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1. SCOPE 

1.1. This Quality Manual provides general policies and procedures for the manufacturing, packaging, testing, storage, and distribution of Ermel Precision Machining products and/or services. This Quality Manual is the top-tier quality document for Ermel Precision Machining located at 24 Route 13, Brookline, New Hampshire 03033.

1.2. Ermel Precision Machining products and services include:

· CNC Machining

· General Machining

· Milling, Honing, Grinding, Lapping, Gun Drilling

· Welding

· Sheet Metal Fabrication

1.3. Exclusions

The quality management system is relevant to the nature of our organization and products, and to customer and regulatory requirements. The following requirements of the ISO 9001:2000 standard that do not apply are hereby excluded from the scope of our quality system. 

The Management Representative is responsible for identifying those requirements of ISO 9001 that do not apply to Ermel Precision Machining products and services. Below is a listing of those exclusions:  

1.3.1. Section 7.3, Design and/or Development Design Controls – Ermel Precision Machine does not design or develop products. Instead, customers specify all product characteristics. The company’s engineering activities are limited to developing methods and means of production, fabrication, or installation.

1.3.2. Section 7.5.9, Servicing – Ermel Precision Machine does not perform any servicing functions of its products.

1.3.3. Section 8.2.2, Internal Audits – At this present time, due to the size of the corporation, Ermel Precision Machine does not currently perform any internal audits of the company.

2. NORMATIVE REFERENCE

2.1. ISO 9001:2000 Quality Management System – Requirements.

3. TERMS AND DEFINITIONS

3.1. Applicable – related to this quality management system or any referenced standard.

3.2. Appropriate – reasonable.

3.3. Documented – written.

3.4. Product – end result of a process.

3.5. Shall – must.

3.6. Suitable – reasonable for intended purpose.

3.7. The Company – Ermel Precision Machine

4. QUALITY MANAGEMENT SYSTEM

4.1. General Requirements
4.1.1. General - Ermel Precision Machine has established and maintains a documented Quality System as a means of ensuring that product conforms to specific customer requirements.  The company’s Quality System is designed to meet the requirements of MIL-I-45208 when required by contract and/or ISO 9001:2000.  The company defines the policies, procedures and work instructions necessary for enforcement to these guidelines.

4.1.2. Quality System Procedures
The quality system is structured as follows:

· The Quality Systems Manual, which states the general policy of the Quality system and the specific policies for each of its elements.

· The procedures and work instructions that detail the manufacturing and quality operations utilized to produce the product.

· All other documentation, which supports the manufacturing and quality procedures on a real time basis.

4.1.3. Quality Planning
The quality system typically applies to and interacts with all activities pertinent to the quality of a product. These activities may include but are not limited to the following:

· Marketing and Market Research 

· Contract Review of New Products

· Procurement

· Process Planning and Development

· Production

· Inspection, Testing and Examination

· Packaging and Storage

All people who manage, perform and verify work-affecting quality are responsible for implementing the quality system. While the authorities that manage the quality system reside within the Quality Department, the responsibility for "Quality" resides within each individual employee.

At all levels, the company has provided sufficient resources, particularly in the area of providing trained personnel to ensure the on-time delivery of our customer’s products.

It is also recognized by the President of Ermel Precision Machine, that he fully supports the Preventative and Corrective Action system within the company.  The President also strives to continually improve the effectiveness of the company’s Quality System with the Goal of improving overall customer satisfaction.

4.1.4. SOP 54-01 - Quality Planning: Identifies the processes needed for the quality management system and their application throughout the company.

4.1.5. SOP 75-01 – Process Control: Determines the sequences and interactions of these processes.

4.1.6. SOP 75-01 – Process Control: Determines the criteria and methods needed to ensure that both the operation and control of these processes are effective.

4.1.7. SOP 61-01 Resource Management and SOP 62-01 – Training: Ensures the availability of resources and information necessary to support the operation and monitoring of these processes.

4.1.8. SOP 82-02 Internal Quality Audits (not used) and SOP 82-03 Statistical Techniques - Monitors, measures, and analyses these processes.

4.1.9. SOP 85-01 Continuous Improvement and SOP 85-02 Corrective and Preventive Action - Implements actions necessary to achieve planned results and continual improvement of these processes.

4.2. General Documentation Requirements

4.2.1. This Quality Manual is the top-tier or Level 1 document per SOP 42-01, Quality System Documentation.

4.2.2. All other Standard Operating Procedures required by ISO 9001 Standard, Product Specifications, and Engineering Drawings, Bills of Material that describe product assembly and other work instructions are Level 2 documents.

4.2.3. Product History Records, product and process test records, training records, and other quality records etc. are Level 3 documents.

4.3. Control of Documents

4.3.1. The company controls all applicable internal and external documents and data such as SOP's, external standards, Engineering Drawings, Bills of Material, Labeling, Test Procedures, Product Master Records, and Product History Records per SOP 42-02, "Document and Data Control".

4.3.2. The company reviews and approves all applicable documents for adequacy prior to issue.  The company also maintains a Master Document List.  All documents in the Master Document List contain effective date and current revision level per SOP 42-03, "Change Control".  Appropriate documents are available at all locations where operations essential to the effective functioning of the quality system are performed.

4.3.3. Only pertinent issues of appropriate documents are available for use and obsolete documents are promptly removed from all points of issue, or otherwise assured against use and suitably identified to prevent inadvertent use.

4.3.4. The company ensures proper record keeping per SOP 42-04, "Good Documentation Practices”.

4.4. Control of Quality Records

4.4.1. The company maintains quality records per SOP 42-05, "Control of Quality Records".  The following are examples of quality records:

4.4.1.1. Organizational Charts

4.4.1.2. Meeting Minutes

4.4.1.3. Approved Supplier List

4.4.1.4. Component Inspection Records

4.4.1.5. Product History Records

4.4.1.6. Process / Product Statistical Reports

4.4.1.7. Equipment Calibration Records

4.4.1.8. Complaint Records and Corrective Actions

4.4.1.9. Recall Records

4.4.1.10. Internal Audit Records (not applicable see exclusions)

4.4.1.11. Training Records

5. MANAGEMENT RESPONSIBILITY

5.1. Management Commitment

5.1.1. The President of Ermel Precision Machine defines, develops and implements the quality management system per SOP 51-01, Management Commitment.

5.1.2. The President ensures that employees at all levels within the organization understand the goals and objectives of Ermel Precision Machine’s quality management system.

5.1.3. The President of Ermel Precision Machine, as dictated by the business strategy, will conduct, (as required), meetings with employees and discuss the importance of meeting the following:

5.1.3.1. Customer requirements.

5.1.3.2. Quality objectives.

5.1.3.3. Statutory, legal, and regulatory requirements.

5.1.3.4. Continuous improvement goals.

5.2. Customer Focus

5.2.1. The company ensures that customer requirements are determined and fulfilled per SOP 82-01, Customer Satisfaction and 85-01, Continuous Improvement.

5.3. Quality Policy

5.3.1. Quality Policy:

“It is the goal of Ermel Precision Machining to provide its customers with on time, competitively-priced quality solutions to their machining and metal fabrication problems.  The company will work with our customers to fully understand what they expect of our product and to deliver a product that fully meets those expectations.  The company will further seek to establish a constructive relationship with our suppliers, the aim of which is to improve the quality and value of their products and services directed to our customer”.
5.3.2. The President of Ermel Precision Machining is responsible for establishing, communicating and implementing the quality policy throughout the company.  Along with this, he is responsible for assuring that all company objectives are met.  This is accomplished through one-on-one and/or group training of all employees. The above quality policy describes the company’s overall intentions and directions with regard to quality.

5.4. Quality Planning

5.4.1. When a new product, project, or contract is evaluated for adoption into the Company’s quality system, The President, (with any necessary employees), will meet to define and document how the requirements for quality will be met per SOP 54-01, “Quality Planning”.

5.4.2. An assessment is prepared of the impact new products, projects, or contracts will have with regards to the following resources:

5.4.2.1. Information Technology: determine the computer hardware, software, and applications.

5.4.2.2. Documentation: engineering drawings, Bills of Material (BOM’s), Standard Operating Procedures (SOP’s), and other manufacturing documents.

5.4.2.3. Equipment:  manufacturing equipment, servicing equipment and inspection, measuring and test equipment.

5.4.2.4. Human resources: ensure all staff has appropriate skills for the job/tasks performed.

5.4.2.5. Parts:  availability of raw materials, components, and manufacturing aids.

5.4.2.6. Quality Inspection audits: planned inspection(s) after activity completion. 

5.4.3. Ermel Precision Machine builds its products according to documented SOP's, Product Specifications, and Engineering Drawings and Bills of Material. This documentation is kept in appropriate Product Master Records and updated per SOP 71-01, “Product Master Record”.

5.5. Responsibility, Authority and Communication

5.5.1. Responsibility and Authority

5.5.1.1. The company is defined as a small business, owned and operated by the President of Ermel Precision Machine.

5.5.1.2. The President of Ermel Precision Machine defines the responsibilities and authorities of staff at all levels per SOP 55-01, Organizational Charts.  The company maintains job descriptions where additional specific responsibilities and authorities are described.

The President and his/her employees are responsible for ensuring that all matters regarding the quality system policies and procedures are administered and reflect how Ermel Precision Machine manages quality in addition to sustaining customer relations and providing training for all employees of the company.

5.5.1.3. The company defines the interrelation of the employees of the company at all levels per SOP 55-02, Department Responsibilities.

5.5.1.4. The president is responsible for updating the organizational structure as the organizational structure of the company changes.

5.5.1.5. The President communicates these responsibilities and authorities and their interrelation are defined and communicated at all levels per at least annually.

5.5.2. Management Representative

5.5.2.1. The President appoints the Management Representative per SOP 55-03, Management Representative.

5.5.2.2. Management Representative is authorized and responsible for:

5.5.2.2.1. Ensuring the quality management system is implemented, maintained and continually improved.

5.5.2.2.2. Promoting awareness of customer requirements throughout the organization.

5.5.2.2.3. Reporting to the top management on the performance of the quality system, including needs for improvement.

5.5.2.2.4. Coordinating communication with external parties on matters relating to the quality system and ISO 9001 registration.

5.5.3. Internal Communication

5.5.4. The President communicates the effectiveness of the Company’s quality management system periodically to employees via:

5.5.4.1. Staff/Departmental meetings per SOP 51-01, Management Commitment.

5.5.4.2. Management Review meetings per SOP 56-01, Management Review.

5.6. Management Review

5.6.1. Annually, The President in conjunction with any other employees he requires will examine the overall state of the Quality Management System per SOP 56-01, "Management Review". Management reviews and analyzes a minimum of the following data to ensure its continuing suitability, adequacy and effectiveness:

5.6.1.1. Product Back Order trends per SOP 72-01, Contract Review.

5.6.1.2. Customer complaint trends and feedback per SOP 72-02, Customer Complaint and Feedback. 

5.6.1.3. Servicing trends analysis, if applicable per SOP 75-09, Servicing.

5.6.1.4. Customer Satisfaction trends and issues per SOP 82-01, Customer Satisfaction.

5.6.1.5. (Not Applicable) Results of internal quality audit per SOP 82-02, Internal Quality Audits. 

5.6.1.6. Process performance and product conformity per SOP 83-01, Control of Non-conforming Products.

5.6.1.7. Recommendations for improvement per SOP 85-01, Continuous Improvement.

5.6.1.8. Status of corrective and preventive action per SOP 85-02, Corrective and Preventive Action.

5.6.1.9. Status and effectiveness of company Quality Manual 40-00.

5.6.2. Management Review records, include all decisions and actions regarding

5.6.2.1. Improvement of the effectiveness of the quality management system and its process.

5.6.2.2. Improvement of product and services related to customer requirements.

5.6.2.3. Resource needs.

6. Resource Management

6.1. Provision of Resources

6.1.1. The company determines and provides the resources needed to implement and maintain the quality management system per SOP 54-01, Quality Planning.

6.1.2. The company continually improves its effectiveness and enhances customer satisfaction per SOP 82-01, Customer Satisfaction.

6.2. Human Resources

6.2.1.  General

6.2.1.1. The company hires competent personnel.  Personnel competencies are based on appropriate education, training, skills, and experience.  The company, as required, maintains records of education, training, skills, and experience of all staff.  The company manages its human resources per 61-01, Resource Management.

6.2.2. Competence, Awareness, Training

6.2.2.1. The company determines the necessary competence for personnel performing work-affecting quality. These competencies are translated into essential job duties and described in Job Descriptions.

6.2.2.2. The company identifies employee-training needs via Job Descriptions.  Training for all personnel are documented per SOP 62-01, "Training".

6.2.2.3. The company provides on-the-job training and periodically evaluates the training provided per SOP 62-01, "Training".

6.2.2.4. The company communicates its personnel the relevance and importance of their activities and how they contribute to the quality objectives during meetings, (as required), with the President.

6.3. Infrastructure

6.3.1. The company provides and maintains buildings, workspace, equipment, and support services needed to achieve conformity to product requirements, per SOP 54-01, Quality Planning. 

6.4. Work Environment

6.4.1. The company manages the work environment in accordance with all general health and safety requirements, employee agreements, and laws and regulations per 61-01, Resource Management.

7. Product Realization

7.1. Planning of Product Realization

7.1.1. Quality objectives for products and services are defined in assembly procedures, engineering drawings and specifications, contract documents, internal and external standards, and workmanship standards, and applicable legal and regulatory requirements per SOP 71-01, Product Master Record.

7.1.2. The company conducts the required verification, validation, monitoring, inspection and test activities per the following standard operating procedures

7.1.2.1. SOP 75-01, Process Controls.

7.1.2.2. SOP 75-05, Inspection and Testing.

7.1.2.3. SOP 75-08, Process / Product Validation.

7.2. Customer Related Process

7.2.1. Determination of Requirements Related to the Product.

7.2.1.1. For product requirements specified by the customer (custom products), the President will review these requirements.  Additionally, the President will review any requirements not specified by the customer, and the company’s capacity and capability to meet all applicable requirements before the order is taken.

7.2.1.2. For product requirements specified by the customer specifications, requirements for product characteristics, packaging, and support are determined and reviewed in the process of designing or developing the product per SOP 73-01, Design Controls.

7.2.2. Review of Requirements Related to the Product (Contract Review).

7.2.2.1. All customer orders are reviewed prior to acceptance of an order, to ensure the company can provide products and services in an efficient and accurate manner per SOP 72-01, "Contract Review".  Any tender for contract issued by a prospective or repeat customer, is examined in detail by the President to assure that all requirements are addressed.  Full account will be taken to ensure that the company has the competence, resources and materials available to meet the customer requirements.  Additionally, contacts, which are on going, will periodically be re-reviewed to ensure their continuing adequacy.

7.2.2.2. When amendments to contracts are made, the customer is notified of the changes prior to formal acceptance of the order.

7.2.3. Customer Communication

7.2.3.1. The company processes customer feedback and complaints per SOP 72-02, Customer Complaints and Feedback. Annually, the President will analyze customer complaint trends and determine, (if any), future course of actions to be taken to resolve past Quality issues.

7.3. Design Control

7.3.1. Design and Development Planning

7.3.1.1. This responsibility is excluded from the scope of this Quality Manual.  Reference “Exclusions 1.3”.

7.3.2. Design and Development Inputs

7.3.2.1. This responsibility is excluded from the scope of this Quality Manual.  Reference “Exclusions 1.3”.

7.3.3. Design and Development Output

7.3.3.1. This responsibility is excluded from the scope of this Quality Manual.  Reference “Exclusions 1.3”.

7.3.4. Design and Development Review

7.3.4.1. This responsibility is excluded from the scope of this Quality Manual.  Reference “Exclusions 1.3”.

7.3.5. Design and Development Verification

7.3.5.1. This responsibility is excluded from the scope of this Quality Manual.  Reference “Exclusions 1.3”.

7.3.6. Design and Development Validation

7.3.6.1. This responsibility is excluded from the scope of this Quality Manual.  Reference “Exclusions 1.3”.

7.3.7. Design and Development Changes

7.3.7.1. This responsibility is excluded from the scope of this Quality Manual.  Reference “Exclusions 1.3”.

7.4. Purchasing

7.4.1. Purchasing Process

7.4.1.1. Ermel Machine has established and maintains documented procedures to ensure that the good and/or services from subcontractors conform to specified product requirements per SOP 74-01, "Purchasing".

7.4.1.2. The company evaluates and selects supplier on the basis of their ability to meet supplier requirements and the requirements imposed by this quality system per SOP 74-01, "Purchasing". When appropriate, suppliers' premises are audited.  The company may select suppliers and/or subcontractors on the basis of any or a combination of the following criteria:

· Customer mandate

· Evaluation of Supplier completed Survey form

· On site audit

7.4.2. Purchasing Information

7.4.2.1. Purchasing documents describe the components or services ordered, and the requirements for approval of components and/or services.  All purchase records and documents are reviewed and approved by the President prior to release.

7.4.3. Verification of Purchased Products

7.4.3.1. Verification that purchased components meet specified purchase requirements is performed per SOP 74-02, "Verification of Purchased Parts".

7.4.3.2. Should verification of purchased components be required at the supplier's premises, the company will make prior arrangements with the supplier for the best time to perform the source inspection.

7.4.3.3. Where applicable and appropriate, customers and/or their elected representatives can verify that products purchased from their contract conform to the specified purchase order requirements.  In this event, customer Purchase Orders should clearly specify when verification is required at the supplier/subcontractor facility by the customer.

7.5. Process Control

7.5.1. Control of Production and Service

7.5.1.1. Ermel Machine plans and ensures production processes are carried out under controlled conditions per SOP 75-01, "Process Control".

7.5.1.2. As required, special processes are controlled and are carried out in accordance with ay written customer documentation or other industry standards.

7.5.1.3. Manufacturing processes are documented per SOP 75-02, “Product History Record".

7.5.1.4. Manufacturing instructions are reviewed and approved prior to issue per SOP 42-02, "Control of Documents".

7.5.1.5. Only products that have passed required inspection and tests are used for shipment to customers.  All inspection and results of testing are documented and records of these inspections maintained.  Evidence of the products' conformance/nonconformance status is documented per SOP 75-05, "Inspection and Testing".

7.5.1.6. All products are handled, stored, packaged, preserved, and delivered per SOP 75-06, "Handling, Storage, Packaging, Preservation, and Delivery 

7.5.1.7. Maintenance of manufacturing equipment is documented per SOP 76-01, "Control of Monitoring and Measuring, Devices".

7.5.1.8. Personnel training and qualification are properly documented as per SOP 62-01, "Training".

7.5.1.9. Product servicing is documented per SOP 75-09, "Servicing".

7.5.2. Validation of Production and Service

7.5.2.1. Products, production and service operations and processes are validated per SOP 75-08, Process / Product Validation.

7.5.3. Product Identification and Traceability

7.5.3.1. Products are identified from receipt of components, through production, and to delivery to the customer per SOP 75-04, "Product Identification and Traceability".

7.5.4. Control of Customer Supplied Product

7.5.4.1. Customer supplied products are permitted to enter the company’s premises per SOP 75-07, “Control of Customer Supplied Products”.

7.5.5. Handling, Storage, Packaging, Preservation, and Delivery

7.5.5.1. All product is handled, stored, packaged, preserved, and delivered per SOP 75-06, "Handling, Storage, Packaging, Preservation, and Delivery".

7.6. Control of Monitoring and Measuring Devices

7.6.1. The calibration system assures that all tools, gauges and other test equipment are calibrated against certified standards traceable to the National Institute of Standards (NIST).

7.6.2. The Calibration program is in full compliance with and conforms to MIL-STD-45662, which ensures that all equipment is recorded and calibrated regularly inside or outside the company by approved calibration sources.  Records are kept on all equipment and their status.  The frequency of calibration is set and documented for each tool in the calibration system.  All inspection tools and/or equipment has been assigned a unique identification number, and procedures exist detailing when the last calibration was carried out, where the tool is located and its next recall date.  Recall of tools in the calibration system is maintained by the President or other assigned personnel.  The personnel used to check calibration are trained and/or qualified to carry out such a task.

7.6.3. The company controls, calibrates, and maintains inspection, measuring, and test equipment and ensures the equipment is used within established tolerances per SOP 76-01, "Inspection, Measuring, and Test Equipment".

7.6.4. The following is performed to ensure valid results of measuring equipment:

7.6.4.1. Determines the measurements to be made, and the accuracy required for appropriate inspection, measuring, and test equipment.

7.6.4.2. Calibrates such equipment according to NIST traceable standards at least annually.

7.6.4.3. Identifies the calibration status of such equipment.

7.6.4.4. Maintains calibration records of such equipment.

7.6.4.5. Assesses and documents the validity of previous Inspection and test results when such equipment is found to be out of tolerance.

7.6.4.6. Ensures that the environmental conditions are suitable for the tests being carried out.

7.6.4.7. Ensures that the handling, preservation, and storage of such equipment are done in a manner such that the accuracy and fitness for use is maintained.

8. Measurement, Analysis and Improvement

8.1. General

8.1.1. Ermel Machine plans and implements the measurement, analysis and improvement operations to verify whether quality activities comply with planned arrangements and to determine the effectiveness of the quality system per SOP 82-01 Customer Satisfaction.

8.2. Monitoring and Measurement

8.2.1. Customer satisfaction

8.2.1.1. The company determines, monitors, and measures customer satisfaction by various methods per SOP 82-01, "Customer Satisfaction. The following are some of the methods by which customer satisfaction is may be determined:

8.2.1.1.1. Unsolicited customer satisfaction and feedback.

8.2.1.1.2. Awards and recognitions.

8.2.1.1.3. Product returns.

8.2.1.1.4. Repeat customers.

8.2.1.1.5. Other letters of recognition

8.2.2. Internal Audit

8.2.2.1. The company, at present, does not maintain an Internal Audit Program.

8.2.3. Monitoring and Measurement of Processes

8.2.3.1. At present, the company does not monitor and measure the performance and effectiveness of the Quality System via a quality audit program.

8.2.4. Monitoring and Measurement of Product

8.2.4.1. All product is inspected and/or tested to verify their specified requirements are met per SOP 75-05, "Inspection and Testing".

8.2.4.2. Receiving and Inspection Testing

8.2.4.2.1. An incoming inspection function is used to ensure that incoming components are not used or processed until they have been inspected.

8.2.4.3. In-Process Inspection and Testing

8.2.4.3.1. As required, an in-process inspection of materials may be performed, as appropriate per SOP 75-05, "Inspection and Testing".

8.2.4.4. Final Inspection and Testing

8.2.4.4.1. A final inspection of all finished Product is conducted per SOP 75-05, "Inspection and Testing".

8.2.4.5. Inspection and Test Records

8.2.4.5.1. Documentation is maintained of product Inspection and testing, including the person responsible for releasing the product(s).

8.3. Control of Nonconforming Product

8.3.1. Product or components that do not conform to specified requirements are prevented from unintended use or installation per SOP 83-01, "Control of Nonconforming Product".  Documentation of product nonconformance includes identification, evaluation, and disposition of the nonconforming product.

8.3.2. The President, solely, defines the responsibility for review and authority for the disposition of nonconforming product.

8.3.3. Non-conforming material awaiting disposition is clearly marked with a rejected tag and placed in an area to prevent accidental shipment to the customer.

8.3.4. The company may perform the following for nonconforming products or components: 

8.3.4.1. Rework nonconforming products or components to meet applicable specifications. 

8.3.4.2. Accept nonconforming product (with or without repair) if its suitability is not significantly diminished.  In this event, a customer sign-off for use of the material is required.

8.3.4.3. Reject or scrap nonconforming products or components.

8.3.5. All reworked non-conforming material, is re-inspected to ensure they meet established specifications.

8.4. Analysis of Data

8.4.1. As required, statistical techniques for establishing, controlling, and verifying process capabilities and product characteristics may be utilized per SOP 82-03, "Statistical Techniques".

8.4.2. Sampling plans used in the production, manufacturing, or inspection areas comply with MIL-STD-105.

8.4.3. The use of higher level statistical tools such statistical charting, FMEA (Failure Mode and Effects Analysis), DOE (Design of Experiments) may be used when deemed appropriate. 

8.5. Improvement

8.5.1. Continuous Improvement

8.5.1.1. Ermel Machine will continuously monitor its processes with the goal to improve its operations per SOP, Continuous Improvement.

8.5.1.2. At the beginning of each calendar year, the President determines the Goals and Objectives for improving the company’s operations.  Examples of typical objectives and goals may include:

8.5.1.2.1. Reduction of quality related defects for finished products.

8.5.1.2.2. Reduction of products cycle time.

8.5.1.2.3. Reduction of equipment and scheduling downtime.

8.5.1.2.4. Reduction of the number of product and service complaints.

8.5.1.2.5. Reduction of the number of product and service late deliveries.

8.5.1.2.6. Reduction of the raw materials in process, and finished product scrap.

8.5.1.3. The status of the goals and objectives for improving the operations are reported to the employees during the yearly Management Review meeting.

8.5.1.4. The company encourages personnel at all levels to provide ideas for improving products, processes, systems, productivity, and the work environment per SOP 85-01, Continuous Improvement.

8.5.2. Corrective Action

8.5.2.1. Corrective Actions are maintained and documented for implementing effective corrective and preventive action per SOP 85-02, "Corrective and Preventive Action".  Typical corrective action replies may include the following to resolve customer returns:

8.5.2.1.1. Investigation of the cause of the nonconformity’s relating to products, processes, and the quality system.

8.5.2.1.2. Determining the corrective action needed to eliminate the cause of nonconformity.

8.5.2.1.3. Applying controls to ensure that corrective action is taken and that it is applied effectively

8.5.2.1.4. Changing of procedures and/or documents to reflect corrective actions that have been implemented to prevent further product non-conformances.

8.5.3. Preventive Action

8.5.3.1. Preventive action, as the result of a customer non-conformity, may include the following:

8.5.3.1.1. Determining the steps needed to deal with any problems requiring preventive action.

8.5.3.1.2. Initiating preventive action and applying controls to ensure that it is effective.

8.5.3.1.3. Ensuring that relevant information on actions taken, including changes to procedures.

8.5.4. Should a recall of products be required, SOP 85-03, "Product Recall" is followed.
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