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10.1
Scope
This section establishes the responsibilities, requirements, and program by which DDO ensures verification of conformance of appropriate items or activities to specified requirements through inspection and monitoring activities.

10.2
Applicability
The requirements of this section are applicable to the planning, performance, and documentation of inspection activities identified for acceptance and/or continued use of quality-affecting and safety-related items and equipment.

10.3
Responsibilities
10.3.1
The managers of DDO groups or projects related to D&D operations are responsible for
a.
Identifying items and activities to be inspected, the method of inspection, and the appropriate accept/reject criteria
b.
Planning and participating in inspection activities
c.
Ensuring that instructions, drawings, or procedures comply with mandatory and voluntarily adopted codes, standards, or special requirements.

10.3.2
The DDO Quality Manager is responsible for
a.
Assisting in planning inspection activities
b.
Ensuring that an effective inspection program has been estab​lished and implemented
c.
Ensuring inspections are performed by qualified personnel in accordance with approved procedures
d.
Performing independent assessments to verify the effectiveness and compliance of inspections to established requirements
e.
Performing or verifying that independent quality control reviews have been done on all data to be reported or used to derive other information important to each specific project.

10.4
Requirements
10.4.1
Inspection Planning

10.4.1.1
Planning for inspection activities shall be accomplished and docu​mented to ensure that an effective inspection program has been estab​lished; to ensure that criteria for determining when required inspections are specified; and to define how and when inspections, including data reviews, are to be performed.

10.4.1.2
Instructions, procedures, or drawings shall be estab​lished and approved and shall include, as a minimum, the following:

a.
Identification of characteristics and activities to be inspected
b.
Method of inspection
c.
Identification of the individuals or groups responsi​ble for performing the inspection
d.
Acceptance and rejection criteria
e.
Identification of required procedures, drawings, spe​ci​fications, and applicable revisions thereto
f.
Identification of the recording inspector or data recorder and documentation of objective evidence of inspection results
g.
Necessary measuring and test equipment including accu​racy, precision, and calibration requirements
h.
Identification of mandatory inspection hold points beyond which work may not proceed until witnessed or waived by the authorized designated inspector
i.
Establishment and docu​mentation of controls for combined inspection and monitoring meth​ods, where required, for the coordination and sequencing of these activities at established inspection points during successive stages of the conducted process.

10.4.2.
Performance of Inspection

Items or activities shall be inspected to verify conformance to established requirements in accordance with the following:

a.
Where a sample is used to verify acceptability of a group of items, the sampling plan shall be based on recognized standard practices.

b.
Finished items shall be inspected for completeness, markings, calibration, adjustments, protection from damage, or other characteristics as required to verify the quality and conformance of the items to specified requirements.

c.
In-process inspections shall be performed for work activi​ties, including the recording of data, where necessary to verify quality.

d.
Consent to waive specified mandatory hold points shall be recorded and approved by authorized personnel prior to continuation of work beyond the designated mandatory hold point.

e.
When data are being recorded, they shall be legible, indelible, and generated by a quality system.

f.
If inspection of processed items is impossible or disad​van​tageous to verify quality, indirect control by monitoring of processing methods, equipment, and personnel shall be performed as follows:

1)
Both inspection and process monitoring shall be provided when control is inadequate without both.

2)
Both inspection and process monitoring activities shall be performed in a systematic man​ner to ensure that the specified require​ments for control of the process and quality of the item are being achieved throughout the dura​tion of the process.

g.
Final inspections shall include
1)
A records review of the results and resolution of non-conformances identified by prior inspections
2)
A review of the specified requirements to arrive at a conclusion regarding item or activity conformance to these specified requirements
3)
Examination of quality records for adequacy and com​pleteness if not previously so examined
4)
Acceptance of the item or activity that shall be docu​mented and approved by authorized personnel.

10.4.3
Reinspection

Modifications, repairs, or replacements of non-conforming items performed subsequent to the final inspection shall require reinspection and/or retest, as appropriate, to verify compliance with the original requirements to assure acceptability.

10.4.4
In-Service Inspection

When in-service inspections of structures, systems, or components are required, procedures shall be estab​lished and executed to verify that the characteristics of an item continue to remain within specified limits.  These inspections shall be planned and they shall include
a.
Evaluations of performance capabilities of essential emergency and safety systems and equipment
b.
Verification of calibration and integrity of instru​ments and instrument systems
c.
Verification of maintenance.

10.4.5
Inspection Results

Inspection results shall be documented, evaluated, and accepted or rejected by authorized personnel.  Inspection documentation shall identify, as a minimum,
a.
Unique identification of item inspected
b.
Date of inspection
c.
Criteria to which the inspection was performed
d.
Inspector
e.
Type of observation
f.
Results of the inspection and acceptability
g.
Reference to information on action taken in connec​tion with non-conformances
h.
Unique identification of equipment/instrumentation uti​lized during the inspection (as applicable)
i.
Waivers of mandatory hold points.

10.4.6
Inspection Personnel

10.4.6.1
A qualification program for inspectors shall be estab​lished and documented.  The qualification program shall ensure that
a.
Individuals who verify conformance of work activities and perform quality control reviews of original and derived data for the purpose of acceptance shall be qualified (and certified if appropriate) to perform the assigned inspection task.
b.
Inspections performed by individuals during on-the-job training for qualification shall be performed under the direct observation and supervision of a qualified per​son, and verification of conformance shall be attested to by the qualified person until certification is achieved.
c.
Inspector qualifications and certifications are docu​mented and kept current.
d.
Inspector qualifications and certifications meet the applicable code, standard, or specification require​ments, including ASME NQA‑1, Supplement 2S-1, “Qualification of Inspection and Test Personnel.”
10.4.6.2
Personnel performing inspections shall be independent of, and not report directly to, the immediate supervisors who are responsible for the work being inspected.

10.4.6.3
Personnel performing inspections may be, but need not be, part of the Quality Department. 

10.4.6.4
For inspections requiring special expertise, such individuals may be used pro​vided the independence of the inspection function is maintained.

10.5
Records
Records that provide objective evidence of compliance with the requirements of this section shall be identified, maintained, and controlled in accordance with Section 17.0 of this manual.

[image: image1.png][image: image2.png]5<Battelle

. . . Putting Technology To Work



