1.1.1. INSPECTION AND TESTING PROCESS
Non-conforming outputs of Fermilab manufacturing processes are quarantined from all other material pending investigation and disposition.  All such material is clearly identified.

Inspection and test records are used to identify inspection authority responsible for the release of the finished product.

All finished products undergo final inspection and approval process.  No finished product is released to the customer until final approval has been obtained, approved by authorized personnel and recorded; traceability is required.  Non-conforming products are physically segregated to prevent inadvertent release to customer or use.

1.1.1.1. INTRODUCTION

This section establishes the minimum requirements for inspections and tests performed at

Fermilab to verify that physical and functional aspects of items, services, and processes meet requirements and are fit for use based upon a graded approach. The performance expectations, inspections, and tests must be identified and considered early in the design phase and specified in the design output and procurement documents.  

Ownership of all inspections is by the party performing processes, inspections or testing.  Before beginning work, personnel must check items to ensure they are correct and suitable for their intended applications. Personnel must check their process output to verify that it meets or exceeds specified requirements before moving it to the step.
1.1.1.2. INSPECTION AND TESTING PROCESS

Inspection and testing requirements for items, services, and processes must be identified in design, procurement, facility, maintenance, and operations documents.

Inspection and test planning considerations must include the following where applicable:

· Application of approved codes and standards;

· Identification of characteristics to be examined;

· Required qualifications of individuals who perform the examinations;

· Descriptions of the examination methods, including equipment and calibration

· requirements;

· Drawings and/or test point locations;

· Acceptance and rejection criteria;

· Suitable environmental conditions;

· Shelf life limitations;

· Environmental controls and disposal requirements;

· Required safety measures; and

· Mandatory hold points.

Inspections and tests must be performed and test results evaluated and verified by technically qualified individuals who have the authority to access appropriate information and facilities. When required, personnel must be used who are independent of the activities being inspected or tested and have the freedom to report the results of the inspections and/or tests.

1.1.1.3. SUSPECT AND COUNTERFEIT ITEMS

In accordance with DOE O 414.1C and DOE G 414.1-3, Fermilab has established a process for the identification, control, and disposition of suspect/counterfeit items (S/CI). Implementation of the S/CI program can be found in [Suspect/Counterfeit Items Procedure].

Any containment, corrective and/or preventive actions will be handled per the Corrective and Preventive Action Procedure, 10.001.000.  The quality assurance representative is responsible for notifying OQBP for a reportability review and possible inclusion into the Issues Management System.  OQBP will confer with the Chief Operating Officer who will make the final decision as to whether an issue is reportable or not. 

FESHM manual 3010 (SIGNIFICANT AND REPORTABLE OCCURRENCES) should be consulted to determine the appropriate reportability category in accordance with DOE O 231.1 and DOE M 231.1-2.

1.1.1.4. CONTROL OF NONCONFORMING ITEMS

The nonconformance report (NCR) process provides controls to ensure that items which do not conform to specified requirements are controlled to prevent their inadvertent installation or use. These controls must include identification, documentation, evaluation, segregation (when practical), item disposition (reject, repair, rework, use-as-is) and notification of affected organizations.  The NCR process is implemented through the [Suspect/Counterfeit Items Procedure].

FESHM manual 3010 (SIGNIFICANT AND REPORTABLE OCCURRENCES) should be consulted to determine the appropriate reportability category in accordance with DOE O 231.1 and DOE M 231.1-2.

1.1.1.4.1. RESPONSIBILITIES

1.1.1.4.1.1. THE QUALITY ASSURANCE REPRESENTATIVE

The quality assurance representative coordinates the corrective action activity for any nonconformance and is responsible for notifying OQBP for a reportability review and possible inclusion into the Issues Management System per Section 2.1.3, Issues Management.

1.1.1.4.1.2. AFFECTED AREA MANAGERS

Affected area managers are responsible for implementing agreed containment, corrective actions and preventive actions.

1.1.1.4.1.2.1. CORRECTIVE ACTION TEAM LEADER

The corrective action Team Leader shall notify to other similar areas or other sites where such implementation shall gain process improvements or prevent errors (mistake proofing) from re-occurring, and where possible, the investigating team shall apply or assist others with the planned corrective and preventive action plan.  

1.1.1.5. CONTROL OF MEASURING AND TEST EQUIPMENT

Documented controls must be established to ensure that measuring and test equipment

(M&TE) are calibrated, maintained, and controlled commensurate with their intended use. Procedures must be established for testing, retesting, adjusting, and recalibrating M&TE.

Note - M&TE includes reference measurement standards used for inspections, tests, measuring, monitoring, and data collection.

Measuring and test equipment (M&TE) used for inspections, tests, monitoring, and data collection must be calibrated, maintained, and controlled using documented processes that include testing, retesting, adjusting, and recalibrating of the equipment. A list of all M&TE equipment with due dates, calibration requirements or instructions, and control requirements is maintained in the [Preventive Maintenance System]. 

Prior to use, the equipment must be checked to ensure that it is the proper type, range, accuracy, and precision and is uniquely identified and traceable to its calibration records. 

M&TE must be calibrated standards traceable to the National Institute of Standards and Technology (NIST) or other nationally or internationally recognized measurement standards when appropriate.   Appropriateness depends upon agreements with other countries or programs and availability.  Where no recognized standard exists, the basis for calibration must be defined and documented.  

Consideration must be given to computer programs that are part of the calibration of the equipment when calibrating and/or checking the equipment for use.

When M&TE or calibration standards are found to be out of tolerance, appropriate evaluations must be performed to assess any adverse impact on previous inspection, testing, data collected or calibration performed using that equipment or standard, and determine the acceptability of items previously inspected or tested and appropriate notifications made. The evaluation, including conclusions, must be documented.

All M&TE equipment not operating to specifications must either be logged and pulled from service or be locked out.  Equipment in this state can not be returned to service until passing calibration requirements.

1.1.1.6. INSPECTION AND TEST RECORDS

Inspection and test records, at a minimum, must identify:

· The item inspected/tested;

· Date of inspection/test;

· Inspection/test method and acceptance criteria;

· Persona doing analysis - examiner, inspector, tester, or data recorder;

· Results; 

· Pass or failure; and

· Action taken concerning problems noted.

The inspection and/or test status of items, services, and processes requiring examination must be clearly and plainly identified to ensure that only those with acceptable inspection and test results are used.  The process provides for review and re-inspection or retesting of items whose parameters have changed. 
