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I
PURPOSE


The purpose of this procedure is to define the general principles and scope of process control activities, and to reference other procedures and work instructions pertaining to specific process control activities.

II
APPLICATION


This procedure applies to processes used in production and services provided by ManTech.


III
PROCEDURE

1.
Process Control Elements

1.1
Processes are controlled through variety of approaches, activities and techniques.  The systems are intended to control the information, material and human (operator) input into the process; the technology, tools and equipment used; the process performance; and the process output.  The environment in production areas may also be controlled.

1.2
The information input is controlled through production planning; review and approval of documents defining assemblies and the manner of production (including electronic data and software); and through controlled distribution of these documents.

1.3
The material input is controlled through material specifications; subcontractor and supplier controls; vendor material testing and inspection material; identification and traceability; expiration dating and rotation of stock; and in-process inspections verifying the results of preceding processes.

1.4
The human (operator) input is controlled through qualification requirements, training, work instructions, and workmanship standards.

1.5
The technology, tools and equipment used are controlled through tests, validation and qualification; setup instructions; tooling control measures; and preventive maintenance.

1.6
The process performance is controlled through monitoring and recording process parameters and/or services characteristics, for which the process is responsible, including statistical process control.

1.7
The process output is controlled through in-process inspections, final inspections and operational testing.

1.8
The environment in production areas is controlled through maintaining general cleanliness in the areas, and through adequate ventilation, heating and air conditioning as required.  The environment may be further controlled with regard to such parameters as temperature and humidity levels.

2.
Control Methods and Techniques

2.1
Standard Work Procedures: For complex and/or critical processes, operators are provided with written instructions on how to perform specific tasks.  In addition, certain operations are documented in Standard Work Procedures, especially those processes where equipment must be set up to specific parameters and/or are operated in a special way.  Standard Operating Procedure, SOP-P-02, Standard Work Procedures, explains how to determine whether work instructions are required and how to establish them.

2.3
Statistical Process Control: Statistical process controls have not been instituted at this time as a method of production measurements.

2.4 Preventive Maintenance: Key process equipment, machines and systems are regularly checked and serviced in accordance with a preventive maintenance program.  The objective of the program is to maintain continuing process capability and minimize the risk of equipment breakdown, which could adversely impact product quality.

2.4.1 Quality Assurance is responsible for identifying key process equipment, machines and systems to be included in a formal, planned preventive maintenance program. At a minimum, the program should include those machines that are critical for maintaining a continuing process capability (i.e., uninterrupted production flow) and those machines and systems the breakdown of which could adversely impact product quality.

2.4.2 For each identified key process equipment, Quality Assurance prepares a preventive maintenance plan and schedule.  The plan defines the scope and frequency of routine maintenance activities and inspections.  The plan is established based on equipment manufacturer's recommendations and experience with equipment reliability.  Where equipment manuals specify maintenance requirements, the manuals may be used directly, eliminating the need for the maintenance plan.

2.4.3 All key equipment and machines included in the maintenance program are inspected and serviced at prescribed intervals.  Preventive maintenance activities may include, as appropriate: dismantling of machines for inspection and testing of parts; fluid analysis; infrared monitoring of circuits; vibration analysis; replacement of fluids, lubricants, filters, seals, gaskets, drive belts, and so forth.

2.4.4 Every inspection, maintenance, and repair activity may be recorded in a maintenance log.  At a minimum, an entry in the log includes a classification of the activity (inspection, maintenance, or repair); description of what was done; listing of replaced parts and/or supplies used; and, when relevant, tests results.

3.
Special Processes

3.1
Special processes are those processes whose results cannot be fully verified by subsequent destructive inspections. Examples of special processes are:

- Joining of materials by welding, soldering, splicing, or gluing

- Molding and casting of metals, plastics or cements

- Coating with paints, epoxies, metals, plastics or other materials

- Heat, radiation or chemical treatment of materials, etc.

3.2
Production and Quality Assurance are responsible for identifying and documenting special critical processes as specified in work specifications.  Subcontracted engineering services may also assist in identifying these processes.

3.3
All special processes are formally controlled.  The control measures may include process qualification and validation, continuous process monitoring, process procedures, standard work procedures, and operator qualifications and training.  Quality Assurance are responsible for selecting and implementing appropriate process control measures for each special process.  Irrespective of which process control measures are employed, all special processes are to be documented in the appropriate Standard Work Procedure.

3.4
Special process records should be established and recorded in the Standard Work Procedure, as appropriate.  Depending on the control measures implemented, these records may include process qualification and validation reports, equipment maintenance and checking records, operator qualification and training records, etc.

IV
Associated Documents

SOP–P-02, Standard Work Procedures

SOP–P-03, Product Identification and Traceability

SOP–P-04, Inspection and Test Status

SOP–P-05, Control of Non-Conforming product

SOP–P-06, Corrective and Preventative Action

SOP–P-07, Product Handling and Preservation

SOP–P-08, Storage Areas

SOP–P-09, Packaging and Shipping

SOP–P-10, Training
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