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Company X, Incorporated

1234 Any Road

Anytown, Ohio 45015

Company X, Incorporated is a small business supplying chemical products to automotive Tier 2 suppliers, to the industrial (metal cleaning and phosphating) sector, to institutional (USDA approvals and restaurant) businesses, and to the transportation (truck washing) industry. Both liquid and dry powders are purchased and blended in accordance with formulas that have been developed or acquired. These products are then packaged in containers as requirements dictate.

Scope of this Manual

This manual covers all aspects of Company X’ systems including all systems affecting the quality of Company X Products. It should be noted that where ISO 9001 is referenced and the release date of 1994 is not specified, it is a reference to ISO 9001 - 1994. There are no references intended to the 1987 release.

ISO 9001 - 1994 elements/clause applicability notes:

1.
Review and Disposition of Nonconforming Product - ISO 9001 Clause 4.13.2

The nature of mixing chemicals allows for adjusting ratios of ingredients. Adjustment of batch component ratios during mixing to ensure the mixture is correct  does not constitute rework or repair.

2.
Handling - ISO 9001 Clause 4.15.2

Both product and ingredients are liquids and dry powders and are not affected by vibration, are not subject to cosmetic blemishes or to other typical handling induced defects. Handling issues are issues of handling containers and contamination issues arising during the transfer of chemicals to and from trucks to containers and to and from the mixing apparatus.

Organization of this Manual

This manual is organized and keyed to ISO 9001 - 1994.

Control and Revision of this Manual

This manual is controlled by the Vice President of Operations in a computer file and hard copy. When this file is updated, the Vice President of Operations notifies affected employees verbally. A history of updates is maintained as described in section 4.5 herein. When ISO 9001 is revised, Company X systems will be reviewed in light of the changes, systems changes will be effected where necessary, and this manual shall be revised to reflect the changes as appropriate.

Company X Quality Policy

It is the policy of Company X Incorporated to provide our customers with products and services that meet or exceed their expectations and needs.

To provide confidence to our customers and distributors that their quality requirements are understood, being fulfilled and maintained.

This quality policy and quality objectives are supported and driven by management as indicated by acceptance of this manual by signature.

Company X Quality Objectives

To constantly seek to improve our chemical products and services by ensuring that all employees understand and carry out all quality assurance requirements that are relevant to their work activities.

To find suppliers with a similar quality assurance philosophy so that their raw materials will help us meet our quality objectives by being of constantly high quality.

To continuously improve the quality of our operations by ensuring that all quality system requirements, including ISO 9001, are being fulfilled.
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This Manual is Based Upon and Keyed to ISO 9001 (1994).

This Manual is Written and Controlled in Compliance with ISO 10013 (1995)

Management Responsibility - Element 4.1
Quality Policy - 4.1.1
Company X has defined and documented its quality policy, including  quality objectives and Company X commitment to quality, within this manual. The quality policy is relevant to Company X organizational goals and the expectations and needs of its customers. Company X Vice-President of Operations ensures that the quality policy is understood, implemented and maintained at all levels of the organization.

Organization - 4.1.2
Responsibility and Authority - 4.1.2.1
The responsibility, authority and the interrelation of personnel who manage, perform and verify work affecting quality is defined and documented within the company organizational chart, this systems manual, flow charts, procedures and related company documentation for personnel who need the organizational freedom and authority to:

a) Initiate action to prevent the occurrence of any nonconformities relating to product, process and quality system;

b) Identify and record any problems relating to the product, process and quality system;

c) Initiate, recommend or provide solutions through designated channels;

d) Verify the implementation of solutions;

e) Control further processing or delivery of nonconforming product until the deficiency or unsatisfactory condition has been corrected.

Resources - 4.1.2.2
Company X Vice-President of Operations identifies resource requirements and provides adequate resources, including the assignment of trained personnel (see 4.2.3 and 4.18 herein), for management, performance of work and verification activities, including internal quality audit related activities.

Management Representative - 4.1.2.3
The President of Company X has appointed the Vice President of Operations as management representative who, irrespective of other responsibilities, has authority for:

a) Ensuring that a quality system is established, implemented and maintained in accordance with ISO 9001, and

b) Reporting on the performance of the quality system to Company X management staff for review and as a basis for improvement of the quality system.

NOTE: The responsibility of the Vice-President of Operations includes liaison with external parties on matters relating to Company X quality system. The Vice-President of Operations can and may delegate specific responsibilities as appropriate.

Management Review - 4.1.3
The Vice President of Operations ensures review of the quality system yearly (as a minimum) to ensure its continuing suitability and effectiveness in satisfying the requirements of ISO 9001 and Company X stated quality policy and objectives (see 4.1.1 herein). Records of reviews are maintained (see 4.16 herein).

Reference: Organizational Chart and Management Review Flow Chart

Quality System - Element 4.2
General - 4.2.1
Company X has established, documented and maintains the quality system described in this manual as a means of ensuring that product conforms to specified requirements. Company X maintains the systems manual (this document) which addresses the requirements of ISO 9001. This systems manual includes or makes reference to the appropriate system procedures and the outline of the structure of the documentation used in the systems.

NOTE: Guidance on quality manuals given in ISO 10013 was followed in producing this manual and is followed for maintaining this manual.

Quality System Procedures - 4.2.2
Where appropriate, Company X has

a) Prepared a documented procedure consistent with the requirements of ISO 9001. The range and detail of the procedures depend upon the complexity of the work, the methods used, and the skills and training needed by personnel involved in carrying out the activity.

b) Effectively implemented the quality system and its documented procedures.

Forms are designed so that their use is self-evident and, in general, procedures on how to use them are not required.

NOTE: Where appropriate, documented procedures make reference to work instructions that define how an activity is performed.

Quality Planning - 4.2.3
Company X has defined and documented how the requirements for quality are met within this manual. Quality planning is consistent with all other requirements of Company X quality system and is documented in a format to suit Company X method of operation. Company X has given consideration to the following activities in meeting the specified requirements for products, projects or contracts:

a) The identification and acquisition of any controls, processes, equipment (including inspection and test equipment), fixtures, resources and skills needed to achieve the required quality;

b) Ensuring the compatibility of the design, the compounding and/or mixing process, inspection and/or test procedures and the applicable documentation;

c) The updating, as necessary, of quality control, inspection and testing techniques, including the development of new instrumentation.

d) The identification of any measurement requirement involving capability that exceeds the known state of the art, in sufficient time for the needed capability to be developed;

e) The identification of suitable verification at appropriate stages in the realization of product;

f) The clarification of standards of acceptability for all features and requirements, including those which contain a subjective element;

g) The identification and preparation of quality records (see 4.16 herein).

NOTE: The quality plans referred to (see 4.2.3a herein) may be in the form of a reference to the appropriate documented procedures that form an integral part of Company X quality system. Where contract review and design review provide appropriate, adequate information, the quality planning form is not required. This determination is made by the Vice President of Operations and/or the Vice President of Production.

Reference: Quality System document, Quality Planning Flow Chart, Documentation document, Document Control Flow Chart, Controlled Document Matrix.

Contract Review - Element 4.3
General - 4.3.1
Company X has established and maintains a documented procedure for contract review.

Review - 4.3.2
Before the submission of an initial tender, or the acceptance of a contract or order (statement of requirement), the tender, contract or order is reviewed the Vice-President of Operations to ensure that:

a) The requirements are adequately defined and documented; where no written statement of requirement is available for an order received by verbal means, the Vice-President of Operations ensures that the order requirements are understood and agreed to before their acceptance;

b) Any differences between the contract or order requirements and those in the tender are resolved;

c) Company X has the capability to meet contract or order requirements.

Contract review is not performed on follow-on orders for a specific product to an established customer. This includes distributors who may have multiple customers for one specific product. Once a customer’s requirements are documented for a specific product during the initial Request For Quote response, no additional review is performed unless a change request is received from a supplier. A request for change may be verbal or written. Quantity changes alone do not automatically trigger a new contract review.

Amendment to a Contract - 4.3.3
Company X processes an amendment to a contract in the same manner as the original contract review process.

Records - 4.3.4
Records of contract reviews are maintained by the Vice-President of Operations (see 4.16 herein).

NOTE: Channels for communication and interfaces within Company X organization in contract matters are defined in accordance with the organization chart.

Reference: Contract Review Flow Chart, Product Pricing Flow Chart.

Design Control - Element 4.4
General - 4.4.1
Company X has established and maintains a documented procedure to control and verify the design of new products in order to ensure that specified requirements are met. The complexity of the design process is relative to the product and customer requirements. The Vice-President of Production is responsible for overseeing the entire design process including appropriate reviews.

Design and Development Planning - 4.4.2
Company X has a defined system for design and development activity. The system flow chart and the design review form describe or reference these activities. The Vice-President of Production is responsible for their implementation. The design and development activities are assigned to qualified personnel equipped with adequate resources. The design review form is updated as the design evolves with respect to Quality Planning (see 4.2.3 herein).

Organizational and Technical Interfaces - 4.4.3
Organizational and technical interfaces between different people which input to the design process are determined by the Vice-President of Production for each effort and the necessary information documented and reviewed at defined intervals (see Design flow chart).

Design Input - 4.4.4
Design input requirements relating to the product, including applicable statutory and regulatory requirements, are identified, documented and their selection reviewed by Company X for adequacy. Incomplete, ambiguous or conflicting requirements are resolved with those responsible for imposing these requirements by the Vice President of Production in a manner appropriate for the specific scenario.

Design input takes into consideration the results of any contract reviewactivities where contract review has been performed.

Design Output - 4.4.5
Design output is documented on the Design Review form by the Vice-President of Production in terms that can be verified and validated against design input requirements.

Design output:

a) Meets the design input requirements

b) Contains or makes reference to acceptance criteria

c) Identifies those characteristics of the design that are crucial to the safe and proper functioning of the product (e.g. use, storage, handling and disposal requirements).

Design output documents are reviewed by the Vice-President of Production before the design is released for production.

Design Review - 4.4.6
At appropriate stages of design, documented reviews of the design results are conducted (see Design Process flow chart). These reviews can be related to stages of completion of the Design Review form. Participants of each design review include representatives of all functions concerned with the design stage being reviewed, as well as other specialist personnel, as determined necessary by the Vice-President of Operations. The design review form is the record of such reviews and is maintained by the Vice-President of Production (see 4.16 herein and Design flow chart).

Design Verification - 4.4.7
At appropriate stages of design, design verification is performed to ensure that the design stage output meets the design stage input requirements through calculations. Design verification calculations are recorded (see 4.16 herein).

NOTE: In addition to conducting design reviews (see 4.4.6 herein), design verification may include activities such as the following:

- Performing alternative calculations,

- Comparing the new design with a similar proven design, if available,

- Undertaking tests and demonstrations, and

- Reviewing the design stage documents before release.

Design Validation - 4.4.8
Design validation is performed to ensure that product conforms to defined user needs and/or requirements through testing as defined during the design review process. Testing may take place at Company X facility or at the customer’s facility as determined by consultation with the customer. Validation requirements are determined by the Vice-President of Production in coordination with the customer.

NOTES:
Design validation normally follows successful design verification (see 4.4.7 herein).

Validation is normally performed under defined operating conditions but may be tested under other conditions if appropriate and so agreed to by the customer.

Validation is normally performed on the final product, but may be necessary in earlier stages prior to product completion.

Multiple validations may be performed if there are different intended uses.

Design Changes - 4.4.9
All design changes and modifications are identified, documented, reviewed and approved by the Vice-President of Production before their implementation in the same manner as an original design.

Reference: Design Flow Chart and Design Review form

Document and Data Control - Element 4.5
General - 4.5.1
Company X has established and maintains a documented procedure to control all documents and data that relate to the requirements of ISO 9001 including, to the extent applicable, documents of external origin such as standards and customer specifications. Each Company X employee is responsible for knowing and understanding how to verify the document they are using is the appropriate revision level. Each Company X employee is also responsible for ensuring they are using the appropriate revision level document. The Vice-President of Operations is responsible for overseeing this systems and ensuring its proper operation.

NOTES:
A ‘documented procedure’ may be a text document, a flow chart, or a combination of the two.

Documents and data may be in the form of any type of media, such as hard copy or electronic media.

While the Controlled Document Matrix is itself a controlled document, its history is not maintained.

Documents such as flow charts and instructions have a general format which is not rigid. There is no font or other formatting requirement.

Documents such as flow charts and instructions are required to have the following, as a minimum:

1.
Originator - This is the originator of the document. It also indicated the person responsible for the document. If a document is revised, the ‘Originator’ will be changed to read ‘Responsibility.

2.
Date or Origin - This is the date the document became effective.

3.
Revision Date - This is the date the document was revised.

4.
Responsible Employee - That person defined by position must be listed on the controlled document matrix.

5.
Location - Must be listed on the controlled document matrix.

6.
Retention Time - In the case of records, the retention time must be listed on the controlled document matrix.

NOTES:

Company X keys revision by date. Revision levels are not stated on the Controlled Document Matrix. Cross referencing the Revision Date allows anyone to find the actual revision level. Each employee is responsible for ensuring he/she is working to the latest Revision Date,.

The Vice-President of Operations is responsible for storage of documents for the period as defined in the controlled document matrix.

Document and Data Approval and Issue - 4.5.2
Documents and data are reviewed and approved for adequacy by the responsible employee as defined in the Controlled Document Matrix. The responsible employee is also responsible for ensuring the document is at the location noted on the controlled document matrix and that the obsolete copy is removed. The controlled document matrix, which also identifies the current revision status of documents by date, is established and is readily available to every employee to preclude the use of invalid and/or obsolete documents. Detailed distribution lists are not necessary. Each document has a point of presence denoted on the controlled document matrix as it's 'Location'. This is the only ‘distribution’ of that specific document. Any document not at its specified location is considered Uncontrolled.

This control ensures that:

a) The pertinent issues of appropriate documents are available at all locations where operations essential to the effective functioning of the quality system are performed;

b) Invalid and/or obsolete documents are promptly removed from all points of issue or use, or otherwise assured against unintended use by the responsible employee; and

c) Any obsolete documents retained for legal and/or knowledge-preservation purposes are suitably identified.

Document and Data Changes- 4.5.3
Changes to documents and data are reviewed and approved by the same employee that performed the original review and approval, unless specifically designated otherwise per the controlled document matrix. The designated employee has access to pertinent background information upon which to base their review and approval.

The nature of the change is identified on a document revision form. This form is put in the Master Systems Manual along with the revised document. The old document (now obsoleted) is stamped OBSOLETE in red and is kept with the revision and the document revision form. In this way, revision history is maintained. The ‘Revised From’ date on the form provides for evidence of continuity of change history.

Reference: Documentation Relationships document, Document Control System Flow Chart, Controlled Document Matrix

Purchasing - Element 4.6

General - 4.6.1
Company X has established and maintains a documented procedure to ensure that purchased product conforms to specified requirements.

Evaluation of Suppliers - 4.6.2
Company X:

a) Evaluates, rates and selects new suppliers on the basis of their ability to meet subcontract requirements including the quality system and any specific quality assurance requirements, where applicable, as well as upon cost;

b) Defines the type and extent of control exercised by Company X over suppliers, when appropriate. This is dependent upon the type of product, the impact of subcontracted product on the quality of final product and, where applicable, on the quality audit reports and/or quality records of the previously demonstrated capability and performance of suppliers (there are no current requirements, nor is there a current need identified, for control of suppliers);

c) Has established and maintains quality records of acceptable suppliers (see 4.16 herein).

NOTE:
Supplier Development: Should occasion arise where a supplier is a desired supplier but scores less than the > or = 3 requirement, Company X may get together with the supplier and develop a plan to help the supplier, through mutually agreed upon means, improve its systems and its rating. Supplier development has not yet been a concern in Company X business and will be procedurally addressed should the need arise.

Purchasing Data - 4.6.3
Purchase orders contain data clearly describing the product ordered, including where applicable:

a) The type, class, grade or other precise identification;

b) The title or other positive identification, and applicable issues of specifications, process requirements, inspection instructions and other relevant technical data, including requirements for approval or qualification of product, procedures, process equipment and/or personnel.

c) The title, number and issue of the quality system standard to be applied, if applicable.

The Vice-President of Operations reviews and approves purchase orders for adequacy of specified requirements prior to release.

Verification of Purchased Product - 4.6.4
Company X Verification at Supplier's Premises - 4.6.4.1
If and when Company X proposes to verify purchased product at the supplier's premises, Company X will specify verification arrangements and the method of product release in the purchasing documents. There is currently no requirement or need for verification at a suppliers facility.

Customer Verification of Subcontracted Product - 4.6.4.2
Where specified in the contract, Company X customer or the customer's representative is afforded the right to verify at the supplier's premises and Company X premises that subcontracted product conforms to specified requirements. Such verification is not used by Company X as evidence of effective control of quality by the supplier. Currently no contract contains such a requirement, however.

Verification by the customer does not absolve Company X of the responsibility to provide acceptable product, nor does it preclude subsequent rejection by the customer.

Reference: Purchasing Flow Chart, Supplier Evaluation Flow Chart

Control of Customer-Supplied Product - Element 4.7
Company X has established and maintains a documented procedure for the control of verification, storage and maintenance of customer supplied product. Company X has identified totes to be our only current customer supplied ‘product’. No customer supplier product is incorporated into any Company X product. In the future, should Company X accept a contract or otherwise make a decision to incorporate customer supplied product into Company X product(s), appropriate systems and requisite documentation will be developed, implemented and maintained.

Any totes which are lost, damaged, or are otherwise unsuitable for use are recorded and reported to the customer for disposition.Company X

Reference: Customer Supplied Product Flow Chart

Product Identification and Traceability - Element 4.8
Company X has established and maintains a documented procedure for identifying products by suitable means from receipt, during all stages of production and through delivery as appropriate to the product and customer requirements.

Where and to the extent that traceability is a specified requirement, Company X has established and maintains a documented procedure for unique identification of individual batches. This identification is recorded (see 4.16 herein).

Reference: Lot Traceability Flow Chart, Batch Number System

Process Control - Element 4.9
Company X identifies and plans production processes which directly affect quality and ensures that these processes are carried out under controlled conditions. Planning occurs during the quality planning, design planning and/or the Request for Quotation stages. Controlled conditions include the following:

a) Documented procedures defining the manner of production where the absence of such procedures could adversely affect quality;

b) Use of suitable production equipment and a suitable working environment;

c) Compliance with reference standard/codes, quality plans and/or documented procedures;

d) Monitoring and control of suitable process parameters and product characteristics;

e) The approval of processes and equipment, as appropriate;

f) Criteria for workmanship, which is stipulated in the clearest practical manner (e.g., written standards, representative samples or illustrations);

g) Suitable maintenance of equipment to ensure continuing process capability.

Company X uses no process where the results cannot be fully verified by subsequent inspection and testing of the product or where, for example, processing deficiencies may become apparent only after the product is in use. Company X currently uses no ‘special’ processes in production. In the future, should Company X design a product which utilizes ‘special’ processes, be required by a customer or should, in the future, the need for special process(es) be determined during quality planning, design planning and/or the Request for Quotation stages, the appropriate documented procedure(s) will be established and maintained and defined records will be maintained for qualified processes, equipment and personnel, as appropriate (see 4.16 herein). Should qualified processes.

The requirements for any qualification of process operations, including associated equipment and personnel (see 4.18 herein), are normally identified and defined during quality planning, design planning and/or the Request for Quotation stages of the process.

NOTE: Processes requiring pre-qualification of their process capability are frequently referred to as special processes.

Reference: Quality Planning Flow Chart, Request for Quotation Flow Chart, Customer Order Processing Flow Chart, Production Flow Chart, Materials Flow Chart, Product Batch Sheets Flow Chart, Shipping Dock Flow Chart, Machine Maintenance sheets, Quality Control Process Flow Chart

Inspection and Testing - Element 4.10
General - 4.10.1
Company X has established and maintains a documented procedure for inspection and testing activities in order to verify that the specified requirements for the product are met. The required inspection and testing, and the records to be established, are determined and documented during the quality planning, design planning and/or the Request for Quotation stages, as appropriate.

Acceptance Criteria
Receiving Inspection and Testing - 4.10.2
4.10.2.1 Company X ensures that incoming product is not used or processed (except in the circumstances described in 4.10.2.3 herein) until it has been verified as conforming to specified requirements. Review of customer certifications (C of A’s) and/or matching the Company X purchase order against the customer shipper can and may constitute ‘verification’. Verification of conformance to any specified requirements is in accordance with customer or process requirements as determined during the quality planning, design planning and/or the Request for Quotation stages, as appropriate.

4.10.2.2 In determining the amount and nature of receiving inspection, consideration will be given to the amount of control exercised at the supplier's premises and the recorded evidence of conformance provided should Company X determine a need to cite specific controls in the future. As of 970206, Company X has not identified any need for control at any sub-contractor’s facility. In the event a specific control is determined to be necessary at a sub-contractor’s facility, Company X will initiate and implement appropriate documentation, controls and systems.

4.10.2.3 Where incoming product Is released for urgent production purposes prior to verification, it is positively identified and recorded (see 4.16 herein) in order to permit immediate recall and replacement in the event of nonconformity to specified requirements. In addition, nonconforming product will normally be identified during the quality check during production.

In-Process Inspection and Testing - 4.10.3
Company X:

a) Inspects and tests the product as detailed in the quality control log;

b) Holds product until the required inspection and tests have been completed or necessary reports have been received and verified, except when product is released under positive-recall procedures (see 4.10.2.3 herein) . Release under positive-recall procedures do not preclude the activities outlined in 4.10.3a herein.

Final Inspection and Testing - 4.10.4
Company X carries out all final inspection as detailed in the Shipping Dock flow chart. This inspection is limited to labeling and documentation verification. Acceptance of the QC check during production prior to packaging in drums or totes completes the evidence of conformance of the finished product to all specific requirements. Requirements are determined during quality planning, design planning and/or the Request for Quotation stages.

No product is dispatched until all the activities specified herein and in other appropriate documentation have been satisfactorily completed and the associated data and documentation are available and authorized.

Inspection and Test Records - 4.10.5

Company X has established and maintains Batch Sheets which provide evidence that product has been tested. Batch Sheets show clearly whether the product has passed or failed testing according to defined acceptance criteria. Where the product fails to pass any test, the procedures for the control of nonconforming product apply (see 4.13 herein).

Records identify the inspection authority responsible for the release of the product (see 4.16 herein).

Reference: Inspection & Test Flow Chart

Control of Inspection, Measuring and Test Equipment - Element 4.11
General - 4.11.1
Company X provides control and maintains inspection, measuring and test equipment used to demonstrate the conformance of product to specified requirements. Inspection, measuring and test equipment is used in a manner which ensures that the measurement uncertainty is known and is consistent with the requirement measurement capability.

Where comparative references are used as forms of inspection, such as solution color or clarity, they are checked to prove that they are capable of verifying the acceptability of product to the extent intended for that specific check, prior to release for use during production. This is normally identified and verified during the quality planning, design planning and/or the Request for Quotation stages.

Currently the availability of technical data pertaining to the inspection, measuring, and test equipment is not a specified customer requirement. However, data is available as verification that the inspection, measuring, and test equipment is functionally adequate.

NOTE: For the purposes of this document, the term "measuring equipment" includes measurement devices.

Control Procedure - 4.11.2
Company X currently does no calibration in-house. All items are calibrated by qualified external sources. Should Company X in the future decide to perform calibrations in-house, appropriate calibration procedures and related necessary documentation will be developed, implemented and maintained.

Company X Vice-President of Production:

a)
Determines the measurements to be made and the accuracy required, and selects the appropriate inspection, measuring and test equipment that is capable of the necessary accuracy and precision;

b)
Identifies all inspection, measuring and test equipment that can affect product quality, and provides for their calibration and adjustment at defined intervals, or prior to use, against certified equipment having a known valid relationship to internationally or nationally recognized standards. If in the future a situation arises where no such standards exist, the basis used for calibration will be documented;

c)
Verifies the process employed for the calibration of inspection, measuring and test equipment, including details of equipment type, unique identification, location, frequency of checks, check method, acceptance criteria and the action to be taken when results are unsatisfactory;

d)
Provides for identification of inspection, measuring and test equipment with a suitable indicator or approved identification record to show the calibration status;

e)
Maintains calibration records for inspection, measuring and test equipment (see 4.16 herein);

f)
Ensures assessment and documentation of the validity of previous inspection and test results when inspection, measuring or test equipment is found to be out of calibration;

g)
Ensures that the environmental conditions are suitable for the calibration, inspection, measurements and tests being carried out;

h)
Ensures that the handling, preservation and storage of inspection, measuring and test equipment is such that the accuracy and fitness for use is maintained;

I)
Safeguards inspection, measuring and test equipment, including both test hardware and test software, from adjustments which would invalidate the calibration setting.

NOTES:
The metrological confirmation system for measuring equipment given in ISO 10012 is used for guidance.

In the case of reagents used in laboratory testing, certifications and/or other documentation accompanying the shipment is filed.

Reference: Calibration Flow Chart, Outsourced Calibration Flow Chart

Inspection and Test Status - Element 4.12
The inspection and test status of product is identified by suitable means, which indicates the conformance or nonconformance of product with regard to inspection and tests performed. The identification of inspection and test status is maintained throughout production of the product to ensure that only product that has passed the required inspections and tests is dispatched.

Reference: Inspection and Test Status Flow Chart

Control of Nonconforming Product - Element 4.13
General - 4.13.1
Company X has established and maintains a documented procedure to ensure that product that does not conform to specified requirements is prevented from unintended use. This control provides for identification, documentation, evaluation, segregation (when practical), disposition of nonconforming product, and for notification to those concerned.

When non-conforming raw material is identified in-house, the Vice-President of Operations contacts the supplier for resolution. The Vice-President of Operations determines whether a Corrective Action request is required. If one is required the Vice-President of Operations communicates this requirement to the customer and follows up as appropriate. The Vice-President of Operations ensures records are kept.

When non-conforming product is identified in-house, the Vice-President of Operations determines whether a formal Corrective Action is necessary. If it is determined one is necessary, the corrective action system is utilized.

Review and Disposition of Nonconforming Product - 4.13.2
The Vice-President of Production is responsible for review of, and has the authority to disposition, nonconforming product.

Nonconforming product may only be:

Reworked

Rejected and scrapped.

Company X does not repair product.

Reference: Nonconforming Product Flow Chart, Corrective Action Flow Chart

Corrective and Preventive Action - Element 4.14
General - 4.14.1
Company X has established and maintains a documented procedure for implementing corrective and preventive action.

Any corrective or preventive action taken to eliminate the causes of actual or potential nonconformities is to a degree appropriate to the magnitude of problems and commensurate with the risks and costs encountered. This evaluation is made by the Vice-President of Operations and/or the Vice-President of Production.

Company X implements and records any changes resulting from corrective and preventive action.

Corrective Action - 4.14.2
The procedure for corrective action includes:

a) The effective handling of customer complaints and reports of product nonconformity (also see 4.14.1 herein);

b) Investigation of the cause of nonconformities relating to product, process and quality system, and recording the results of the investigation (see 4.16 herein);

c) Determination of the corrective action needed to eliminate the cause of nonconformity;

d) Application of controls to ensure that corrective action is taken and that it is effective.

Preventive Action - 4.14.3
Preventive action includes:

a) The use of appropriate sources of information such as processes and work operations which affect product quality, concessions, audit results, quality records, service reports and customer complaints to detect, analyze and eliminate potential causes of nonconformities;

b) Determination of the steps needed to deal with any problems requiring preventive action;

c) Initiation of preventive action and application of controls to ensure that it is effective;

d) Ensuring that relevant information on actions taken is submitted for management review (see 4.1.3).

Reference: Corrective and Preventive Action Flow Chart

Handling, Storage, Packaging, Preservation and Delivery - Element 4.15
General - 4.15.1
Company X ensures handling, storage, packaging, preservation and delivery of product are adequately addressed. This section of the Company X systems manual serves as the requisite documented procedure.

Handling - 4.15.2
Company X product is not subject to damage by handling as it is containerized liquid or dry powder. These are unaffected by impact or other general handling concerns. Contamination is not a handling factor.

Storage - 4.15.3
Company X uses designated storage areas in multiple buildings to prevent damage or deterioration of raw materials and product, pending use or delivery. Conditions for storage are appropriate for the stability of the product and raw materials. Appropriate methods for authorizing receipt to and dispatch from such areas are stipulated. In general, containers are sealed which prevents contamination. Product temperature sensitivities are determined during design, request for quote and/or quality planning. It is from this stage that storage requirements are determined and appropriately documented.

Packaging - 4.15.4
Company X controls packaging and marking processes (including materials used) to the extent necessary to ensure conformance to specified requirements.

Preservation - 4.15.5
Company X identifies potential preservation issues during design, request for quote and/or quality planning and applies appropriate methods for preservation and segregation of product while the product is under Company X control (also see 4.15.3 herein).

Delivery - 4.15.6
Company X arranges for the protection of the quality of product after final inspection and test. This protection is extended to include delivery to destination.

Reference: Handling, Storage, Packaging, Preservation and Delivery Flow Charts

Control of Quality Records - Element 4.16
Company X has established and maintains a documented procedure for identification, collection, indexing, access, filing, storage, maintenance and disposition of quality records.

Quality records are maintained to demonstrate conformance to specified requirements and the effective operation of the quality system. Pertinent quality records such as C of A’s from suppliers are an element of this data. Quality records are listed on the controlled document matrix where their retention time is listed. Quality records are mainatined for a minimum of the time specified on the controlled document matrix, however they may be retained as long as Company X Chemical deems necessary and appropriate.

All quality records are legible and are stored and retained in such a way that they are readily retrievable and that provide a suitable environment to prevent damage or deterioration and to prevent loss. Retention times of quality records are established and recorded on the Controlled Document Matrix. There are no current contractual requirements for record retention. In the future should record retention be required contractually, quality records will be made available for evaluation by the customer or the customer's representative for the agreed period.

NOTE: Records can be in the form of any type of media, such as hard copy or electronic media.

Reference: Quality Records Flow Chart

Internal Quality Audits - Element 4.17
Company X has established and maintains a documented procedure for planning and implementing internal quality audits to verify whether quality activities and related results comply with planned arrangements and to determine the effectiveness of the quality system. This system utilizes qualified contract auditors. These auditors provide reports which are used as a basis for systems improvement. The results of the audits are recorded (see 4.16 herein) and brought to the attention of the personnel having responsibility in the area audited. The management personnel responsible for the area take timely corrective action on the deficiencies found during the audit.

Should Company X in the future decide to undertake internal auditing by Company X employees, adequate training shall be provided to the prospective auditors and the appropriate documentation and systems shall be developed, implemented and maintained.

Internal quality audits are scheduled on the basis of the status and importance of the activity to be audited and are carried out by personnel independent of those having direct responsibility for the activity being audited by the Vice-President of Operations.

Follow-up audit activities verify and record the implementation and effectiveness of the corrective action taken (see 4.16 herein).

NOTES:
The results of internal quality audits form an integral part of the input to management review activities (see 4.1.3 herein).

Guidance on quality system audits given in ISO 10011-1, -2, and -3 (1994) is followed.

Reference: Internal Audit Flow Chart

Training - Element 4.18
Company X identifies training needs and provides for the training of all personnel performing activities affecting quality. Personnel performing specific assigned tasks and/or experience, as required. Appropriate records of training are maintained (see 4.16 herein).

Reference: Training Flow Chart, On The Job Training Check List

Servicing - Element 4.19
There are no current contractual requirements for service. In the future should Company X agree to a contract with service requirements, a documented procedure will be developed, implemented and maintained as appropriate.

Company X does provide service, however, in working with customers at any stage in the business process from initial contact through ongoing sales and customer use. Company X provides, where appropriate, help in testing for suitability, help in getting a system up and running, with ongoing support (on-site when appropriate) in situation specific contexts. Currently Company X does not see a need for a system to define a specific service function.

Statistical Techniques - Element 4.20
Identification of Need - 4.20.1
Identification of need for statistical techniques occurs during quality planning, request for quote and/or the design stage of product development. Currently Company X has not identified a need for statistical techniques to establish, control and/or verify process capability and/or product characteristics.

Procedures - 4.20.2
In the future should Company X Chemical identify a need for statistical techniques the appropriate documentation and systems shall be developed, implemented and maintained.
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