

QUALITY MANUAL
REVISION NO.: 1


 POLICY
DATE:  07/08/01



PAGE: 1 OF 26

1.
Purpose

To define the XYZ Group's policy relating to the operation of the Quality Management System.

2.
Scope
These policies apply to the Quality Management System used by each business unit of the XYZ Group.
3.
References
See Appendix for related procedures for each section where required

4. Quality management system

4.1.1 General requirement
The following document has been written in order to establish those policies necessary to ensure that product produced conforms to customer requirements.  The quality systems outlined are intended to fulfill the requirements of the ISO9000 standard (current edition).  These systems have been implemented, maintained and improved as deemed necessary.

The systems outlined have been documented, as necessary, to implement the quality management systems outlined and include the following:

a.) Quality System procedures that describe the processes required to implement the quality management system.

b.) Quality level procedures that describe the sequence and interactive nature of the processes necessary to ensure the conformity of the product.

c.) Instructions that describe the operating practice and control of process activities.

d.) Ensure that the availability of resources and information necessary to support the operation and monitoring of these processes.

e.) To ensure continual improvement processes will be measured, monitored and analyzed and corrective action implemented as necessary to achieve planned results.

f.) Implement those actions needed to achieve continual improvement of the processes.

4.2.1 Documentation requirements

As a minimum the quality management system shall include the following documentation: statement of quality policy and objectives, quality manual, procedures and records required by the ISO9001 International Standard, and those needed by the organization to ensure the effective planning, operation and control of the company's processes.

The X facility will control the quality policy listed in this manual and the manual itself.  Any changes will be required to be processed through Davidson and will be distributed by them based on review and acceptance by all facilities prior to the change being adopted.  It is recognized that formatting variation and language differences may result in some minor changes by various groups of the division but the intent will not be changed.

4.2.2 Quality manual
This quality manual includes the following:
a.) Description of the elements of the quality management system and their interaction.  The scope related to the ISO 9001 International Standard will be determined by those items outline in the manual.  Details of and justification for any exclusion will be listed by each individual facility in their attached appendix.

b.) Specific process procedures for each are listed in the Manual’s Appendix.

c.) A description of the sequence and interaction of the processes included in the quality management system.

4.2.3 Control of documents

Each business unit department is responsible for the implementation of this policy.

For all work operations performed within the business unit which are a functioning part of the Quality Management System, the documents used are controlled, legible, readily identifiable and retrievable.
Such internal documents include, but are not limited to quality policies, system-level procedures, work instructions, product literature, drawings, specifications and bills of material.

Such external documents include, but not be limited to standards / specifications (ISO, ASTM, etc.) and manuals (operation, instruction, etc.).

For controlled documents used in the plant (other than quality policies, procedures, and work instructions) the means by which revisions control is maintained (master list or equivalent) and communicated to required personnel will vary dependent upon document/data type.



In all cases, the most current revision is to be the one used.  Defined processes are used to insure such control and preclude the use of invalid and/or obsolete documents.
A documented procedure shall be established to define the controls needed:

a.) All documents are reviewed and approved by appropriate personnel familiar with the work process(es) affected, prior to the issuance for use.

b.) Changes to documents and data are controlled by assuring that review and approval (by document/data initiator) by the responsible departments or functions.

c.) All documents are identified with the current revision status and where possible, the essence of the change/revision is to be defined within the document.

d.) Documents and data pertinent to and/or required for the specific job are available to personnel performing the task(s).

e.) Documents used will be legible, readily identifiable and retrievable.

f.) Documents of external origin are identified and controlled.

g.) Obsolete documents and data (for use at specific operations) are not to be used or retained by the personnel performing the operation unless specifically designated otherwise.

4.2.4 Controls of records
Quality records are generated and maintained within the business unit as evidence of conformance to requirements and effective operation of work processes within the Quality Management System.

System-level procedure(s) document the means of identification, storage, retrieval, protection, retention time and disposition of the quality records.

Quality records are to be legible, readily identifiable, clean, and maintained in an orderly manner, such that ready access is provided, deterioration or damage is prevented, and possible loss is precluded.

Where specified and agreed upon by contract, quality records may be submitted to the customer or the customer’s representative for review.
5. Management responsibility

5.1 Management commitment

Top management has made its commitment to the development and implementation of the quality management system and continual improvement of its effectiveness by:

a.) Communicating the company quality policy, ensuring awareness of the importance of fulfilling both internal and external customer requirements.

This commitment also applies to regulatory and legal requirements.

b.) Establishing the quality policy.

c.) Establishing quality objectives.

d.) Regular verification to ensure continuing compliance with all the above through management review meetings.

e.) Top management will ensure the availability of competent resources in order to maintain and improve the quality management systems.

5.2 Customer focus

Top management ensures that the following customer requirements are satisfied:

a.)
That customer requirements are determined with the aim of achieving customer confidence.  This may be done by marketing surveys, customer focus groups, test marketing, etc.
The business unit considers obligations related to their product(s) related to regulatory and legal requirements.

5.3. Quality policy

The following Quality Policy and Objectives have been reviewed by top management and is the one by which the business unit is guided.
Statement of Policy (including objectives)
"We will provide products, services, and solutions that consistently meet the requirements of our internal and external customers. We are committed to the continual improvement of our quality management system and the established objectives for defect prevention and customer satisfaction."
Top management of each business unit will ensure the following related to the Quality Policy:

a.) That the policy meets the needs of the business unit and its customers.

b.) That the policy shows commitment to meeting the requirements of the quality management system and continual improvement throughout the organization.

c.) The quality policy and quality objectives will be reviewed during the management review.

d.) Communication of Policy

The respective management personnel in each department must ensure by factory-wide or local department arrangements that the following conditions have been carried out: 

All employees have read the quality policy, and maintain a clear understanding of its requirements and intentions.

All employees show evidence of effective implementation of the quality policy.

e.)
Through Top Management the review of the quality policy will be done to ensure its continued suitability for the organization.

For information, training and general awareness the issuance of the policy outside of this manual will be considered uncontrolled.
5.4. Planning
5.4.1 Quality objectives 
The business unit establishes measurable quality objectives at each relevant function and level within the organization.  Those quality objectives are consistent with the quality policy and the commitment to continual improvement.  Quality objectives include those needed to meet requirements for products.

5.4.2 Quality management system planning
Top management will ensure that each business unit identifies and plans the activities stated in the quality management system general requirements section, as well as applying the established quality objectives.  This planning is consistent with other requirements of the quality management system.  The results will be documented.

Any changes made within the unit, to the quality management system will be planned and implemented in order to assure that the integrity of the quality management system is not adversely effected.

5.5. Responsibility, authority and communication
5.5.1 Responsibility and authority

Procedure(s) have been developed to define the functions and their interrelations, responsibilities and authorities in order to facilitate effective quality management.  

These roles have been communicated to relevant levels of the organization and included in them the organizational freedom necessary to perform tasks that affect quality.
5.5.2 Management representative
Top management appoints a person(s) of the management group, who irrespective of other responsibilities has defined authority that includes the following:

a.) Insuring that the Business Unit’s documented Quality Management System is established, implemented and maintained in accordance with applicable ISO-9001 requirements.

b.) Reporting to top management on the performance of the quality management system.  This report includes indicating areas for improvement.

c.) Charged with reporting, communicating and educating customer requirements through out the business unit.

d.) Person(s) assigned, as management representative will be documented by each facility.

5.5.3 Internal communication
Internal communication channels have been established throughout the organization, which regularly address the business and the quality management system effectiveness.

5.6. Management review

5.6.1 General
Top management will conduct a management review at planned intervals to ensure the continued suitability, adequacy and effectiveness of the quality management system, including the quality policy and quality objectives.  This review will include assessment of opportunities for improvement and need for change to the quality management system. 

Each functional area is required to participate in this review.  Records of management reviews will be maintained
5.6.2 Review input

The management review will also contain inputs from the following categories:
a.)
Results of quality management system audits and any special audits deemed necessary (customer audits, etc.).

b.) Customer feedback, information in any form, and detail pertaining to any corrective action requirements.

c.) Internal process and product performance data, improvement activities and related information will be reviewed and analyzed. This will normally include some type of quality measurements as compared to goal.  Key quality objectives will be reported on and evaluated for their effectiveness in meeting the quality management system.


d.) Status of corrective and preventive action systems, including any major issues related to them.

e.) Those action items from earlier top management review meeting are addressed until closure.

f.) Business related opportunities and changes that could affect the quality management system.

g.) Any recommendations for improvement of the quality management system.

5.6.3 Review output

The outputs from the management review includes actions related to the following:

a.) Top management review meeting is to assure that the quality management system has an ultimate goal of continual improvement of the system.

b.) Improvement of product related to customer requirements.

c.) Any resource needs

6. Resource management
6.1. Provision of resources
Each business unit determines and provides in a timely manner, the resources needed to:

a.) To implement, maintain and continually improve the effectiveness of the quality management system. 

b.) Each business unit may address customer satisfaction by the use of warranty reviews, on site customer visits, meet customer requirements for products in order to enhance customer satisfaction , corrective action systems, etc.

6.2. Human resources
6.2.1 General
The business unit assigns personnel, who have responsibilities defined in the quality management system, that are competent on the basis of applicable education, training, skills and experience.
6.2.2 Competence, awareness and training
a.) The business unit determines competency for personnel performing activities affecting quality.

b.) The business unit provides training to address identified needs.

c.) The business unit will evaluate the effectiveness of training provided.

d.) The business unit ensures that its employees at each relevant function and level are aware of the relevance and importance of their activities and how they contribute to the achievement of the quality objective.

e.) The business unit maintains appropriate records of education, experience, training and qualification.

6.3. Infrastructure
Each business unit defines, provides and maintains the infrastructure needed to achieve the conformity of product.  Those infrastructures include but are not limited to the following:

a.) Workspace and associated facilities necessary to achieve conformity of product.

b.) Equipment, hardware and software that are required to achieve conformity of product.

c.) Supporting services (maintenance, communication, etc.) are identified, provided and maintained.

6.4. Work environment
Each business unit identifies and manages those human and physical factors of the work environment needed to achieve conformity of product.  

Processes that safeguard the health, safety and well being of our employees will be identified and implemented.  Work performed will be in a safe and responsible manner.  Necessary training and awareness needed by employees will be determined and implemented.

7. Product Realization
7.1. Planning of Product Realization
All processes will be evaluated to assure the ability to meet product and customer requirements are met.  This may be done through marketing specification, design projects, etc.

Process are documented in order to define the detailed methods by which the organization operates and include suitable tools and equipment as outlined by the responsible departments.  This may include but not be limited to detailed procedures or work instructions.

The processes within the business unit are carried out in a controlled manner (determined, planned and implemented) through provision of the following:
a.) Quality objectives for the product, project or contract are known and communicated.

b.) Processes, documentation, necessary resources and facilities specific to the product are provided.

c.) Verification, validation, monitoring, inspection and test activities, and the criteria for acceptability are determined, and as such, will be incorporated into the design project plan for each product.

d.) Appropriate project records will be maintained to provide evidence that the processes and resulting product meet the design input requirements.

7.2. Customer-related processes
7.2.1 Determination of requirements related to the product
Each business unit establishes processes for identifying customer requirements.  These processes determine as a minimum the following:

a.) Completeness of the customer’s product requirements (availability, delivery and support).

b.) Requirements not specified by the customer but necessary for intended or specified use, when known.

c.) Obligations related to the product, including regulatory and legal requirements.

d.) Any additional requirements determined by the business unit.

7.2.2 Review of requirements related to the product 
Customer requirements, including any requested changes, are reviewed – (along with additional requirements determined by the business unit) before a commitment to supply a product is provided to the customer to ensure the following:  

a.) That the product requirements are clearly defined for the product.

b.) Contract or order requirements differing from those previously expressed are resolved.

c.) The business unit has the ability to meet the customer requirements for the product.

Each business unit will ensure that the results of the review and any follow-up actions are recorded.  Include in the process is that all relevant personnel are made aware of the changed requirements.

d.)
When the customer provides no written statement of requirement, the customer requirements are confirmed before acceptance.

7.2.3 Customer communication
Each business unit implements arrangements for communication with customers, with the aim of meeting customer requirements.

The following communication requirements are defined:

a.) Product information.

b.) Enquiry contracts and order handling, including amendments.

c.) Customer feedback and actions relating to customer complaints.

7.3. Design and development
7.3.1 Design and development planning
The organization prepares design and/or development plans which include the following:

a.) Stages of the design and/or development process are planned and controlled.

b.) Formal design reviews will be conducted at appropriate points to monitor progress, and confirm achievement of design input requirements.  Verification and validation activities will also be prepared.

c.) Each Engineering Department is responsible for management of the overall design control process, with specific duties including development, issuance, control, and effective updating of all product design specifications and information used within the business unit and at supplier locations.

The business unit's marketing or sales function is responsible for initiating new product development.

All other departments in the business unit are responsible for supporting the design control process through team inter-facing as required. 

Planning outputs shall be updated, as appropriate, as the design and development progresses.

7.3.2 Design and development inputs
Design input requirements will be identified, documented and records maintained by the responsible department.

Engineering and the responsible departments will jointly review the selection of the specific input requirements to assure clear and complete requirements.  All inputs are reviewed for adequacy and completeness, ambiguous or conflicting requirements.  Those found to be ambiguous or conflicting are to be resolved at this stage.  

The following items are included in determining the requirements:

a.) Functional and performance requirements from the customer / market place.

b.) Any applicable statutory, regulatory and legal requirement.

c.) Requirements, when applicable, derived from previous similar designs.

d.) Any other requirement essential for design and development.

7.3.3 Design and development outputs
Design output is an engineering responsibility, achieved through preparation, approval, issuance, and maintenance of drawings, instructions and all other information necessary to define the product specifications and facilitate production.

Outputs of the design and/or development process will be recorded in such a manner as to allow verification against the input requirements.

Any design and/or development output documents will be approved before being released.

Design outputs are as follows:

a.) They meet the design and/or development input requirements and recorded such that verification against input requirements maybe accomplished.

b.) The outputs provide appropriate information for purchasing, production and service operations, if applicable.

c.) Design outputs contain or will make reference to product acceptance criteria.

d.) Design outputs define the characteristics of the product that is essential to its safe and proper use.

7.3.4 Design and development review
A design Project File will be maintained by Engineering as the complete record for each project undertaken.  The file will include evidence of all activities performed in the design process.

Individuals in the design and/or development review include representatives of functions concerned with the design stage being reviewed.

At suitable stages, systematic reviews shall be performed in accordance with planned arrangements.

The primary reasons for these design reviews are to address:

a.) Whether the design has the ability to fulfill input requirements. 

b.) Those areas where problems are identified and the proposal for development of solutions to correct the problems.

7.3.5 Design and development verification
Design verification activities shall be performed in accordance with planned arrangements and will be led by Engineering in the form of calculations, use of reference data, testing, or independent auditing to confirm design output meets input requirements, and therefore substantiate Business Unit Management’s approval of the product.

Results of the verification and subsequent follow-up actions are recorded and become part of Project File.

7.3.6 Design and development validation
Design and/or development validations shall be performed in accordance with planned arrangements and are performed to confirm that resulting product is capable of meeting the requirements for intended use, where known.  Wherever applicable, validation is completed prior to the delivery or implementation of the product.  Where it is impractical to perform full validation prior to delivery or implementation, field testing of the final product, at customer sites under the customer’s operating conditions, will be conducted under the direction of Engineering and serve as a validation of the design.  In this case, partial validation will be performed to the extent applicable.  
Results of the validation and subsequent follow-up actions are recorded and become part of Project File.

7.3.7 Control of design and development changes
Documented design and/or development will be identified through the use of the Engineering Change Request and Engineering Change processes.

Changes are verified, validated, as appropriate by approved by authorized personnel and recorded before implementation.  In addition, any follow-up activity is also recorded.
The effect of the change must be determined related to:

· the interaction between the component parts of the resulting product

· the existing products and upon post delivery product 

·       the need for carrying out re-verification or re-validation for all or part of the design and/or development outputs.

Records of design and/or development changes are maintained.

7.4. Purchasing
7.4.1 Purchasing process
All product and service purchasing activities are managed to assure conformance to specified requirements.

The type and extent of control exercised over suppliers vary dependent upon performance history, product type, quality system audit results, and other factors(effect of the purchase product on subsequent product realization or the final product).  

Suppliers are selected in accordance with document procedure, which address suppliers based on their ability to supply products in accordance with Ingersoll-Rand requirements.

Supplier's performance is monitored on an ongoing basis through the supplier performance measurement activity, internal component rejection statuses, component field failure detail, receiving inspection and various other means.

Records of the results of the review of changes and any necessary actions shall be maintained.

The record of acceptable suppliers will be controlled and maintained in the form of an “Approved Supplier List”.  

7.4.2 Purchasing information
A purchase order is the method by which the requirements for purchased products are stated.

a.)
A purchase order is required for all purchase commitments.

b.)
The purchase order specifies the basic statement of requirements for the product to be purchased (description, part number, revision level, etc.).

c.)
All purchase orders must be reviewed and approved for completeness and accuracy prior to release.
When applicable, purchase documents contain requirements for approvals or qualification of the following:

a.)
Requirements for approval or qualification of the product, procedures, processes, equipment and/or personnel.

b.)
Purchasing documents, if required, will list any management quality system and/or qualification of personnel requirements deemed necessary for the supplier systems.

7.4.3 Verification of purchased product 
The organization identifies and implements the activities necessary for verification of purchased products.

Verification of purchased product at the supplier’s premises may occur, as deemed appropriate, through visitation by an I-R representative and/or I-R’s customer or customer representative.  This verification will be documented in the purchasing document.

Verification of purchased product may also take place at Ingersoll-Rand’s premises, through visitation by Ingersoll-Rand’s customer or customer representative.


7.5. Production and service provision

7.5.1 Control of production and service provision
The business unit plans and controls production and service operations, through the following:

a.) The availability of specifications that define the characteristics of the products that is to be achieved.

b.) The availability of clearly understandable work specifications or instructions for those activities where they are necessary for the achievement of conformity of products.

c.) Where applicable, the use and maintenance of suitable equipment for production and service operations. 

d.) The availability and use of suitable measuring and monitoring equipment.

e.) The implementation of suitable monitoring and/or verification activities.

f.) Defined processes for release and delivery and/or applicable post-delivery activities. 

7.5.2 Validation of processes for production and service provision
“Special” process (Definition – any production process where the resulting output cannot be readily or economically verified by subsequent monitoring, inspection and/or testing).  This includes any product where processing deficiencies may become apparent only after the product is in use are determined, documented and validated to demonstrate their effectiveness and acceptability.

The arrangements for validation shall demonstrate the ability of these processes to achieve planned results.

The business unit will address the following:

a.) Define criteria for review and approval of the processes.

b.) Approval of equipment and qualification of personnel.

c.) Use of specific methods and procedures.

d.) Requirements for records.

e.) Re-validation

7.5.3 Identification and traceability
Part number and/or serial number will identify subassemblies and completed assemblies/units.

All component parts are identified by part number (CCN) as specified by the engineering drawing or supported by a Bill of Material (defining the individual component part numbers, which make up the assembly).

The serial number identification used for each unit built serves as a top-level assembly identification of component makeup.
The inspection and test status of product handled within the business unit, from receiving through to shipment, is identified.
The means for such identification varies dependent upon the process employed to the product, and may include one of a combination of the following: inspection records, tags, physical location, stamps, electronic records, or identifying tickets/labels/forms.
For product, which has failed the required inspection(s) and test(s), the status identification means indicate that the product is nonconforming and the appropriate nonconforming material procedures will take effect.


Traceability -
The capability of going back over the history of (a product) to mark the relevant step-by-step undertakings of the product’s making.

Where traceability is a requirement in the business unit it will be accomplished through the use of controlled unique identification.

The final unique identification will remain with the unit throughout its life and will be the identification means for all unit record files, which are maintained as permanent records.
7.5.4 Customer property
Definitions - 
Customer Product - Component or Assembly incorporated into our finished product that is supplied or specified by the customer.

Customer Product is identified, verified, protected, maintained and incorporated into the finished product in a manner consistent with that employed for standard supplier product.

Only conforming product that is undamaged and suitable for use is incorporated into Ingersoll-Rand’s finished product.

Any conditions of lost, nonconforming or damaged product is reported back to the customer and records maintained.
7.5.5 Preservation of product
The organization shall preserve the conformity of product during internal processing and delivery to the intended destination.  This preservation shall include identification, handling, packaging, storage and protection.  Preservation shall also apply to the constituent parts of a product.

7.6. Control of monitoring and measuring devices

The business unit determines the monitoring and measurements to be undertaken and all inspection, measuring, and test equipment used within the business unit to demonstrate product conformance.  

All inspection, measuring and test equipment is controlled through scheduled calibration and a system for identification, handling, and maintenance to ensure that the measurement capability is consistent with the measurement requirement.

Where applicable, measurement and monitoring devices do the following:

a.)
The calibrations performed will be at specified intervals, or prior to use, and by utilizing certified equipment so as to insure traceability to nationally recognized standards.

In the case of equipment where no such recognized standards exist, the method used for calibration is manufacturer's recommendation or an established process.

b.)
During the calibration process, equipment will be adjusted or re-adjusted as necessary

c.) The calibration status of inspection, measuring, and test equipment is identifiable by means of appropriate indication.

d.) For measuring devices, where possible, safeguards are instituted to prevent adjustments that would invalidate the calibration.

e.) Appropriate methods of handling, preservation and storage of measuring devices are employed to protect equipment from damage and deterioration.

f.) Results of calibration are to be recorded and maintained.

g.) A means of consideration is established with respect to previous inspection and test results in the event of equipment being found out of calibration.  The company shall take appropriate action on the equipment and any product effected.

h.) In addition to standard gauging devices, this control includes any forms of inspection/test software or hardware, which are used in the verification of product conformance.

8. Measurement, analysis and improvement
8.1.0 General
The organization defines, plans and implement measurements, monitoring, measurement, analysis and improvement processes to ensure:

a.) Conformity of the product and processes.

b.) That the quality management system conforms to requirement.

c.) Continual improvement and effectiveness of the quality management system.

d.) Where appropriate, the application of statistical techniques is used as a means of aiding in the demonstration of conformance to requirements.

When sampling is used in decision-making involving processes or products which affects quality, the sampling is to the degree appropriate, such that the risk of negative exposure is minimized.

8.2. Monitoring and measurement
8.2.1 Customer Satisfaction
The business unit will monitor information on customer satisfaction (perception) in relation to fulfilling their requirements.   It will define the methods and measures for obtaining and utilizing such information and data.

8.2.2 Internal audit
The audits are performed in accordance with a documented audit schedule.  The audit schedule is based on the quality standing and criticality of the department and/or work processes to be audited.

a.) Whether activities comply with stipulated requirements (standards) and to the quality management system requirements established by the organization. 

b.) To determine the overall effectiveness and maintenance of the quality management system.  

Formal audit implementation activities are performed as detailed in internal audit procedure(s) and work instructions. 
These procedures / work instructions cover the audit scope, frequency, verification of the implementation of corrective action and methodologies, as well as the responsibilities, requirements for conducting audits, recording and reporting results to management.

Personnel conducting the audits are qualified through training to serve as auditors or lead auditors.  In addition auditors shall not audit those areas where they perform the activity being audited.  Records of audit results are maintained.

Management will take timely corrective actions for those items identified during audits.  Follow up actions will include verification of the effectiveness of the action and the reporting of verification to management.

8.2.3 Monitoring and measurement of processes
The business unit applies suitable methods for measurement and monitoring of those realization processes necessary to meet customer requirements.  Evidence of conformity with acceptance 

criteria and method is documented.  In the event results are not achieved, correction and corrective action shall be taken to ensure conformity of the product.

8.2.4 Monitoring and measurement of product
The processes for inspection and testing of product take place at the stages of receiving, in process (during production), and final acceptance (post-production).

For each of the process stages, the required inspection/test must be completed prior to continuation on to the next step in the production process.
Records are established for the inspections and tests performed to show that the product has been inspected and/or tested; records indicate a pass or fail condition of the product with respect to the inspections/tests performed.  Records indicate the authority responsible for release of product.

No product is released and service delivery does not proceed until all the specified activities have been satisfactorily completed, unless otherwise approved by the customer.
8.3.0 Control of nonconforming product
Nonconforming product is immediately identified and documented (any subsequent action taken will also be documented) as practical in accordance with a system procedure. 

When nonconforming product is received from suppliers or produced internally, action will be taken to the degree determined necessary related to the non-conformance.  

Product that has been deemed to be non-conforming, and has already been shipped to the customer, will be reviewed for any necessary action(s).
The identified nonconforming product is evaluated and segregated in an identified location.

The nonconforming product is dispositioned from one of the following possible dispositions:
a.) Corrected or adjusted to meet the specified requirements.  In this case product is confirmed suitable prior to use.

b.) When product is accepted under concession and accepted with or without correction or adjustment. “Use As Is” disposition is require by authorized personnel.

c.) When required by customer contract, the proposed use or repair of material, which does not conform to specified requirements, is reported for concession.

d.) Non-conforming product when it is apparent that repair is not possible or economically feasible, maybe re-assigned for alternative valid application.

All personnel are responsible for ensuring appropriate corrective action is taken to prevent recurrence of the same nonconformance. 

A Supplier Corrective Action Request, Quality Improvement Request, Corrective Action Request, or Engineering Change Request can be initiated to document such corrective action.  Records on nonconforming parts/product and corrective actions taken are maintained.

8.4. Analysis of data 
The business unit will develop and implement procedure(s) for the analysis of applicable data that will be used to determine the effectiveness of the quality management system and for identifying where continual improvements of the quality management system can be made.  The data used for this purpose will be that data generated as a result of measuring and monitoring activities and from other relevant sources.

This data will be analyzed to provide information on the following:

a.) Customer satisfaction 

b.) Conformance to product requirements.

c.) Characteristics of processes and products and their trends including opportunities for preventive action

d.)
Supplier performance.
8.5. Improvement
8.5.1 Continual improvement
The business establishes process that continually improves the quality management system.  Each unit facilitates continual improvement.

Those items that will be used by each are the following: 

a.) Quality Policy & Objectives

b.) Internal Audit Results

c.) Analysis of Data

d.) Corrective and Preventive Action

e.) Management Reviews

8.5.2 Corrective action
It is the policy of the business unit to identify, investigate, and address incidents of nonconformance and that corrective action taken is appropriate to the impact of the problems encountered.

In carrying out this process individuals may put a temporary “fix” on the problem identified, determine the root cause, take necessary action to eliminate the problem, and evaluate the situation on an ongoing basis to assure effectivity of actions taken.


Documented changes in business unit procedures and work instructions are carried out as required.

Documented procedure related to corrective action will define the requirements of the process including the following items:

a.) Identification of nonconformity's, including customer complaints.

b.) Determination of the causes of nonconformity's (root cause analysis).

c.) Evaluation of the need for actions to ensure that non-conformities do not recur.

d.) Implementation of any actions determined necessary to ensure that nonconformity’s do not recur.

e.) Record the results of action taken.

f.)
Reviewing that corrective action taken is effective and recorded.
8.5.3 Preventive action
It is the policy of the business unit to apply preventive action to the extent possible so as to minimize the opportunity for nonconformance.

Information gathered from such areas as customer complaints, warranty failures, internal rejections, test results, internal audit results, supplier audit results, and other work processes is used to identify potential or actual nonconformance cases and set preventive controls in motion.

Specific formal preventive-based systems in place within the business unit include (but are not limited to) Early Manufacturing Involvement (EMI), Internal Quality Auditing, Supplier Quality 

System Auditing, Plant Safety Committee, Supplier Performance Measurements, Preventive Action Request and Quality Improvement Request (QIR).

Preventive action taken is appropriate to the impact of the potential problems.

The documented procedure related to preventive action define the requirements of the process includes the following items:

a.) Identification of potential nonconformity's and their causes.

b.) Determining and implementing the need for action to prevent occurrence of nonconformity's

c.) Recording results of actions taken.


d.) Reviewing that preventive action taken is effective and recorded.
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