means.
9.B
Provide measures to ensure that processes are performed by qualified personnel using qualified procedures.
9.C
Ensure that process control documents for special processes include or reference:
(1) procedure, personnel and equipment qualification requirements.
9.D
(2) conditions necessary to accomplish the process – proper equipment, controlled parameters of the process, specified environment, and calibration requirements.
9.D
(3) acceptance criteria.
9.D
Ensure that appropriate records are maintained for qualified personnel, processes, and equipment.
9.E
REQUIREMENT 10, INSPECTION
The program includes measures established to:
10
Requirement applicable to program:
Ensure that process sheets, travelers or checklist are prepared and include:
10.A
(1) document numbers and revision of documents containing the inspection requirements and acceptance criteria,
10.A
(2) space for recording the results or acceptability,
10.A
(3) space for a identifying the inspector.
10.A
Ensure mandatory hold points are indicated in the controlling documents and that work does not proceed without appropriate approval.
10.B
Provide for in-process and final inspection procedures which include or reference acceptance criteria.
10.C
Ensure inspections are performed by qualified persons other than those who performed or directly supervised the work being inspected.
10.D
Provide for in -process inspection or monitoring, or both, as appropriate for activities affecting quality.
10.E
Provide for final inspections which include:
10.F
 (1) verification of compliance with specified requirements,
10.F
(2) a records review of results and resolution of nonconformances identified by prior inspections,
10.F
(3) an inspection for completeness to verify the quality and conformance of the item to specified requirements,
10.F
(4) a documented acceptance of the item by authorized personnel.
10.F
Ensure during in-service operations of the nuclear facility periodic inspections of structures, systems, or components are planned, executed and documented.
10.G
Ensure required records are specified, documented and maintained containing the required information specified by the NQA-1 Standard.
10.H
REQUIREMENT 11, TEST CONTROL
The program includes measures established to ensure:
11
Requirement applicable to program:
Tests are performed in accordance with specified, written test procedures or other appropriate documents approved by the designated organization.
11.A
(1) When temporary changes to an approved configuration of a facility are required, approval by the design authority is obtained prior to testing.
11.A
Test procedures include or reference test requirements and acceptance criteria contained in the applicable design documents or other pertinent technical documents.
11.B
(1) Computer programs are verified and validated.
11.B
Test procedures (except for computer programs) include or reference test configuration and test objectives.
11.C
Test procedures for computer programs demonstrates adherence to documented requirements and provides for the comparison of test results with alternative methods.
11.D
(1) Test procedures for in-use are developed and documented to permit confirmation of acceptable performance of the computer program in the operating system. Periodic in -use tests are prescribed and performed.
11.D
Test procedures include provisions for assuring applicable prerequisites and environmental conditions for the test have been met and maintained.
11.E
Test results are documented, maintained, and evaluated.
11.F
Test records are specified, documented and maintained containing the required information specified by the NQA-1 Standard.
11.G
REQUIREMENT 12, CONTROL OF MEASURING AND TEST EQUIPMENT
The program includes measures established to ensure that:
12
Requirement applicable to program:
Tools, gauges, instruments and other measuring and test equipment used for activities affecting quality are controlled, calibrated and adjusted prior to use or at specified periods.
12.A
The measuring and test equipment is controlled for its selection, environmental use, and traceability to its application and use.
12.B
Measuring and test equipment is properly handled and stored.
12.C
Calibration is:
(1) against certified equipment having known valid relationships to nationally recognized standards or to international standards which are known to be equivalent to and verified against corresponding nationally recognized standards. (If no nationally recognized standards exist, the basis for calibration is documented.)
12.D
(2) referenced standards have a minimum accuracy four times greater than that of the equipment being calibrated.
12.D
(3) performed in a controlled environment.
12.D
(4) performed when the accuracy of a device is suspect.
12.D
The calibration method and interval of calibration for each device is defined.
12.E
Calibration procedures identifies or references required accuracy, and defines methods and frequency of checking accuracy.
12.F
When measuring and test equipment is found to be out of calibration:
(1) an evaluation is made and documented of the validity of previous inspection or test results and acceptability of items previously inspected or tested.
12.G
(2) out-of-calibration devices are tagged, segregated, or removed from service.
12.G
(3) devices consistently found out of calibration are repaired or replaced.
12.G
Records are established, maintained and traceable to the equipment which is marked to indicate its calibration status.
12.H
(1) Calibration reports and certificates reporting the results of calibrations contain information and data which permit understanding and analysis of the results and verification of conformance to applicable requirements.
12.H
REQUIREMENT 13, HANDLING, STORAGE, AND SHIPPING
The program includes measures established to:
13
Requirement applicable to program:
Ensure that handling, storage, cleaning, packaging, shipping and preservation are performed in accordance with established work and inspection instructions or other documents specified for use.
13.A
Ensure that special equipment and protective environments are specified, provided and verified when required.
13.B
Ensure that special tools and equipment:
(1) are utilized and controlled for safe and adequate handling,
13.C
(2) are inspected and tested in accordance with specified procedures at specified intervals or prior to use,
13.C
(3) operators are experienced or trained.
13.C
Specify marking and labeling instructions.
13.D
REQUIREMENT 14, INSPECTION, TEST, AND OPERATING STATUS
Program includes measures established to:
14
Requirement applicable to program:
Indicate the status of inspections and tests performed either on the item or on documentation traceable to the item.
14.A
Ensure that required inspections and tests are performed.
14.B
Identify those items that conform to inspection and test requirements and those that do not conform.
14.C
Specify the authority for application and removal of status indicators.
14.D
 (1) For operating nuclear facilities, status indicators are to be used to prevent inadvertent operation of systems and components.
14.D
REQUIREMENT 15, CONTROL OF NONCONFORMING ITEMS
The program includes measures established to:
15
Requirement applicable to program:
Ensure that items that do not conform to specified requirements are controlled to prevent further processing, delivery, installation, and use.
15.A
Ensure that the written procedure for the control of nonconforming items includes:
15.B
(1) identification,
15.B
(2) documentation,
15.B
(3) evaluation,
15.B
(4) segregation when practical,
15.B
(5) disposition,
15.B
(6) notification to affected organizations.
15.B
Ensure that nonconforming characteristics are evaluated.
15.C
Provide for the approval of proposed dispositions by authorized personnel.
15.D
Further processing, delivery, installation or use is controlled pending evaluation and an approved disposition by authorized personnel.
15.E
(1) reworked and repaired items are reexamined in accordance with applicable procedures and:
15.E
(a) with original acceptance criteria, or
15.E
(b) to alternative acceptance criteria established during the disposition of repaired items.
15.E
Define the responsibility and authority for evaluation and disposition.
15.F
Ensure personnel performing evaluations have:
(1) demonstrated competence in the area under evaluation,
15.G
(2) adequate understanding of requirements,
15.G
(3) access to background information.
15.G
Document final disposition.
15.H
REQUIREMENT 16, CORRECTIVE ACTION
The program includes measures established to:
16
Requirement applicable to program:
Identify and correct conditions adverse to quality.
16.A
Ensure that in the case of a significant condition adverse to quality:
(1) the cause of the condition is identified,
16.B
(2) corrective action is taken to preclude recurrence,
16.B
(3) the identification, cause and corrective action taken are documented and reported to appropriate levels of management,
16.B
(4) follow-up action is taken to verify completion of corrective action.
16.B
Establish procedures for documenting, evaluating, and correcting computer software problems.
16.C
REQUIREMENT 17, QUALITY ASSURANCE RECORDS
The program includes measures established to:
17
Requirement applicable to program:
17.A
Specify and maintain legible records which furnish documentary evidence that items or activities meet specified requirements.
Ensure controls for quality records includes:
(1) identification
17.B
(2) generation
17.B
(3) authentication
17.B
(4) maintenance
17.B
(5) final disposition
17.B
Classify and establish documented retention periods for records.
17.C
Provide for a record system in accordance with written procedures, instructions or other documentation which includes:
17.D
(1) identification of records to be maintained,
17.D
(2) validation of records,
17.D
(3) indexing of records which includes retention times and location within the record system,
17.D
(4) control of distribution and handling,
17.D
(5) maintaining traceability between the record and the item or activity to which it applies,
17.D
(6) approval from the originating organization for authorized persons to correct records.
17.D
Provide for permanent and temporary storage facility, vault room, or container with appropriate fire rating.
17.E
Provide a receipt control system for records to be received by a designated person or organization, and for the designee to provide a method for:
17.F
(1) identifying the records received,
17.F
(2) receipt and inspection of incoming records,
17.F
(3) retaining records for their retention periods,
17.F
(4) submittal of records to storage and protection from damage or loss of records,
17.F
(5) retrieval of records after hardware, software, or technology changes,
17.F
(6) limiting access to the processing, storage, and retrieval of records to authorized personnel.
17.F
REQUIREMENT 18, AUDITS
The program includes measures established to:
18
Requirement applicable to program:
Ensure that audits are performed at a frequency which will verify that performance criteria are met and determines the effectiveness of the program.
18.A
Ensure that regularly scheduled audits are supplemented by additional audits of specific subjects when necessary to provide adequate coverage.
18.B
Provide for periodic review of the audit schedule and revise as necessary to assure coverage and coordination with ongoing activities is maintained.
18.C
Provide written procedures or checklists for the performance of audits.
18.D
Provide a documented audit plan for each audit.
18.E
Ensure that elements selected for audit are evaluated against specified requirements based on objective evidence to determine effective implementation.
18.F
Ensure that audit teams are selected and audits are performed by qualified personnel who do not have responsibility for performing the activities being audited; and have sufficient authority and organization freedom to make the audit process meaningful and effective.
18.G
Ensure that an audit team is identified prior to the beginning of each audit and that a Lead Auditor is appointed.
18.H
18.I
Ensure that each audit report is signed by the Lead Auditor, issued to the audited organization, and contains:
18.I
(1) a description of the audit scope,
(2) identity of auditors and persons contacted,
18.I
(3) a summary of the audit results, including a statement on the effectiveness of the elements audited,
18.I
(4) a description of each reported adverse audit finding.
18.I
Provide for audit results to be reported to and reviewed by responsible management.
18.J
Ensure that audit follow-up action to verify completion of corrective action is documented.
18.K
Ensure evaluation of the adequacy of the audit responses.
18.L
Ensure that the audit records include the audit plan, audit report, written replies and record of completion of corrective action.
18.M
19
NQA-1, Part II, SUPPLEMENTAL QUALITY ASSURANCE REQUIREMENTS
The program includes measures established to:
Quality Assurance Program contains amplifying requirements to address  NQA-1, Part II:
19.A
(1) Address Subpart 2.1, Cleaning of Fluid Systems and Associated Components for Nuclear Power Plants,
(2) Address Subpart 2.2, Packaging, Shipping, Receiving, Storage, and Handling of Items for Nuclear Power Plants,
19.A
(3) Address Subpart 2.3, Housekeeping for Nuclear Power Plants,
19.A
(4) Address Subpart 2.4, Installation, Inspection, and Testing Requirements for Power, Instrumentation, and Control Equipment at Nuclear Facilities,
19.A
19.A
(5) Address Subpart 2.5, Installation, Inspection, and Testing of Structural Concrete, Structural Steel, Soils, and Foundations for Nuclear Power Plants,
(6) Address Subpart 2.7, Requirements for Computer Software for Nuclear Facility Applications,
19.A
(7) Address Subpart 2.8, Installation, Inspection, and Testing of Mechanical Equipment and Systems for Nuclear Power Plants,
19.A
(8) Address Subpart 2.14, Commercial Grade Items and Services,
19.A
(9) Address Subpart 2.15, Hoisting, Rigging, and Transporting of Items for Nuclear Power Plants,
19.A
19.A
(10) Address Subpart 2.16, Calibration and Control of Measuring Test Equipment Used in Nuclear Facilities,
(11) Address Subpart 2.18, Requirements for Maintenance of Nuclear Facilities, and
19.A
19.A
(12) Address Subpart 2.20, Subsurface Investigations for Nuclear Power Plants,
19.B
Identify who is responsible for preparing, reviewing, and approving the plan 
Identify which portions of the specified Subparts are applicable
19.C
Assure that the appropriate activities have been incorporated and scheduled in the plan to:
19.D
(1) Define the operations and tests to be performed,
19.D
(a) Training is sufficient to accomplish the work, and
19.D
(b) Resources are sufficient to accomplish the work;
19.D
(2) Define the sequence of operations and tests,
19.D
(a)  Time is sufficient to accomplish the work;
19.D
(3) Address the preservation of the work performed; and
19.D
(4) Identify the procedures and work instructions to be used to perform the operations and tests.
19.D
Identify who is responsible for preparing, reviewing and approving the procedures and work instructions.
19.E
Assure the current and approved procedures/work instructions are used and the following elements, as applicable, are addressed in the procedures/work instructions:
19.F
(1) Personnel safety and structure or facility protection considerations,
19.F
(2) Precautions to be observed,
19.F
(3) Work requirements,
19.F
(4) Sequence of activities to be followed and steps within a given activity,
19.F
(5) Prerequisites,
19.F
(6) Software verification and validation,
19.F
(7) Test and inspection objectives,
19.F
(8) Special equipment required,
19.F
(9) Identification of inspection and test equipment and related calibration requirements including recalibration dates,
19.F
(10) Sequence and frequency of activities for verification,
19.F
(11) Acceptance criteria and methods for verification,
19.F 
(12) Responsibility and required qualifications of personnel,
19.F 
(13) Approvals and authorizing or verifying signatures,
19.F 
(14) Specific document references,
19.F 
(15) Data or test report forms,
19.F 
(16) Information to be collected for facility records, and
19.F 
(17) Processing inspection and test data and their analysis, evaluation, and final acceptance, including software verification and validation.
19.F 
For construction, outage, or decommissioning activities where at least  one unit is  operating or where fuel has been loaded and associated systems energized, assure instructions, procedures and drawings are kept current and the following measures are addressed, as applicable: 
19.G 
(1) Defining the areas of interface between units;
19.G 
(2) Defining access control and authority for work at interface areas;
19.G 
(3) Defining the nature of potential hazards to or from the operating equipment;
19.G 
(4) Defining the precautions required to be taken;
19.G 
(5) Defining the supplementary objectives for inspection and testing;
19.G 
(6) Tagging or identifying energized or operational equipment or systems that are in the vicinity of the construction outage, or decommissioning activity and the instructions, procedures, and drawings:
19.G 
(a) Identifying the equipment or systems which poses a potential hazard, and
19.G 
(b) Identifying the potential hazard, i.e., voltage, radiation level, fluid pressure, or temperatures;
19.G 
(7) Documenting authorizations for access to and work at the area;
19.G 
(8) Installation of protective barriers to prevent damage to equipment or systems associated with the existing unit(s);
19.G 
(9) Informing construction workers of the hazards present and:
19.G 
(a) Exercising care to avoid interference with existing facilities, 
19.G 
(b) Maintaining required separation between systems, and 
19.G 
(c)  Not disturbing the operation of equipment or systems associated with the existing unit(s); and
19.G 
(10) Performing inspections to verify that the activities are in conformance with the requirements specified in the instructions, procedures and drawings and the  existing unit(s) are protected from the activities being undertaken. 
19.G 
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