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Process: 7 - 7.1.4  Support
Process Owner: President and senior leadership team.
Process Description: To provide the resources, people, infrastructure and environmental conditions required for the effective support of our quality management system.  
Process Inputs: Standard(s) requirements: ISO9001, ISO17025, AS9100, IEC80079-34, and 10CFR50 Appendix B.

Process Measurements: Customer satisfaction feedback results, departmental policy deployment metrics supporting our quality objectives.
Output / Records: Policy Deployment Status Spreadsheets, customer satisfaction measurements, personnel and equipment acquisitions and recommendations. 

Responsibilities: 
1.The senior leadership team has the responsibility for the determination and provision of resources to maintain and improve the quality management system and ensure Total Customer Satisfaction.

2.The senior leadership team has the responsibility to implement an appropriate organizational approach so that: (1) The responsibility and authority for personnel who may affect quality is defined and documented; and (2) Adequate resources are allocated to maintain the PCB Quality Management System.

3.The senior leadership team has the responsibility of appointing the Management Representative.  The Management Representative ensures that the PCB Piezotronics, Inc. Quality Management System is implemented and maintained in accordance with the requirements of ISO 9001, AS9100, associated documents listed below and the goals and expectations of PCB Piezotronics, Inc.  The Management Representative is also responsible for reporting on the performance of the Quality Management System.

4.The senior leadership team is responsible for conducting formal, proactive reviews of the Quality Management System at defined intervals (management review) to assure that the Quality System is effective and that the objectives of PCB Piezotronics, Inc. are relevant to their goals and the expectations and needs of customers and to ensure that the proper resources are assigned throughout the organization. 

5. Production personnel are responsible for execution of their duties in accordance with training and documented procedures.
6. Manufacturing Operations Managers and Department Supervisors are responsible for assigning, controlling, reporting on production activities, and are responsible for implementing and maintaining this policy.
7. Engineering is responsible for determining any special requirements for special processes.
8. The Management Team and Division Managers will determine, provide and maintain the infrastructure needed to achieve conformity to product requirements, building, workspace, associated utilities, process equipment and supporting services.

7.1) Resources
1) Internal or external resources needed for the establishment, implementation, maintenance, and continual improvement of the quality management system are evaluated for capabilities of, and constraints on, existing internal resources. 
2) During Management Review (QA02), the Management Team will review Policy Deployment Metrics to determine and ensure necessary resources are implemented and maintained for continually improving the effectiveness of the quality management system.  Outputs from the review, as well as output from the lower level Policy Deployment metrics and strategic and tactical meetings, document the results for provision of resources.

 7.1.2) People
1) Persons necessary for the effective operation of our quality management system and the operation and control of our processes are provided.  For every manufacturing or inspection activity, operators:

a) Verify that documentation corresponds with part(s) in process and legibly complete all paperwork per TA1039 General Workmanship for Transducer Assembly, TA30 Production Technician Training & Qualification Program, Certified Operator Audit Process - Machining Center MS02 and TC01 Calibration Technician Training Qualification program.

b) Verify that equipment and instruments are in good working order and are within their calibration cycle per TA1039 General Workmanship for Transducer Assembly and TA129 Preflight Checklist.

c) Assure work instructions are understood (if the instructions are unclear or cannot be followed, employees are to obtain any necessary clarification from their supervisor) per TA1039 General Workmanship for Transducer Assembly.

d) Identify and segregate nonconforming materials per QAM 8.7, TA01 and TA04 Non-Conforming Product.

2) Suitable production, installation and servicing equipment are provided to ensure product quality.  A suitably lighted, clean and safe work environment is maintained:

a) Certified Technician Training & Monitoring program QA17.

b) Equipment is appropriately stored and adequately protected between use and calibration verified at defined intervals.

c) The PCB ESD Procedure, QA1008 Control of Electro-Static Discharge, is understood and followed.

d) The PCB Procedure, TA1074 Foreign Object Debris Control, is understood and followed.

e) No operations will be performed until questions regarding safety are resolved.

f) QA17 Certified Technician Training ensures personnel are responsible for the cleanliness of their immediate work area.

g) Environmental conditions for sensor and electronic manufacturing areas are defined in QAM 8.5.  Environmental condition for calibration areas are defined in QAM 7.1.5.
7.1.3) Infrastructure
1) During Management Review (QA02), the Management Team will review Policy Deployment Metrics to determine and ensure necessary sustained infrastructure aimed at enhancing Total Customer Satisfaction and product conformity.  Continued compliance with customer, statutory and regulatory requirements, is accomplished by regularly evaluating quality management system processes, personnel and equipment, to ensure effective quality management systems are continued suitable for providing conforming products, processes, or services.  Evaluation criteria may be in the form of Certified Technician Program (QA17) audit results, Certified Operator Audit Process - Machining Center MS02, External and Internal Audit (QA03) reports and trends, and Six Sigma Project (QA20) continual improvement data.


2) PCB determines, provides and maintains the infrastructure required to achieve conformity to product requirements.  Information obtained for review and planning may be in the form of daily manufacturing reports that include information such as, but not limited to: Sales Orders, Production Projects, Engineering Requests/Prototypes, and Customer Requests.  Management may also use information input from the corrective action system (QAM 10), Strategic Plans, audit results, Safety Committee minutes, Six Sigma Projects (QA20), Productivity & Efficiency reports, and will maintain the proper infrastructure in support of “Total Customer Satisfaction”.  These manufacturing reports are available to all Departments.
3) The senior leadership team is responsible for continued relevance and maintenance of the facility, work environment, software/hardware equipment, transportation resources, information and communication technologies, buildings and associated utilities.  This is provided by and through management review and management quality & organizational meetings.

4) The senior leadership team and division managers are responsible for maintaining adequate process equipment, including hardware and software.  Processes are controlled and approved by the senior leadership team, operations managers and department supervisors (Organization Structure QA013).  Newly acquired equipment is verified and approved prior to use per EN10 New Equipment Procurement Process.  Types of verification may include Preventative Maintenance, Calibration, or set up verification per manufacturer’s recommendations.  Where the absence of procedures will adversely affect product quality, each department is responsible for providing, documenting and maintaining work instructions for use as criteria for performing production operations.
5) The senior leadership team and division managers are responsible for maintaining adequate manufacturing supporting services such as transport and communication between facilities – see TA31 Transferring Product.
6) Preventative Maintenance department provides and maintains the infrastructure required to support Preventative Maintenance (PM) activities to ensure product quality, as defined in QA1075 Preventive Maintenance procedure.  PCB maintains a Preventative Maintenance Software program to manage the PM activities of the company.  Equipment that affects product quality must be placed into the Preventative Maintenance program.  Records of equipment repair activities conducted are considered when determining future PM activity scheduling.  Equipment that has process parameters that require calibration must be maintained in the Calibration System maintained by the Quality Assurance Dept.  For all Preventative Maintenance activities:

a) The Preventive Maintenance Technician is responsible for the effective and timely completion of the required PM activities for all Departments, Technology Centers / Divisions and Functional Support Groups, and for ensuring any new equipment is added to the PM system upon installation.

b) The Preventive Maintenance Technician is responsible for all data management within the PM system and periodic senior leadership team reporting.

c) The QA Department maintains the Calibration System infrastructure per QAM 7.1.5.

7.1.4 Environment for the Operation of Processes
1) PCB Piezotronics, Inc. has determined, provides and maintains the necessary environment for the operation of our processes ensuring conformity of our products and services.  QAM 7.1.5 Monitoring and Measuring Resources and QAM 8.5-8.6 Production and Service Provision define the required environmental conditions.  Other employee factors such as the social and work environment, including effects upon physical well-being, are monitored by the Senior Leadership Team and Human Resources department.   
Reference Documents: MS02, QA02, QA03, QA20, QA013, TA01, TA04, TA30, TA31, TC01, QA1008, QA1075, TA1039, TA1074, Preventive Maintenance Software Database. 

Unusual Conditions:  N/A
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