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INSPECTION PROCEDURE 35961

QA IMPLEMENTATION OF CRITERION I - EVALUATION OF ENGINEERING ORGANIZATION CONDUCTING FIRST-OF-A-KIND ENGINEERING

PROGRAM APPLICABILITY: 2504

35961-01
INSPECTION OBJECTIVES

To verify that the quality assurance (QA) program policies and procedures established and implemented for the Engineering Organization are consistent with the Quality Assurance Program Description (QAPD).

35961-02
INSPECTION REQUIREMENTS AND GUIDANCE

02.01
QA Program
a. Verify that the QAPD and related lower tier documents include basic QA Program provisions to cover the following:

1. Management policy statement implementing the QA program within the engineering organization and endorsing the provisions of the QAPD as an authoritative document by which stated policies and objectives are to be obtained by management and staff responsible for execution of quality‑related activities.

2. Appropriate identification and completion of prerequisites required to attain quality objectives such as staffing, qualification, and training requirements.

3. Indoctrination and training on stated policy, objectives, scope, and execution of QA program provisions consistent with assigned responsibilities.

4. Identification of engineering services subject to provisions of the QA program and participating organizations having responsibilities in these areas.

Specific Guidance.  Review applicable section(s) of the QAPD and any associated lower tier engineering procedures for a description of the administrative controls listed above.

b. Verify that the schedule for development and execution of the QA program related to engineering and procurement activities is consistent with ongoing work and is being adhered to.

Specific Guidance.  Review four engineering and procurement actions from the previous two years to assure consistency with the schedule and execution of the QA program. 

c. Verify that training and indoctrination procedures and instructions on the use of QAPD provisions have been implemented.

Specific Guidance.  Review training records and interview personnel as follows:

1. Three engineering personnel at different organizational levels; and

2. Three engineering and two procurement personnel performing activities affecting quality.

d. Verify that document control procedures for control of engineering documents have been implemented.

Specific Guidance.  Review the activities associated with review, approval, and distribution of three engineering documents (as available) of which one is primarily used by engineering and one by procurement.

02.02
Organization.
a. Verify that engineering personnel and groups performing verification of conformance to established quality requirements do not have direct responsibility for performing the work.

Specific Guidance.  Review the organization charts, assigned responsibilities, and work activities for a minimum of three such designated individuals or group representatives.

02.03
Engineering Control.
a. Verify that provisions of the QAPD and associated lower tier documents include sufficient quantitative/qualitative criteria to ensure adequate execution in the following areas:

1. Identification of groups, positions, and names of management and staff filling key positions within the engineering organization including those responsible for interface responsibilities.

2. Procedures for the review, approval, release, distribution, and revision of documents involving engineering interfaces.

3. Identification of engineering procedures necessary to assure uniform and effective translation of requirements and execution of engineering and engineering control activities such as:

(a) Identification of inputs;

(b) Specification and inclusion of appropriate quality standards in engineering documents;

(c) Performance of analyses utilizing basic engineering inputs;

(d) Preparation of drawings and specifications;

(e) "Reviews" or "alternate calculations" as a means of independent verification for calculations and analyses, drawings, and specifications;
(f) Reviews to establish need for "qualification testing" as a means of independent verification;

(g) Review, approval and/or distribution of changes to engineering documents;
(h) Programmatic corrective actions for significant or recurring errors or deficiencies: and

(i) Identification of interim and permanent records and system for filing, retention and retrieval of records.

Specific Guidance.  Review applicable section(s) of the QAPD and any associated lower tier engineering procedures for a description of the administrative controls listed above.

b. Verify that procedures for the review, approval, release, distribution, and revision of documents involving engineering interfaces have been implemented.

Specific Guidance.  Review a minimum of three documents involving engineering interfaces.



c. Verify that procedures for accomplishing engineering work have been correctly implemented

Specific Guidance.  Review the following:

1. Three analyses or calculations

2. Two specifications

3. Four drawings

4. Four reviews or alternate calculations used for independent verification

d. Verify that changes to documents receive prescribed control and independent verification.

Specific Guidance.  Review three documents that have been changed over the past two years.

e. Verify that design bases have been correctly translated into design output documents as required by procedures.

Specific Guidance.  Interview at least four engineering personnel involved with translating design bases into design output.

02.04
Engineering Procurement Control.
a. Verify that the QAPD and lower tier procedures include basic QA program provisions to ensure the following:

1. Applicable regulatory requirements, design bases, and other requirements necessary to obtain adequate quality and performance are included or referenced in documents for procurement of items and services.

2. Changes to procurement documents are subjected to the same degree of control as the original document.

3. Requirements which are applicable to lower tier procurements are passed on to the respective vendors.
4. Purchased services or items conform with procurement documents

5. Source evaluation and selection.

6. Documented evidence of conformance with procurement document quality objectives.

7. Surveillance (reviews, inspections, audits) consistent with the safety significance of purchased item or service.

8. Imposition of 10 CFR Part 21 and 10CFR 50.55(e), when applicable, e.g. for consulting services that are important to safety of a nuclear power reactor.

Specific Guidance.  Review applicable section(s) of the QAPD and any associated lower tier engineering procedures for a description of the engineering procurement controls listed above.

b. Verify that procurement document reviews have been performed as required by 

procedure.

Specific Guidance.  Review a sample of at least three procurement documents. 

35961-03
RESOURCE ESTIMATE

The resource estimate for this inspection procedure is approximately 80 hours of direct inspection effort.


35961‑04
REFERENCES

NUREG 0800, Standard Review Plan, Section 17.5, (Quality Assurance Program Description - Design Certification, Early Site Permit and New License Applicants(
END
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