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Confidentiality Notice

This Material is proprietary to Standard Meter Lab and is not to be used by the recipient for any purpose other than the purpose for which it was transmitted or received. The material remains the property of Standard Meter Lab. The material may not be reproduced or disclosed to third parties without the consent of Standard Meter Lab.

Services provided by Standard Meter Lab Technical Services Group as the supplier to or for any purchaser are considered proprietary to both. Calibration certificates, data sheets, test reports, invoices, customer records generated for any customer/purchaser are confidential and will only be released with expressed written consent of the original purchaser or an authorized representative of the purchaser's organization.

It is expressly forbidden for any customer/purchaser to copy a test report prepared by Standard Meter Lab's Technical Services Group unless the copy is true and a complete representation of the original.
QUALITY POLICY 

Our Quality Policy is:

"Consistent, Excellent Service - Guaranteed"

We achieve this by continually improving our products, services, processes, methods and work environment to ensure that each customer is receiving consistently high quality products and services on time. Standard Meter Lab's goal is to meet or exceed the needs and requirements of all our customers. We shall achieve customer satisfaction through continued process improvements. We shall ensure the necessary environment; procedures, training, tools and equipment are available to support all of our customers needs. 

In order to meet our goals we will pursue the following quality objectives:
· Provide our customers with only the highest quality products and services as demonstrated on an annual basis through tracking RMA returns with a goal of 0% customer returns.

· Provide products and services on time as verified through customer feedback and internal data analysis with a goal of 95%

· Provide our customers with the best value for our products and services as demonstrated by their continued business.

· Hold open communications with our customers as part of our customer service function in order to meet the customer's needs.

· Employ continuous improvement concepts through the use of internal audits, corrective action reports, and employee and customer feedback.

Statement of practices

It is the policy of Standard Meter Lab that our Technical Services Group, as well as any outside providers of services utilized by this company, will engage in good professional laboratory practices. All management will ensure that the services provided are free from influences that could detract from or compromise the integrity of the measurements made, data provided or the products produced.

It is also our policy to treat all information provided to us by our customers as confidential and proprietary to our customers. No employee of the company will reproduce, divulge or disclose any material, documentation or information obtained by any means to any party whatsoever without the expressed written consent of the customer who provided such into our care and control.

We acknowledge that it is the requirements of our customers that dictate the metrological measurements to be taken, but the measurements themselves are absolute and not subject to interpretation.  At all times, and under all circumstances, our technicians will utilize accepted measurement techniques employing reference standards, natural physical constants or ratio metric techniques to record measurements that are precise and of the highest accuracy possible with the minimum of uncertainty.


________________________


Robert J. Smith  


Vice President
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1.
Manual Control Policy:

This Quality Manual, issued and controlled by Standard Meter Lab Inc. describes the Quality Management System, which is effective across all disciplines and at all levels within the company.

1.1
General:


The primary purpose of this Quality Policies Manual is to describe and document the Quality Management System used by Standard Meter Lab and assure the quality of it's products and services.

This Manual is the central source of general policies, procedures and responsibilities that authorize and govern creation of subsidiary quality related documentation and activities.

This Manual provides comprehensive evidence to all customers, suppliers, and employees that Standard Meter Lab Inc. is committed to establishing and maintaining acceptable levels of measurable Quality in it's products and services.

While the basic structure of the quality system is designed to comply with the ISO 9001: 2008 document, these requirements are complementary, (not alternative) to specific customer technical or quality assurance standards referenced by contract.

The controls provided within this document pertain to practices of quality assurance that will ensure our ability to conform to the customer’s specific requirements. It further establishes the requirements for instrument control and documentation of instrument services for equipment when the customer's purchase order references requirements such as processing per ANSI/NCSL Z540-1-1994 or ISO/IEC 17025

The requirements of the referenced standards and the Quality System are designed to prevent non-conformity during all phases of the services provided by this company, and for detecting and implementing the means to prevent recurrence. 

  1.2
Scope:

This document defines the processes and controls used in the maintenance of Standard Meter Lab’s Quality Management System. It is structured around our core proficiencies (New equipment sales and calibration services) and is written for one purpose. To ensure the highest possible level of quality is provided to our customers. 
1.3
Application:

Standard Meter Lab Inc. consists of two groups, a Technical Services Group and a Distribution Sales Group which are described as follows:

a)
The Technical Services Group is an independent Calibration Laboratory performing complete metrology solutions for Calibration and repair of electrical, electromechanical, mechanical, physical and dimensional, test and measurement equipment and process control instrumentation.

b)
The Distribution Sales Group stocks and sells Industrial instrumentation, test equipment, meters and a variety of other products from an array of different manufacturers. 

The Standard Meter Lab philosophy, policies, objectives, documentation and controls stated in this quality system shall apply to the following:

a)
Technical Services Group, including full time, part time, temporary and contract employees.

b)
Company owned instrumentation, and customer owned equipment/parts handed over to Standard Meter Lab Technical Services Group. 
  

Nothing in the quality manual or quality system precludes the deviation from the requirements of this system provided the following conditions are satisfied:

a)
The deviation is specified as a requirement of the customer and documented in either the tender issued by the customer or as an amendment to the requirements of the tender as specified by the customer.

b.) 
The deviation is required to maintain competitiveness for the market served and has been documented and reviewed and approved by the Quality Manager.

c)
If a deviation is warranted the deviation will be reviewed and documented by the General Manager for compliance to the Quality Policies Manual and procedures and ISO/IEC 17025 if applicable. The deviation shall be forwarded to the Quality Assurance Manager for approval.  

1.4
Preparation:

The Quality Assurance Manual will be published using the standard format on which this section appears.

All related documents or procedures will use the standard format in addition to the alpha-numeric systems of paragraphing, as illustrated by par 3.2.2.1 a, and example:

3.1

3.2


3.2.1


3.2.2



3.2.2.1




a)

1.5
Issues, Distribution, and Maintenance:

This Manual is issued under the authority of the President of Standard Meter Lab.

The Quality Assurance Manager bears the primary responsibility for the preparation, issue, and upkeep of this manual and related documents or procedures.

After the preparation of the manual, the Quality Assurance Manager is responsible for the initial distribution of any controlled copies of the manual that might be necessary. 

Employee access to this manual is granted via a digital copy maintained on a common directory of the computer system. In the event that a controlled copy of this manual (Hard copy format) be issued it would be serially numbered, and a distribution list kept to show who has been issued that copy. Revisions, additions, or deletions occurring as a result of periodic review or other authorized changes will be controlled through the issue of revisions to authorized individuals listed on that master distribution list.
Uncontrolled copies of this manual may be distributed, from time-to-time to individuals or organizations outside the company. These copies will not be numbered or logged and will not receive changes as they occur. These copies will be stamped “UNCONTROLLED COPY”

The Quality Assurance Manager is responsible for the annual review of the contents of the manual to ensure that its requirements reflects current operating conditions and meets with company needs. This may also be done immediately following internal quality audits or, source inspections, or site visits by customers or accrediting organizations.

This manual is a numbered, controlled document, unless otherwise marked. 
1.6
Exclusions:

The Technical Services Group Has the Following exclusions from ISO 9001:2000

	Clause or sub-clause
	Exclusion
	Justification

	7.3
	Design and Development
	This exclusion applies to the Technical Services Group. The Test and Calibration Laboratories do not manufacture product


1.7
Review:

The manual will be reviewed at a minimum annually.  
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2.
Normative References:
ANSI/ISO 9000:2000 
Quality Management Systems - Fundamentals and Vocabulary

ANSI/ISO 9001:2000 
Quality Management System Requirements

ANSI/ISO 9004:2000 
Quality Management Systems - Guide Lines for Performance Improvements

ISO 9001:2008
Quality Management Systems - Requirements
ISO/IEC 17025:1999(E)
General Requirements for the competence of Testing and Calibration Laboratories.

ANSI/NCSL Z540-1-1994
Calibration Laboratories and M&TE - General Requirements


ISO 10012-1: 1992 (E)
Quality Assurance Requirements for Measuring Equipment 
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3.
Quality Systems Definitions
3.1
Approved Supplier List - A listing or record of suppliers that have been approved to provide materials, parts, products and/or services.

3.2
Audit - A systematic and independent examination of activities to determine whether they comply with planned arrangements and whether these arrangements are implemented effectively and are suitable to achieve documented objectives.

3.3
Calibration - The process by which measurement and test equipment is checked for accuracy by comparison with known standards.

3.4
Conformance - The state of meeting the specified requirement(s).

3.5
Continuous Improvement - The systematic and continuous elimination of wasted capital, materials, labor and time accomplished by the identification and resolution of problems, (root Causes) and the reduction of variation.

3.6
Controlled Copy - The reproduction of a document, which is distributed via a controlled system that assures maintenance to the latest revision.

3.7
Contract - Requirements agreed to between a supplier and a customer, transmitted by any means.

3.8
Critical Component - A component defined as critical in product specifications.

3.9
Customer - The recipient of a product or service provided by a supplier.

3.10
Customer Complaint - Any reported allegation, written or verbal, from a customer of deficiencies related to the identity, quality, durability, reliability safety or performance of a product or service. 

3.11
Document - To write requirements prior to an event; or drawing, specification, procedure, etc., which contains written requirements.

3.12
Finding - Objective evidence that a system/product requirement or specification is missing or is not being implemented with complete reliability.

3.13
Label - All written, printed or graphic matter:


           a) On a product or any of its containers or wrappers; or 


           b) Accompanying a product;


relating to identification, technical description and use of the product but excluding shipping documents.

3.14
Labeling - The process of combining labels with products.

3.15
Nonconformance - A deficiency of a characteristic or a failure to adhere to documented procedures, which may render the quality of a product or service unacceptable or indeterminate.

3.16
Observation - Objective evidence that a system/product requirement or specification is not being implemented with complete reliability, but is not repetitive or missing. An observation may also include an audit element, which is not contrary to documented requirements, but warrants further qualification or improvement.

3.17
Operator Certification/Qualification - A written record declaring the operator's adequate knowledge and compliance with a process to a designated quality control standard.

3.18
Procedure - A document that describes specifically how an activity is to be performed. It may include methods to be used, equipment to be used and sequence of operations.

3.19
Process – A set of interrelated resources and activities, which transforms inputs into outputs.  

3.20
Process Control – Operational procedures designed to monitor a process with built in feedback and adjustment steps required to maintain the outcome (product or service) in conformance with requirements. 

3.21
Product – The physical good or service that is the output of a process. 

3.22
Qualified Auditor – An individual trained and experienced in designated audit procedures who is independent of the system or activity to be audited. 

3.23
Quality – The totality of characteristics of a product or service that bear on its ability to satisfy stated and implied requirements or needs. 

3.24
Quality Assurance – The activity of providing the evidence needed to establish confidence among all concerned that the quality function is being effectively performed. Dynamic planned quality systems designed with emphasis on prevention. Quality Assurance depends on tangible evidence of adequacy of such characteristics as capability, availability, reliability, operability, maintainability, durability, safety and cost.  

3.25
Quality Policies Manual – An approved quality manual that describes the methods and controls for conformance of the products and services provided.

3.26
Quality Characteristics – Features of a product that effect performance and the ability to satisfy a customer.  
3.27
Quality Control – Inspection, test or examination techniques used to ensure that
 materials, products or services conform to specified requirements.  
3.28
Quality Plan – Specifies requirements for the quality control, documentation and traceability for a product or group of products.  
3.29
Quality System – The organizational structure, responsibilities, procedures, processes and resources necessary to effectively manage the quality function.








3.30
Record – Retrievable information / data.













3.31
Reliability – The probability that a product or service will perform a required function under stated conditions for a given period of time.

3.32
Repair – An activity involving disassembly, re-assembly and testing of equipment with 

or without the replacement of parts. 

3.33
Requirement – All stated and implied criteria, which must be met to satisfy market demands. 

3.34
Review – An examination to evaluate conformance, which shall be indicated by signature, initials, stamps, flags/indicators, etc.












3.35
Rework – Restoring a nonconformance to conformance of original specifications.










3.36
Tender – Offer made by a supplier in response to an invitation to satisfy a contract award to provide product. 
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4.1
General Requirements
Standard Meter Lab has implemented a Quality Management System that is continuously maintained for effectiveness and process improvements in accordance with the requirements of ISO 9001:2008. 

In implementing the quality management system, Standard Meter Lab Inc. does the following:

a)  
Identifies the processes needed for the quality management system and their application throughout the organization; (See Appendix “A”)

b)
Determines the sequence and interaction of these processes;

c)
Determines criteria and methods required to ensure the effective operation and control of these processes;

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

e)
Monitors, measures and analyzes these processes, and

f)
Takes action necessary to achieve planned results and continual improvement.

4.1.1
Management Requirements

It is the responsibility of all management of Standard Meter Lab Inc. to:

a)
Have managerial and technical personnel with the authority and resources needed to carry out their duties and identify the occurrences of departures from the quality system and procedures to initiate actions that prevent or minimize such departures.

b)
Have policies and procedures to ensure the protection of its client's confidential information and proprietary rights.

c)
Have policies and procedures to avoid involvement in any activities that would diminish confidence in its competence, impartiality, judgment or operational integrity.

d)
Define the organization and management structure of the laboratory, the relationships between quality management, technical operations and support services.

e)
Specify the responsibility, authority and interrelationships of all personnel who manage, perform or verify work affecting the quality of tests, calibrations and or products.

f)
Provide adequate supervision of staff, including trainees, by persons familiar with methods and procedures.

g)
Appoint a member of staff as Quality Manager (however named) who, irrespective of other duties and responsibilities, shall have defined responsibility and authority for ensuring that the quality system is implemented and followed at all times. The Quality Manager shall have direct access to the highest level of management at which decisions are made on laboratory policy or resources.

4.1.2
Responsibilities and authorities:

4.1.2.1
Quality Manager- reports to the General Manager and is responsible for all matters pertaining to the quality of the services provided. The Quality Manager has been delegated the authority to implement and maintain the quality system. The Quality Manager also serves as the Management representative.

4.1.2.2
Technical Services Manager- has the overall responsibility to supervise all personnel in the laboratory whether technical or administrative in nature. He/She is also responsible to ensure all operations are carried out in accordance with the Quality Policies Manual and Quality Process Procedures. 

4.1.2.3
All Employees- are responsible for compliance to the quality system. All employees are trained and held accountable for full understanding of the system and the governing management philosophy.

Each employee has the authority and responsibility to prevent the occurrence of any nonconformity identified under the quality system. All employees shall identify or record all quality-related problems and bring them to the attention of their immediate supervisor. They can be asked to recommend solutions and verify the implementation thereof, control all further processing or delivery of any nonconformance until the problem has been corrected.

All employees have the full authority to bring to the attention of any manager of this company any quality related problem. Employees should work through their immediate supervisors however they may contact the Quality Manager directly if they feel the circumstances warrant it.

4.1.3 Outsourced processes:

4.1.3.1 All outsourced processes are controlled in accordance with PURCHASING PROCEDURE (SML-215)

4.2
Documentation Requirements
4.2.1
General  

The Quality System Documentation consists of five levels; the Company Policy (level one), the Quality Policies Manual (level two), Quality Procedures (level three), Work Instructions (level four) and Records (level five).  Supplemental to these documents are the Inspection and Test Plans and Master Lists.  
LEVEL I   Company Policy – A documented Policy Statement 

LEVEL II   Quality Policies Manual – The Quality Policies Manual establishes requirements and guidelines for the overall Quality System objectives.  These requirements and guidelines are applicable to the operations at Standard Meter Lab.

LEVEL III   Quality Procedures – The Quality Procedures Manual is a collection of Process Procedures (SOP’s), which are documented in conformance with, and support of the Quality Policies Manual’s requirements and guidelines.  The Quality Procedures Manual details the implementation of requirements and guidelines for the operation as required by ISO 9001:2008, ISO/IEC 17025 and ANSI/NCSL Z540. 

LEVEL IV   Work Instructions – Work Instructions are documented as necessary to support each applicable Quality Procedure.  They detail specific quality or inspection information and specific instructions for performance of individual tasks.

LEVEL V   Records – Completed forms provide the objective evidence of compliance.   

4.2.2 
Quality Manual  

The President of Standard Meter Lab delegates the responsibility for the preparation, distribution and the maintenance of the Quality Policies Manual to the Quality Assurance Manager.

Assigned holders of the Quality Policies Manual are responsible for maintaining controlled copies and for the communication/training required by the most recent revisions. 

Initial Review/Approval – The Quality Assurance Manager approves the Quality Policies Manual.  The President approves the Quality Policy.

Review/Approval of Revisions – Revisions to the Quality Policies Manual are subject to the same review and approval process as the original. 

Revisions are subject to the following:

a)
Manual revisions are controlled by section and only revised section headers have a revision level (i.e. Rev.: 2R).

b)
Revision levels are assigned in numeric order, starting with “1” for the original issue and increasing by one with each revision.

c)
Section: 0.1, (Index) is also revised to incorporate identification of the changed section and to document the revision status of the manual. 

Change Identification – Where practical, revision to sections is indicated by using an italic font.  If changes are extensive, the section is rewritten completely and designated by the addition of an “R” to the revision number on the page and in the index, (i.e. 2R).  Grammatical changes are not designated. 

Record of Changes – The Quality Assurance Department maintains a history of revisions and a file of superceded documents.

Controlled/Uncontrolled Copies:

a)
The Quality Assurance Manager issues only controlled copies of the Quality Policies Manual.

b)
Controlled copies are assigned according to the Quality Manual Distribution List.  The Quality Assurance Manager maintains the Quality Manual Distribution List.

c)
Serial numbers of copies downgraded from controlled to uncontrolled are not reused.  

d)
Only controlled copies of the Quality Policies Manual are distributed and used by Standard Meter Lab personnel.  

e)
Uncontrolled copies are not maintained with subsequent revisions and are not issued to personnel. 

Revision Distribution:

a)
The Quality Assurance Manager revises all copies of the Quality Policies Manual and distributes as required.

It is the responsibility of the General Manager and the Quality Assurance Manager to implement and maintain the Quality System defined in the Quality Policies Manual.

The Quality Assurance Manager is responsible for the issuance and control of the Quality Policies Manual.

The Quality Assurance Manager maintains a record for all controlled copies of the Quality Policies Manual.

Manuals are either controlled or uncontrolled issues. Standard Meter Lab personnel use only controlled copies unless otherwise authorized.


4.2.3
Control of Documents 

Standard Meter Lab establishes, implements and maintains documented procedures to control all documentation and data that relate to Quality System requirements, to include documents of external origin such as standards and customer drawings. See DOCUMENT CONTROL PROCEDURE (SML-201)
It is the responsibility of the Quality Assurance Manager and the assigned holders of Quality System Documents to maintain Quality System Documentation.

Documents and data are reviewed and approved for adequacy by the Quality Assurance Manager and the appropriate Department Supervisors as per the documented procedures. These controls ensure that:


a)
All documents, instructions and procedures are adequate for their intended purpose.

b)
Correct documents, instructions and procedures are available at effected work locations and/or accessible to appropriate personnel.

c)
Obsolete documents are promptly removed from all points of issue or use.

d)
Revision levels of documents can be readily identified.

Document Revisions are subject to:

a)
Approval – Revisions to documents are reviewed and approved by the same approval process and/or authority as the original.  

b)
Revision Identification – Revised documents reflect the nature of revisions, where practical. 

c)
Record of Revisions – Records of revisions are maintained by the issuing function where appropriate.

4.2.4
 Control of Records

Standard Meter Lab establishes, implements and maintains documented procedures for the identification, collection, indexing, filing, storage, maintenance and disposition of quality records.

The Quality Assurance Manager is responsible for the Control of Quality Records.

Department/Function Managers are also responsible for documentation, accumulation and maintenance of quality records. 
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5.1
Management Commitment
Standard Meter Lab has implemented a Quality Management System that is continuously maintained for effectiveness and process improvements in accordance with the requirements of ISO 9001:2008 and all other statutory or regulatory requirements as appropriate.

The Vice President provides evidence of commitment to the development and implementation of the quality management system by;

a)
Communicating to Standard Meter Lab the importance of meeting customer as well as statutory and regulatory requirements. Several channels of communication will be used including training, employee meetings, postings on Bulletin boards, videotapes, email etc.

b)
Establishing our quality policy and quality objectives; (sections 5.3 & 4.4.1)

c)
Conducting regularly scheduled management reviews; (section 5.6)

d)
Ensuring the availability of necessary resources.

5.2
Customer Focus
Standard Meter Lab establishes, implements and maintains documented procedures for contract review and for the coordination of related activities.

It is the responsibility of the Service Sales Department to review all tenders and contract offerings.

Customer quotations, inquiries, orders and contracts are reviewed to ensure customer requirements are adequately defined and documented.

Any changes or amendments to the contract are reviewed according to the procedures established by Sales, Marketing and Customer Service functions.  

5.3
Quality Policy
Standard Meter Lab. defines and documents its Policy for Quality, which provides the overall objectives for an effective Quality Management System.  The Company Policy is relevant to the company’s goals and the expectations of its customers.  

The President has defined and approved the company's quality policy as shown on page three (3) of this manual. This policy has considered the following:

a)
The need to be appropriate to the purpose of Standard Meter Lab.;

b)
The need to include a commitment to meeting requirements and to continual improvement of the quality Management System;

c)
The need to provide a framework for establishing and reviewing quality objectives;

d)
The need to be communicated and understood within the company by training and posting on bulletin boards.

e)
The need to be reviewed annually for continuing suitability.

Standard Meter Lab's employees and management are committed to assuring that this policy is implemented, understood and maintained at all levels of the organization. 

5.4
Planning
5.4.1 
Quality Objectives  

The General Manager is responsible for identifying and implementing the processes; equipment and controls (including test equipment) needed to achieve the required quality. 

It is the responsibility of the General Manager and the Quality Assurance Manager to ensure the compatibility of all Quality Management System pieces.


The General Manager and the Quality Assurance Manager are responsible for Quality Assurance inspection and testing techniques, including the development of new techniques. 

The General Manager is responsible for the identification of suitable verification
at appropriate stages in the realization of product.
  









The General Manger is responsible for the clarification of standards of acceptability for all features and requirements, including those that contain a subjective element.  







5.4.2 
Quality Management System Planning  

Standard Meter Lab’s President reviews the appropriate resource requirements for planning and provides adequate resources and assigns trained personnel to execute all functions of the Quality Management System.

Organizational Changes – As organizational changes are implemented and responsibilities are defined (or newly created), it is the responsibility of the General Manager to assure the timely revision of associated documentation and the proper training of associated personnel. 

5.5 
Responsibilities, Authority and Communication

5.5.1
Responsibility and Authority  

Standard Meter Lab's General Manager is responsible for the review of the appropriate resource requirements, providing adequate resources and assigning trained personnel to communicate and execute all functions of the Quality Management System within the organization.

5.5.2
Management Representative  

The Quality Assurance Manager at Standard Meter Lab is the Management Representative and is responsible for reporting the progress and implementation of the provisions outlined in the Quality Policies Manual in accordance with international standard ISO 9001:2008.  

The Management Representative is responsible for assuring that the Quality Management System is implemented at all levels of the organization. The Management Representative is a member of the management team with the necessary authority required to accomplish implementation. The Management Representative also acts as the liaison for third party auditors.  

5.5.3
Internal Communication  

Standard Meter Lab’s General Manager ensures that appropriate communication processes are established within the organization. Evidence of such communications can be found in company memos, verbal communications, employee meetings, training sessions and e-mails.  

5.6
Management Review
5.6.1
General  

The Review Board conducts a Management Review of the Quality System annually, (at a minimum); to assess it’s continued suitability, effectiveness and future direction.

Records of Management Reviews – The Administrative Support Manager records/documents a summary, (minutes), of each management review.

5.6.2
Review Input  

Management Review Process Inputs – The Review Board reviews all appropriate Quality Management System documentation.

5.6.3
Review Output  


Management Review Process Outputs – The Review Board provides a list of changes to be implemented.
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6.1
Provision of Resources

Standard Meter Lab’s General Manager is responsible for determining the appropriate resource requirements and providing adequate resources for the organization. This includes, assigning trained personnel to implement and maintain the Quality Management System and continually improve its effectiveness in regards to customer satisfaction and customer requirements.
6.2
Human Resources
6.2.1
General 

Standard Meter Lab establishes, implements and maintains documented procedures for identifying training needs and for ensuring that personnel performing activities affecting quality are adequately trained, qualified and certified per established requirements or standards. 

6.2.2
Competence, Awareness and Training 

Department Managers are responsible for defining personnel qualifications and ensuring that the appropriate personnel are trained and aware of their role affecting product quality.  Accordingly, the Human Resources Manager is responsible for maintaining personnel training records.  

6.3
Infrastructure
Standard Meter Lab establishes and maintains the facilities, utilities and all associated hardware, software and supporting services needed to achieve product quality.  

6.4
Work Environment
Standard Meter Lab establishes and maintains the appropriate work environment needed to achieve product quality requirements. 
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7.1
Planning of Product Realization
Standard Meter Lab develops the processes needed for Product Realization in accordance with the requirements of other processes of the Quality Management System.
The following is determined with output in a form according to standard methods of operation:
a)
Quality objectives and requirements for the product  

b)
The need to establish processes, documents, and provide resources specific to the product 


c)
The required verification, validation, monitoring, inspection and test activities specific to the product and the criteria for product acceptance

d)
Records needed to provide evidence that the realization processes and resulting product meet necessary requirements     

7.2
Customer-Related Processes
7.2.1
Determination of Requirements Related to the Product

Standard Meter Lab determines the following:

a)
The requirements specified by the customer, including the requirements for delivery and post-delivery activities

b)
The requirements not stated by the customer but necessary for specified or intended use, where such is known

c)
Statutory and regulatory requirements related to the product

d)
Any additional requirements determined by the organization     

7.2.2
Review of Requirements Related to the Product

Standard Meter Lab reviews the requirements related to the product prior to contracting with a customer and ensures that: 

a)
Product requirements are defined

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

c)
The defined requirements can be achieved 

Standard Meter Lab maintains records of the results of reviews and actions arising from the review.

Standard Meter Lab confirms product requirements with the customer when no documented statement is provided and ensures that relevant documents are amended and relevant personnel are notified of any changes or modifications.

7.2.3
Customer Communication

Standard Meter Lab develops and implements effective methods of communicating with customers in relation to product information, inquiries, contracts or order handling, including amendments and customer feedback, including customer complaints. 

7.3 
Design and Development
7.3.1
Design and Development Planning

Standard Meter Lab Technical Services Group is a servicing organization. Our Technical Services group does not perform design and development of manufactured products. 

7.4
Purchasing
7.4.1
Purchasing Process

Standard Meter Lab has developed, documented and implemented procedures and systems to ensure that material, products and services purchased from suppliers conform to specified requirements. 

The Purchasing Manager is responsible for Purchasing procedures and all relevant Quality System documentation, such as records.

The Purchasing Manager is responsible for vendors on the Approved Suppliers List.  All vendors on the Approved suppliers List as of January 1st, 2003 are grandfathered as to their status on the list.    




7.4.2
Purchasing Information

Standard Meter Lab ensures that specified purchase requirements are adequate prior to being communicated to the supplier and that they describe the product, to include: 

a)
Requirements for approval of product, procedures, processes and equipment 

b)
Requirements for qualification of personnel

c)
Quality Management System requirements

7.4.3
Verification of Purchased Product

Standard Meter Lab ensures that purchased products meet specified purchase requirements in accordance with quality procedures.  The verification of purchased parts, materials and services, including purchaser-supplied material, are the responsibility of the Receiving Inspection Personnel. 


Purchased product that is to be inspected or verified at the suppliers’ facility requires special arrangements from Standard Meter Lab purchasing department.

7.5
Production and Service Provision
7.5.1
Control of Production and Service Provision

Standard Meter Lab establishes and maintains production and service provision under controlled conditions to include the following:

a)
The availability of information that describes the characteristics of the product 

b)
The availability of work instructions, as necessary

c)
The use of suitable equipment

d)
The availability of monitoring and measuring devices

e)
The implementation of monitoring and measurement

f)
The implementation of release, delivery and post-delivery activities

7.5.2
Validation of Processes for Production and Service Provision

Standard Meter Lab validates processes for production and service provision where the resulting output cannot be verified by subsequent monitoring or measurement, to include processes where deficiencies become apparent only after the product is in use or the service has been delivered.  The validation shall demonstrate the ability of these processes to achieve planned results. 

Standard Meter Lab establishes arrangements for these processes including:

a)
Defined 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 procedures

e)
Revalidation

7.5.3
Identification and Traceability

Standard Meter Lab establishes, implements and maintains the appropriate documented procedures for Product Identification and Traceability, during all stages of product realization. 

The Production Manager is responsible for Product Identification and Traceability.  Products are identified during all stages of production.

Traceability is provided to the extent that internal and external requirements and/or contracts specify.  Traceability records are maintained for items requiring traceability.

7.5.4
Customer Property

Standard Meter Lab establishes, implements and maintains documented procedures for the verification of products/materials provided by the customer for incorporation into finished goods. 

Acceptable customer supplied material is stored and maintained to prevent damage, deterioration or loss.  The General Manager is responsible for the control of Customer-Supplied property and documents damage to such with a report to the customer.  

7.5.5
Preservation of Product

Standard Meter Lab establishes, implements and maintains documented procedures for the preservation of product to include: handling, storage, packaging, protection and delivery of materials and products.

The Production Manager is responsible for handling, storage, packaging, protection and delivery of products.  General methods are developed and maintained to protect materials and products from damage and/or deterioration during handling and shipping. 

Secure storage areas are provided to prevent damage and/or deterioration of materials and products.  General procedures for packing and marking are implemented to ensure protection and identification.  Where appropriate, special packing and/or marking instructions are documented. 

7.6
Control of Monitoring and Measuring Devices
Standard Meter Lab determines the monitoring and measurement requirements and establishes, implements and maintains documented procedures to control, calibrate and maintain inspection, measuring and test equipment used to demonstrate the conformance of product to the specified requirements.  


Where necessary to ensure valid results, measuring equipment shall:




a)
Be calibrated or verified at specified intervals, prior to use, against measurement standards traceable to international or national measurement standards; where no such standard exist, the basis used for calibration or verification shall be recorded 

b)
Be adjusted or re-adjusted as necessary

c)
Be identified to enable the calibration status to be determined

d)
Be safeguarded from adjustment that would invalidate the measurement result

e)
Be protected from damage and deterioration during handling, maintenance and storage

Standard Meter Lab implements and maintains documented calibration systems to ensure adequate control of inspection, measuring and test equipment and to assess the validity of previous results when the equipment is found not to conform to requirements.  Calibration records are maintained for each item of inspection, measuring and test equipment to provide a documented calibration history. 

When computer software is used in the monitoring and measurement of specified requirements, the ability of computer software to satisfy the intended application shall be confirmed prior to initial use and reconfirmed as necessary.  
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8.1
General
Standard Meter Lab determines the monitoring, measurement, analysis and improvement processes, including methods such as statistical techniques that are needed to: 

a)
Demonstrate conformity of the product

b)
Ensure conformity of the Quality Management System

c)
Continually improve the effectiveness of the Quality Management System
8.2
Monitoring and Measurement 
8.2.1
Customer Satisfaction

Standard Meter Lab determines methods for monitoring, measuring and improving customer satisfaction.  This measurement of process performance shall include the analysis of customer complaints.

8.2.2
Internal Audits

Standard Meter Lab establishes, implements and maintains documented procedures for a comprehensive system of internal audits at planned intervals to verify the effectiveness of the Quality Management System. 

The Quality Assurance Manager is responsible for administering the Internal Audit system per documented procedures.  The Quality Assurance Manager develops a schedule for internal audits according to Quality Management System requirements and conducts unscheduled audits (internal and external) when reasons for such audits exist.

Audits are conducted utilizing documented checklists and/or audit plans.  Audit results are documented in audit reports per established procedures.  Copies of all audit reports including completed corrective action requests are forwarded to management of the audited area and maintained by the Quality Assurance Manager. 

Audit personnel are qualified per documented procedures and do not have direct responsibility for or control of the area to be audited.

Management personnel responsible for the audited area determine and implement timely corrective actions for any reported nonconformance and follow-up activities include verification of the corrective actions taken and reporting of the results. 

 8.2.3
Monitoring and Measurement of Processes

Standard Meter Lab implements and maintains comprehensive methods for monitoring and measuring the Quality Management System processes, which demonstrate the ability of the processes to achieve planned results.

When planned results are not achieved, corrective actions are implemented and monitored for effectiveness. 

8.2.4
Monitoring and Measurement of Product

Standard Meter Lab implements and maintains comprehensive methods for monitoring and measuring the characteristics of product to verify that product requirements are achieved throughout all phases of product realization in accordance with quality procedures.

Evidence of conformity with the acceptance criteria is maintained in the records and indicates the person authorizing the release.   Product release and delivery is dependant upon compliance with the appropriate quality procedures set forth.

8.3
Control of Nonconforming Product 
Standard Meter Lab establishes, implements and maintains documented procedures to ensure that nonconforming materials, parts or products are prevented from inadvertent use and/or additional processing without review and disposition from authorized personnel.  

The Production Manager is responsible for the Control of Nonconforming Product. Nonconforming materials, parts or products are reviewed in accordance with documented
 procedures and may be accepted under concession by a relevant authority, and where applicable, by the customer only if all regulatory requirements are met. 

Records of the nature of nonconformities and any subsequent actions taken, including concessions obtained are maintained according to quality procedures.   

Reworked/repaired items are re-inspected in accordance with the same documented procedures as conforming products to ensure conformance.

Product found to be nonconforming after delivery will require corrective actions. 

8.4
Analysis of Data 
Standard Meter Lab utilizes statistical techniques and methods for the analysis of appropriate data collected to demonstrate the suitability and effectiveness of the Quality Management System.   







 












Methods used to generate relevant data are reviewed periodically to ensure the information provided relates to:

a)
Customer satisfaction

b)
Conformity to product requirements

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

d)
Suppliers
The Quality Assurance Manager is responsible for Statistical Techniques and the methods utilized at Standard Meter Lab are identified and supported by appropriate documentation according to procedures.

8.5
Improvement 
8.5.1
Continual Improvement

Standard Meter Lab continually improves the effectiveness of its Quality Management System through the use of the Quality Policy, quality objectives, audit results, analysis of data, corrective and preventive actions and management reviews.  

8.5.2
Corrective Action

Standard Meter Lab establishes, implements and maintains documented procedures to initiate corrective and preventive actions for conditions adverse to quality.

Corrective Action Procedures define the requirements for:
a)
Reviewing nonconformities (including customer complaints) 

b)
Determining causes of nonconformities

c)
Evaluating the need for action to ensure that nonconformities do not recur

d)
Determining and implementing the action needed

e)
Records of the results of action implemented

f)
Review of corrective action implemented

The Quality Assurance Manager is responsible for Corrective Actions and a feedback system is used to provide early warning of quality problems and for input into the corrective action system. 

8.5.3
Preventive Action

Standard Meter Lab establishes and maintains documented procedures to determine the appropriate preventive actions required to eliminate the causes of potential nonconformities in order to prevent their occurrence. 
Preventive Action Procedures define the requirements for:
a)
Determining potential nonconformities and their causes

b)
Evaluating the need for action to prevent occurrence of nonconformities

c)
Determining and implementing the action needed

d)
Records of the results of action implemented

e)
Reviewing preventive action implemented

The Quality Assurance Manager is responsible for Preventive Action at Standard Meter Lab.
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Appendix “A”
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