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Process: 8 – 8.1  Operation
Process Owner: President, Senior Leadership Team, Quality Assurance department, Sales and Engineering staff
Process Description: This procedure defines the operational processes used by PCB Piezotronics, Inc. for the provision of our products and services in compliance with internal, external and customer requirements.  Operational planning with interaction of related quality management system processes ensures effective and appropriate product qualification at all stages of the realization process.  
Process Inputs: Standard (s) requirements: ISO9001, ISO17025, AS9100, ANSI-Z540.3, ATEX114, IEC80079-34, 2011/65/EU, 10CFR21 and 10CFR50 Appendix B, Customer contracts, Statutory and Regulatory requirements.
Process Measurements: On Time Delivery Reporting, Customer Satisfaction Measurement (Quality Concerns – SM012), New Product Launch Metrics, New Model Introduction (NMI – SM1008).
Output / Records: Engineering Project Files, On Time Delivery Reports, Customer Satisfaction Measurements (SM012), Policy Deployment Review, New Product Launch Metrics, Design Review Processes (EN11 through EN15).

Responsibilities: 

1. Senior Leadership Team, Department Managers, Engineering Staff, Sales Staff, Quality Assurance and Operation Managers are responsible for the planning, design and development of processes required for product and service realization.

2. All employees are responsible for supporting documented PCB product design plans and processes through the effective execution of their job description responsibilities.

8) Operation

8.1) Operational Planning and Control
1) For meeting requirements for the provision of our products and services, processes have been planned, implemented, maintained and are controlled.  Determining the requirements for our products and services considers such parameters as the following:

a) Personal and product safety is defined for our customers in product user manuals and/or installation drawings.  Internal personnel and manufacturing process safety is monitored by the Human Resources Safety Committee audit program.

b) Producibility, inspectability, reliability, availability, maintainability, suitability of parts and materials used, embedded software selection, handling, packaging, preservation, and product or service obsolescence is determined through the New Model Introduction (NMI - procedure SM1008) and relevant design review records (e.g. EN11, EN12, EN13, EN14, EN15). 
c) Prevention, detection and removal of foreign objects is defined in Foreign Object Debris Prevention procedure TA1074.

d) Recycling or final disposal of the product at the end of its life is provided through product markings (e.g. WEEE waste bin symbol) and product user manual directions suggesting compliance to end-user local municipal disposal requirements. 
2) Criteria for our processes and the acceptance of products and services are established and identified and documented in the New Model Introduction (NMI), Design Review Records EN11, EN12, EN13, EN14, EN15 and Engineering Project File.  In accordance with the nature of the product or service and associated requirements, statistical techniques may be used for design review parameters involving key characteristics or other significant features.  
3) Resources needed to achieve conformity of our products and services, and to meet on-time delivery requirements, are provided through the integrated phased design review processes EN11 through EN15.  Control of these processes are in accordance with established quality management system criteria.  Necessary documented information is determined, maintained and retained providing confidence that processes have been carried out as planned and to demonstrate conformity of the product or service.

4) Engineering project files identify: critical items and the process controls needed for key characteristics, the representatives of affected operational planning and control functions, resources to support the use and maintenance of the product or service, products and services to be obtained from external providers, and controls needed to prevent unintended delivery of nonconforming products or services.    
  
5) The program management process suitably and appropriately documents our quality management system and customer requirements for our products and services.  These structured and controlled planning and managing activities, such as design processes EN11, EN12, EN13, EN14 and EN15, include scheduled events performed in their planned sequence ensuring that established risks are within planned resource and schedule constraints.   Outputs of these design processes are retained as documented information in the form of contract/customer requirement records, internal quality management system requirements, Bill of Materials, manufacturing routers and associated documentation, inspection, test, packaging and delivery instructions.  These controlled documents combine to define the product or service quality plan.    

6) Planned changes for product or service controlled documentation is accomplished through the Engineering Change Order (ECO) Process (DD02).  Consequences from unintended changes may be addressed through the ECO process and/or the Control of Nonconforming Output process QAM 8.7.  These processes allow for mitigating action to be taken, as necessary, to alleviate any adverse effect upon our customers.

7) Outsourced processes are controlled through the Control of Externally Provided Processes, Products and Services procedure QAM 8.4.  Organizational work transfers are controlled through Production and Service Provision procedure QAM 8.5 – 8.6.  

8) Planning and control for temporary or permanent transfer of work is defined through controlled processes. These processes ensure continued conformity of the work to requirements and that work transfers are managed for impacts and risks.     

    Manufacturing product transferred between (NY and NC) facilities are controlled through TA31 Transferring Product Between Facilities process and/or documented Planning and Inventory Control procedures (see prefix PL and IC within TCS system for documents).  Components, finished goods and secondary operations are tracked by sequence of steps indicated on manufacturing routers controlled by engineering department.  Purchase Order (PD000) information also defines control requirements for transfers of materials to approved suppliers.
    In the event supplied nonconforming product may be returned or transferred back to an approved supplier, a CAR shall be issued from the Business System Database in accordance with PD06 Supplier Corrective Action, PD08 Returning Nonconforming Product and PD10 Material Return for Nonconforming Product for tracking until completion. 

    Any product transferred to an external supplier, or sub-supplier, is verified for conformity to purchase order requirements prior to use (see QA07 Verification of Purchased Product and QA08 Receiving Inspection).
9) No accredited calibration service is transferred outside of PCB Piezotronics, Inc.  
10) Product specification sheets and outline or installation drawings describing proper installation, operation and maintenance are provided with all delivered products. 
8.1.1) Operational Risk Management
1) PCB manages risks identified for the provision of products and services process within planned, controlled and structured Design Review processes EN11, EN13, EN14, EN15-New Product Launch(s) and EN12–New Product Development.  This documented information identifies, assesses and communicates PCB’s areas of risk and/or concern throughout operations including: assignment of responsibilities, risk assessment criteria (FMEA completed as directed by engineering management), identifying, implementing and managing actions to mitigate identified risks that exceed defined risk acceptance criteria, and subsequent acceptance of identified risks remaining after implementation of mitigating actions.  New Product Launch records also identify the required resources, scheduling constraints, material and/or process concerns, best Design Practices (EN04) and new technology where their relevant risks are assessed.  New Product Launch process(s) metrics measure how well operational risks are addressed. 
8.1.2) Configuration Management
1) PCB has planned, implemented and controls a Configuration Management (EN01) process appropriate to our product or service, to ensure the identification and control of physical and functional attributes throughout the product life cycle.  Configuration identification and traceability is maintained within PCB’s Business System Database (BSD) controlling all associated product or service documented information.  Identified changes are controlled through the Engineering Change Order process DD02.  Configuration management process documented information is verified to ensure consistency with product or service attributes.  Verification is conducted by the internal auditing process in accordance with the Internal Audit Schedule QA006.  Audit content is directed by Quality Assurance System Manager to monitor program, explosive atmospheres and other critical product, with evidence recorded per Internal Audit process QA03. 
8.1.3) Product Safety
1) PCB has planned, implemented and controls appropriate processes needed to assure product safety during manufacturing and the entire product life cycle.  During the design planning of a project, consideration is given to internal or end user safety requirements, identified critical product safety parameters, analysis of any reported product safety events and flow-down of any required communication or training.  These safety aspects are included in the Design Center presentation to the Senior Leadership Team during design reviews and other periodic group management meetings.  Senior Leadership Team members and Technology Center Lead Engineers are responsible for ensuring product safety requirements are assessed, and that relevant safety documented information is flowed-down to the internal or external end user.  
8.1.4) Prevention of Counterfeit Parts
PCB has planned, implemented and controls a Counterfeit Avoidance Program (PD2046) appropriate to our organization, and product, for preventing counterfeit or suspect counterfeit parts being included in our products and delivered to the customer.  The AS5553 standard is used as a basis for these processes.  Part procurement is conducted through the purchasing process where only Approved Suppliers (see PD01) are used to fulfill order requirements. These suppliers have been reviewed and approved for supporting counterfeit part prevention through completion and acceptance by PCB of the PCB Counterfeit Electronic Parts Questionnaire (PD111).  Upon receipt of the purchased item, the Receiving Inspection department verifies the part in accordance with General Receiving Inspection requirements (QA1030).  Raw materials are processed per requirements of Program for Counterfeit Material Avoidance (PD2047).
Reference Documents: DD02, EN01, EN04, EN11, EN12, EN13, EN14, EN15, PD01, PD06, PD08, PD10, PD000, PD111, PD2046, PD2047, QA03, QA07, QA08, QA006, QA1030, SM1008 (NMI), TA31, TA1074.
Unusual Conditions: N/A
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