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12.1
Scope
This section establishes the responsibilities and requirements by which DDO ensures that all measuring and test equipment used for D&D quality-affecting activities are adequately controlled.

12.2
Applicability
The requirements of this section are applicable to the control of all tools, gages, instruments, and other measuring, test, and analytical equipment used for measurement, inspection, and monitoring nuclear-related quality-affecting activities.

12.3
Responsibilities
12.3.1
The managers of DDO groups and projects related to D&D operations are responsible for
a.
Identifying measuring and test equipment that is utilized in quality-affecting activities within their functional scope of activities
b.
Developing and approving controls to ensure that proper selec​tions are made of measuring and test equipment to be utilized in specific quality-affecting applications
c.
Approving calibration procedures for the measuring and test equipment utilized for quality-affecting activities within their functional scope of activities.

12.3.2
The DDO Quality Manager is responsible for
a.
Verifying that adequate controls are established and implemented for the control of measuring and test equipment
b.
Reviewing and concurring with procedures implementing the requirements of this section
c.
Verifying through assessments and surveillances that procedures for control of measuring and test equipment are properly implemented.

12.4
Requirements
Tools, gages, instruments, and other measuring and test equipment used for activities affecting quality shall be identified, controlled, calibrated, and adjusted at specified periods to maintain accuracy within specified limits.

12.4.1
Selection of Measuring and Test Equipment

12.4.1.1
The selection of measuring and test equipment shall be controlled to ensure that appropriate equipment is of the proper type and has the required range, accuracy, and toler​ance to accomplish the function of determining conformance to specified requirements.

12.4.1.2
The types of equipment requiring control shall be identi​fied.  This equipment consists of, but is not limited to, the following types:

a.
Measuring, test, and analytical instruments, tools, gages, and fixtures

b.
Reference and transfer standards

c.
Non-destructive test equipment used in the monitoring, measurement, inspection, and analysis of quality-affecting items or activities.

12.4.2
Calibration of Measuring and Test Equipment

12.4.2.1
Procedures shall be established, reviewed, and approved for calibration (technique and frequency), maintenance, inspection, control, or monitoring of measuring and test equipment (instruments, tools, gage, fixtures, reference and transfer standards, and appropriate non-destructive test equipment) used for measurement, inspection, or monitoring of quality-affecting activities, processes, or items.

12.4.2.2
Calibration procedures shall contain appropriate calibra​tion acceptance/rejection criteria for each type of equip​ment being calibrated.

12.4.2.3
Measuring and test equipment shall be calibrated, adjusted, and maintained at prescribed intervals, or prior to use, against certified equipment (e.g., Primary Standards) having known valid relation​ships to one or more National Standards as follows:

a.
The method and interval of calibration for each item shall be defined, based on the equipment type, stabil​ity, characteristics, required accuracy, precision, intended use and degree of usage, and other conditions that may affect the measurement.
b.
If no nationally recognized standards exist, the basis for calibration and the calibration procedure shall be documented, reviewed, and approved.  This acceptance of the calibration standard used shall also be documented.
c.
Calibrated measuring and test equipment shall be suit​ably marked to indicate calibration status and due date of the next calibration and to provide trace​ability to calibration test data.

d.
Calibrated measuring and test equipment shall be periodically checked during use to verify that it is functioning properly.

12.4.2.4
When measuring and test equipment is found to be out of calibration, a documented evaluation shall be performed to determine
a.
The validity of previous inspection or test results
b.
The acceptability of items inspected or tested since the last calibration
c.
The repetition of inspections or tests necessary for those items determined to be suspect.

12.4.2.5
Out-of-calibration devices shall be tagged, segregated, and not used until they have been recalibrated.

12.4.2.6
Equipment found to be consistently out of calibration shall be repaired and recalibrated, or replaced.

12.4.2.7
Controls shall be established to ensure that calibrated measuring and test equipment is recalled from use as required for recalibration.  Recalibration shall be performed and documented
a.
Prior to the current calibration expiration date
b.
Whenever the accuracy of the equipment is suspect.

12.4.3
Commercial Devices

Calibration and control measures may not be required for rulers, tapes, levels, and other measurement devices if normal commercial equipment provides needed accuracy for the task being performed.

12.4.4
Handling and Storage

Measuring and test equipment shall be properly handled and stored in accordance with manufacturers’ directions or standard practices to maintain accuracy and prevent inadvertent damage.

12.5
Records
Records shall be maintained in accordance with Section 17.0, and equipment shall be suitably marked to indicate calibration status.

12.5.1
Records shall include objective evidence that the status of all items under the calibration system is recorded and maintained.

12.5.2
Controlled measuring and test equipment shall be identified and traceable to the calibration test data.

12.5.3
Calibration test data shall be traceable to the equipment calibrated.
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