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Process: 4 - 4.4.2  Context Of The Organization
Process Owner: President, Senior Leadership Team.
Process Description: Identifying external and internal issues and their affect upon PCB’s quality management system to achieve its intended results.  
Process Inputs: Customer requirements, statutory and regulatory requirements, internal and external interested party requirements, standard (s) requirements: ISO9001, ISO17025, AS9100, IEC80079-34, 10CFR21 and 10CFR50 Appendix B.

Process Measurements: Policy Deployment metrics supporting our quality objectives.
Output / Records: Quality Policy, Mission Statement, Quality Objectives, Management Review meeting minutes, Policy Deployment spreadsheets and resulting action items and improvement plans, Level I, II, and III quality management system procedures and associated documented information, registrar or accreditation body certifications,  and internal and external audit results.  

Responsibilities: President, Senior Leadership Team, Managers and Supervisors.
4.) Context of the Organization.
4.1) Understanding the Organization and Its Context.
1) The president and senior leadership team have documented the external and internal issues relevant to PCB’s purpose and strategic direction, and their affect upon our ability to achieve the intended results of our quality management system.  The President and senior leadership team monitor and periodically review our policy deployment metrics addressing these external and internal issues.  This review ensures that our quality policy of “Total Customer Satisfaction” and corresponding mission statement “Helping You Make Better Measurements With Quality, Innovative Instruments”, are monitored for performance by quality objective trend data through senior leadership team meetings, management review meetings, and departmental meetings where policy deployment metrics used support the higher-level corporate quality objectives.

4.2) Understanding the needs and expectations of interested parties.
1) Due to their effect or potential effect on the organization’s ability to consistently provide products and services that meet

         customer and applicable statutory and regulatory requirements, PCB has determined:

a) The interested parties relevant to our quality management system (e.g., customer, supplier, employee, shareholder) are documented and retained using the Management Review Meeting Minutes form QA139.
b) The requirements of interested parties that are relevant to our quality management system as defined on form QA139.  

          PCB monitors and reviews these relevant requirements for interested parties on an ongoing basis.

4.3) Determining the scope of the quality management system.
1) The president and senior leadership team have identified the boundaries and applicability of our quality management system to established the scope.  The scope considers external and internal issues, requirements of relevant interested parties, and the products and services of PCB.  Requirements of the AS9100 standard deemed not applicable to a PCB facility is indicated in the level I Quality System Manual (QSM). This documented and maintained information is made available and indicates types of products and services covered (e.g. quality management system scope of certification and scope of calibration).
4.4) Quality management system and its processes.
4.4.1) 1) PCB has established, implemented, maintains, and continually improves the quality management system, including the sequence of processes and their interactions, in accordance with AS9100 and applicable statutory and regulatory requirements.  PCB has identified the processes needed for the quality management system and their application within the organization.  Processes identified and defined throughout this manual address:
a)  Inputs required and outputs expected,

b)  Sequence and interaction,

c)  Monitoring and measurement of performance indicators ensuring effective operation and control,

d)  Ensuring availability of required resources,
e)  Responsibility and authority,
f)  Risks and opportunities,

g)  Implement changes needed to ensure intended results are achieved,

h)  Improving processes and quality management system.

2) PCB has established and maintains a Quality System Manual (QSM - Level I) that includes the scope of the manual and details for any exclusion.  The Quality System Manual references corresponding level II process procedures describing the interaction between processes and facilities. Documented process procedures directly relate to incremented individual requirement clauses of applicable International Standards and other corresponding regulatory documents.
3) The Quality Assurance Manual (QAM – Level II) references level III Departmental Manuals containing procedures, work instructions, flowcharts and user guides where the absence of such documents could adversely affect quality.  These documents are kept current to maintain their continued suitability and relevance.  PCB management utilizes internal and external audits for ensuring current and effective quality system documentation. Departmental procedures, and user guides, can be directly linked to required elements of International Standards and other regulatory documents via a hierarchal structure sequentially through the two higher-level manuals as well as Document Revision Index CS002.  The Quality Assurance System Management Representative has the ultimate responsibility to ensure that the PCB Quality Management System is implemented, understood and maintained at all levels of the organization.
4) This Quality Assurance Manual and Controlled Department procedures define the PCB Piezotronics, Inc. requirements and plans for quality.  The interaction of the Senior Leadership Team, Technology Centers / Divisions, Functional Support Departments, Quality Committee Members (QA123), Internal Auditors (QA009), Document Administrators (QA002) and Training Committee (QA001), as well as additional assigned responsible employees defined in procedures; provide methods for meeting our stated quality policy, objectives and continuous improvement requirements.
4.4.2) 1) PCB maintains and retains, to the extent necessary, documented information to support the operation of our processes and that they are being carried out as planned.

PCB has established and maintained documented information including:

a) A general description of relevant parties within the level II documentation,

b) Scope of the quality management system including boundaries and applicability,

c) Descriptions of processes of the quality management system and their application,

d) Process sequence and interaction,

e) Process responsibility and authority. 
2) For product certified to ATEX114 and IEC80079-34, PCB has defined the necessary quality management system processes needed to ensure that product requirements as described in the EC-Type Examination Certificates are realized.
Reference Documents: QA001, QA002, QA009, QA123, QA139, Departmental Procedures.
Unusual Conditions: N/A
(See next page for interaction of processes illustration.)

Sequence and Interaction of Processes
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Quality Management System Support


QAM 4-4-4-2: Context Of The Organization


QAM 5-5.3: Leadership


QAM 6-6.3: Planning


QAM 7-7.1.4: Support


QAM 7.1.5: Calibration


QAM 7.1.6: Organizational Knowledge


QAM 7.2-7.4: Competence, Awareness Communication


QAM 7.5: Documented Information


QAM 8.7: Control of Nonconforming Product


QAM 9-91.: Performance Evaluation


QAM 9.2 Internal Audit


QAM 9.3 Management Review


QAM 10: Improvement




















CONTRACT REVIEW & PLANNING


QAM 8-8.1 Operations


*QAM 8.2 Requirements for Products and Services





Request for Process, Product, or Service





DESIGN & DEVELOPMENT


*QAM 8.3 Design and Development of Products and Services





Planning for Process, Product, or Service





Outsourced Special Activities


Plating		Anodizing


Heat Treating		Passivation


Brazing		Painting


Powder Coating		Silk Screening





PURCHASING


QAM 8.4 Control of Externally Provided Processes, Products, and Services





Outsourced Activities


Calibration of Standards


Building Maintenance


Vision Examinations


Transport





In-House Special Processes


Hand Soldering


Laser Welding


*Heat Treating


Laser Etching


(*Process only at Depew, N.Y. facility.)





MANUFACTURING & SERVICE


QAM 8.5-8.6 Production and Service Provision





Provision of Process, Product, or Service





Monitoring of Process, Product, or Service





Manufacturing Activities


Departments: Cables, *Pressure, Vibration, Force, Microphones, General Electronics, *Hermetic Connector, *Crystals: Ceramic & Quartz, *Microelectronics, *Machine Shop, Logistics, Inventory Control, Final Inspection, *Repairs, Receiving Inspection.  


(*Process only at Depew, N.Y. facility.)





Continual Improvement of Process, Product, or Service





Total Customer Satisfaction
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