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STANDARD METER LAB
236 Rickenbacker Circle
Livermore, CA 94551




QUALITY POLICIES MANUAL



	When printed this document becomes uncontrolled.



Notes:

1.	“SML” and the “Company” are used throughout this Manual and refer to Standard Meter Lab., Inc. You will also frequently see the term “Employee” referred also in this manual. The term refers to employees of Standard Meter lab. Inc.

2.	Quality Policy Manual – Level “II” may also be referred to as QPM.



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.
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1	Purpose and Scope

	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 its 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 its products and services.

While the basic structure of the quality system is designed to comply with the ISO 9001: 2015 and ISO/IEC 17025 Standards, 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 in accordance with ISO/IEC 17025 or ANSI/NCSL Z540

The requirements of the above 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 (Distribution, Repair and Calibration Services for Industrial Instrumentation and Test 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 Assurance Coordinator.

c.)	If a deviation is warranted the deviation will be reviewed and documented by the Operations Manager for compliance to the Quality Policies Manual and procedures and ISO/IEC 17025 standard if applicable. The deviation shall be forwarded to the Quality Assurance Coordinator 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 Coordinator 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 Coordinator is responsible for the distribution of any printed copies of this manual that might be necessary. And assures the most current copy is posted to the web for access by SML employees. 

Employee access to this manual is granted via a digital copy maintained on the web in a password protected portal. 


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 Deemed “UNCONTROLLED”

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

This manual is a numbered, controlled document, until printed. 

1.6	Exclusions

The Technical Services Group has the following exclusions from ISO 9001:2015

	Clause or sub-clause
	Exclusion
	Justification

	8.3
	Design and development of products and services
	This exclusion applies to the entire company. Standard Meter Lab does not design any product. We simply calibrate and repair existing equipment to the appropriate standards and specifications set forth.



1.7	Review

This Manual will be reviewed at a minimum annually, as a part of the Management Review, done by SML management and its designees.


2	Normative References

ISO	International Standards Organization

IEC	International Engineering Consortium

ANSI	American National Standards Institute.

ISO/IEC 17025:2017	General requirements for the competence of testing and calibration laboratories.

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

ISO 9001:2015	Quality Management Systems -Requirements
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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. 

3.37	Corrective Actions - Are steps that are taken to eliminate the causes of existing nonconformities in order to prevent recurrence. The corrective action process tries to make sure that existing nonconformities and potentially undesirable situations don’t happen again.	

3.38 	Interested Parties – Key people who have an interest in Standard Meter Lab. This includes Vendors, Customers, Competitors, Owners, Employees 	 and Family Members.

3.39 	Risk- The effect of uncertainty in the expected results.

3.40      Preventative Action - Actions taken to address risks and opportunities. 






















4	Quality Management System / Management Requirements

4.1	General Requirements (ISO 9001:2015)

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 9001:2015

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; (See Appendix “A”)
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. (See Appendix “C” Quality Policy Statement.)
e)	Monitors, measures and analyzes these processes, and
f)	Takes action necessary to achieve planned results and continual improvement. See Management Review Records, completed corrective and preventative action records and Customer complaint records 

4.1.1	Outsourced processes:

All outsourced processes are controlled in accordance with Purchasing Services & Supplies (SML-215)

4.2	Organization (ISO/IEC 17025)

4.2.1 	Legal Entity: Standard Meter Lab Inc. is a registered business Corporation, located in Livermore, evidenced by our business license # 900063

4.2.2	Standard Meter Lab Responsibility: See Appendix “C” Quality Policy statement.
	
4.2.3	Management Coverage: This QPM covers all activities of SML whether they are performed at its permanent facility or elsewhere.

4.2.4	Internal Company Relationships: Standard Meter Lab is an independent third-party calibration laboratory. It is not part of a larger organization.

Organization Chart: (See Appendix “D”) this Chart shows job relationships and the organizational structure of the company.

Note: 	For Conflict of Interest: see Appendix “E” Employee Ethics and confidentiality Agreement  

This agreement is signed by each SML employee as a condition of employment. Signed originals are preserved by the administrative support Manager and stored in each employee’s respective personnel file It requires that:

a.	The employees shall report in advance to SML management, any financial or personal interest or activity on his/her part that may cause a conflict of interest; loss of “independent” status such as ownership or agency relationship with a competitor of SML

b.	Any financial or other undue pressures that may preclude “fair judgment” or any request/activity which could be potentially unethical / unlawful.

c.	Each employee shall work with every customer, as well as his/her SML colleagues in a fair (unbiased, Honest, lawful and ethical manner; with professional courtesy.

d.	The employees shall hold, as “Business Confidential”, all communications with SML customers, and all information that they may have come across, by virtue of their work for any SML Customer.

Note: Business Confidential means that aforementioned information shall not be released to any person or entity (other than the customer’s personnel or fellow SML employees) without prior written authorization from the customer.

Information may be released to law enforcement authorities without customer authorization when specific legal proceedings require such a release.

Documentation of customer authorization or legal release order, (such as a subpoena), shall be maintained in the specific project file when received. 

4.2.5	The Laboratory:

a. Minimizes/Avoids Deviations from this Policy: This QPM and its implementation are evidence of compliance with the Management Policy. See Appendix C “Quality Policy Statement”, which is also SML Management Policy.

b. 	Freedom from Undue pressures: See Appendix E “Employee Ethics and Confidentiality Agreement” (EECA)

c.	Confidentiality: See EECA in art. 4.2.5b above. In addition, every communication such as faxes, e-mails, letters/parcels etc. going out from SML to its customers shall be marked as follows: 

Confidential; for the exclusive use of the customer named herein; please destroy immediately or return to sender immediately if you are not the customer named.

All verbal communication containing customer-confidential information shall be commenced only after ascertaining that it is going to the proper party.

d.	Integrity: See Appendix E and Art. 4.2.5b

e.	Organization Structure: See: Appendix “D” Organization Chart. 

f.	Employee Inter relationships: See Appendix “D” Organization Chart.

g.	Adequate Supervision: See: Appendix “C” Quality Policy Statement.

See: Appendix “D” Organization Chart for supervisory relationships and deputies

See: Appendix “F” Sample Training Matrix or Employee Training Records for qualification/experience of senior persons.

See: Appendix “C” Quality Policy Statement for: Commitment to provide adequate resources and supervision, Commitment for compliance with ISO/IEC/ANSI Std. 17025 & 9001:2015 (or the latest edition, as applicable); and compliance with the test standards or latest edition as applicable.

h.	Technically Qualified Management: SML technical staff is under the supervision of the senior management staff, and its Operations Manager, Marcos Estrella, who has been in the Calibration Business for nearly 2 years. 

i.	Quality Assurance Coordinator with access to top management: Please see Appendix “D” Organization Chart which shows that Quality Assurance Coordinator has free and easy access to Marcos Estrella, Operations Manager of SML. 

j.	Deputies: See Appendix “D” Organization chart.

4.3	Documentation Requirements (ISO 9001:2015)

4.3.1	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.  

a.	Company Policy – A documented Quality Policy Statement See Appendix “C”

b.	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.

c.	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 9001:2015, ISO/IEC 17025 and ANSI/NCSL Z540. 

d.	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.

e.	Records – Completed forms provide the objective evidence of compliance.   

4.3.2 	Quality Policies Manual  

This QPM includes the following: 

a.	A scope of the quality management system. See par, 1.2, Exclusions and justification for those can be found in par. 1.6
b.	Documented supporting procedures i.e. SOP’s are referenced throughout this procedure and are shown in italic. Example: (SML-200) Requirements for Process Procedures
c.	A description of the interaction between the processes of the quality management system can be found in Appendix “A” 

4.3.3	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 (SML-201) Document Control Procedure

It is the responsibility of the Quality Assurance Coordinator 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 Coordinator 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.



4.3.4	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. See (SML-200) Requirements for Process Procedures and (SML-201) Document & Record Control for details.

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

Department/Function Managers are also responsible for documentation, accumulation and maintenance of quality records. 

4.4	Quality Management System (ISO/IEC 17025)

4.4.1		Quality Management System: is defined by this QM, which is available to all employees. They are provided training to understand and implement its provisions. This is evinced by their training records and their signing of the EEAC.

4.4.2-4.4.7:  	Appendix “C” Quality Policy Statement.

4.5	Document Control: (ISO/IEC 17025) See (SML-201) Document & Record Control

4.5.1	General	

(SML-201) Document & Record Control addresses control of all Quality System Documentation (internally generated or from external sources), such as, test standards, test and/or calibration methods, as well as drawings, specifications, instructions and this Quality Policy Manual etc. 

4.5.2	Document Approval and Issue

4.5.2.1	Documents Available for use by employees have been reviewed and approved by the SML Material Review Board. A master list of these documents is maintained online as well. See (SML-150) Master Document’s list.

4.5.2.2	These Documents assure the following:

a.	Authorized editions of appropriate documents are available at all locations where operations essential to the effective functioning of the laboratory are performed. Each employee has access through a password protected portal.

b.	All Quality System documents issued to personnel are reviewed and approved for use by the Material Review Board prior to issue. The Material Review Board is made up of members from each of the functional areas affected.

c.	Quality Assurance Coordinator (QC) reviews the Controlled Documents on a regular basis at least once a year (during the Management review Process).  He ensures that obsolete documents are weeded out, marked as “Obsolete” and separately archived for reference purposes.

d.	Those obsolete documents maintained in the database are promptly un-linked making them un-available and preventing unintended use.

4.5.2.3	All SML quality system documents have unique ID, and are changed only electronically, and only by authorized personnel. The Master Controlled copies are always electronic, maintained in the server and uploaded on the web, by the Operations Manager of SML or their designee.
 
4.5.3	Document Changes 

4.5.3.1	SML-129 is called “Document Change/Control Sheet”. It has to be filled out by the person or group proposing the changes and it has to be approved by stakeholders (i.e. The Material Review Board) who are affected by the change. Once all approvals are in place, the changes are made and the change sheet goes in the document file.

4.5.3.2	Altered or new text is identified and documented on that document control change sheet.

4.5.3.3	Once the proposed changes are approved SML-129 can temporarily serve as approval to begin processing to the new requirements while the document is being updated.

4.5.3.4 (SML-200) Requirements for process procedures describes how changes in documents maintained in computerized systems are made (SML-201) Document and record control Describes how those documents are controlled.	

4.6	Review of Requests, Tenders and Contracts (ISO/IEC 17025)  

4.6.1	For complete details on this topic please see (SML-214) Review of Requests for tender

a.	Pre-Calibration Contract Review

· lf calibration is done per the contracts signed by the customers and SML. All contracts undergo a review prior to the commencement of work. Some contracts are on an annual or on a perennial basis. Such contracts are reviewed only annually, or if a change is warranted by SML or the customer.

· The SML technician or the Calibration Laboratory Manger contacts the customer and ensures that the customer is fully aware of the testing details.

· 	If there is any irregularity such as inadequate number of test samples or damaged test samples, the calibration technician reports this to the customer and obtains written guidance from him as to how to proceed. This is usually done via emails. Copies of such emails are attached to the Service Report Form (Work Order).

·  At this stage, if there are questions regarding the nature of the calibration, the designated calibration technician will contact the Operations Manager of SML and obtain clarification, and convey the details to the customer.

· Any disputes are resolved by the Calibration Laboratory Manager and or the Quality Assurance Coordinator or their designee.

· All of this communication may be electronic. It is documented in the project file/folder in the form of email copies.

b. 	Contract Review during the calibration: 

The calibration technician communicates the progress and the results to the customer at intervals that are agreed upon by SML and the customer. If a customer wishes to change the nature of the calibration or any substantial terms of the contract, based on the results obtained during initial phases of work, a revised contract is issued by SML. All of this communication may be electronic. It is documented in the project file in the form of email copies.
. 
c.	Post-Calibration Review: 

Is done only if needed and documented by attaching emails correspondences etc. to the service report form. 

4.7 	Subcontracting of Tests and Calibrations (ISO/IEC 17025)

	4.7.1 	Upon the request of the customer and or determination by the calibration technician, SML can subcontract 17025 accredited calibrations that are not covered by their scope of work. The subcontractor must be competent and must be listed as an approved vendor. 

	4.7.2 	SML gains approval in writing from the customer by either an email and or a purchase order for the quoted subcontract calibration.

	4.7.3 	SML maintains all responsibility for the subcontractor’s work except for when the customer designates which subcontractor to use.

	4.7.4 	The subcontractor must be competent and must be listed as an approved vendor with a copy of their current accreditation to the international standard. 

4.8	Purchasing Services and Supplies (ISO/IEC 17025)

See (SML-215) Purchasing Services & Supplies

· SML ensures that proper technical details are included in the Purchase Order, and reviews them prior to release to the supplier.  SML Quality Assurance Coordinator creates and reviews all Purchase Orders.

· When SML purchases the services of another company for its customers, it obtains prior written approval of its customer, usually by email. For repetitive occurrences of this type of service, the customer approval is obtained only for the first time.






The following clauses in section 4.8 are maintained for possible future use:

· The purchased supplies and reagents and consumable materials that affect the quality calibrations are not used until they have been inspected and documented as complying with standard specifications or requirements defined in the calibration standards. These documents are maintained to be available for internal and external audits.

· SML maintains consumable standards with defined shelf life in its calibration system documentation. Thus, as an expiry/recalibration date comes up, the computer system automatically flags it up 4 weeks beforehand.

· The critical service providers are calibration companies and providers of tools and instruments. SML ensures that all calibration providers (especially for Reference Instruments and Materials used for IAS accredited calibrations) are in current accreditation to ISO/IEC/ANSI Standard 17025, accredited to provide the specific calibrations by an Accreditation Body (AB) which is a full signatory member of the APLAC MRA. Examples of such ABs include IAS, A2LA, NVLAP, ANSI/ACLASS etc.

4.9	Service to the Client. (ISO/IEC 17025)

4.9.1a	Confidentiality: See Par. 4.2.4.c and 4.2.5.c 

4.9.1b	Cooperation with the customers:  SML personnel shall enthusiastically do the following upon request by a customer:
	
· Explain and clarify the project and the related standards to the customers, as well as regulatory guidelines to the best of their ability.

· Schedule the customers’ tests to their convenience to the extent possible, and provide access to the SML so that the customers may witness them;

· Offer photos and videos to the customers (as applicable and when requested);

· Give timely updates to the customers on the progress of their projects (see art S-2-E-4); including information on any negative results, delays or major problems in the performance of the calibrations.

· Issue the final calibration reports promptly.

· Ensure that the final reports have accurate and adequate information in compliance with the standards, the regulatory requirements (such as CPSC, OSHA regulations) and the customer needs;

· Seek feedback from the customers (both positive and negative).  SML uses this feedback information to implement “Continuous Improvement” (See S-4-B) in its operations. 

This was accomplished by reviewing the project results with the customer at the conclusion, and thr	ough a “Customer Feedback Survey” to be sent to the customer. See- Appendix 6 for “Customer Survey Form”. Any trends evident from the feedbacks are promptly acted upon to resolve the underlying issues. All of this work is documented.  It is reviewed at least once annually, during the Management Review. 

4.10 	 Complaints (ISO/IEC 17025)

See (SML-216) Customer Complaint & Resolution 

SML promptly documents and acts upon all customer complaints. All work on the customer complaints (including the root cause analysis, selection of Corrective Actions, and resolution-see art. 4.11 below), is documented. It is reviewed at least once annually, during the Management Review. Any trends, if evident, are identified, and acted upon.

4.11	Control of Non-Conforming Calibration Work (ISO/IEC 17025)

4.11.1		See (SML-208) Control of Non-Conforming Work This procedure is implemented when any aspects of our laboratories testing and/or calibration work, or the results of this work, do not conform to its own procedures or the agreed requirements of the client, this policy insures that:

· Its non-conforming work is promptly analyzed. Investigation (including the root cause analysis, selection of Corrective Actions, and resolution-see art. 4.12 below), is documented. 

· The investigation is spearheaded by SML Operations Manager or his designee.

· If the investigation findings cast doubt on the effectiveness of the Quality System or the calibration results, the Operations Manager or his designee has the authority to stop the concerned SML activities, resolve the issues and resume the SML activities after proper adherence to the Quality system is ensured. 

· Any re- Calibration, as necessary, is a part of the resolution of non-conforming work. If the customer needs to be informed (as in the case of serious damage to his calibration sample), SML Operations Manager authorizes such a contact.

· SML Operations Manager may initiate additional internal audits to ensure conformance to the Quality System. (See art. 4.12.5).

· All of these items are documented. This documentation is reviewed at least once annually, during the Management Review.









IMPROVEMENT:

4.12 	     Corrective Action (see Par. 3.1 “Definitions” in SML-209 Corrective Action Process)

4.12.1	General:	

	SML is committed to “Continuous Improvement”. For this, SML Management / designee continually monitor the following items:

· Quality Policy and Objective
· Internal and External Audit Results; non-conformances, their resolutions and their trends
· Remedial, Corrective and Preventive Actions and their trends
· Customer feedbacks, complaints and their trends
· Management Review

4.12.2 	      Cause Analysis: 

This is the most important, and sometimes most difficult part. An investigation is done to find out what might have caused the non-conformance or complaint. Potential root causes include:

· Customer requirements
· Sample selections and specifications,
· Calibration methods/procedures
· Staff skills/training
· Quality of critical consumables
· Equipment maintenance and calibration; errors and uncertainties

SML Supervising Technician / management designee performs a careful analysis of all root causes detected (this is known as “Root Cause Analysis”). The management designee may be an SML contractor.

4.12.3 	Selection and Implementation of Corrective Actions: 

SML Calibration Laboratory Manager / management designee carefully selects those causes that are most likely to have caused the non-conformances/complaints.

He/she then determines the corrective actions that will completely resolve the problems, and implements them.


4.12.4	        Monitoring of Corrective Actions: 

SML Calibration Laboratory Manager / management designee and the top management all track the course of corrective actions to determine if they are effective, and institute changes / mid-course corrections as needed.



4.12.5 	       Additional Audits: (see Par. 4.15.4).
 
If the non-conformances are so broad-based that the implementation of quality system is in doubt, or, if the problems pose serious risk to the business, or, if the non-conformances are found repeated after the corrective actions have been implemented for a reasonable time, SML Calibration Laboratory Manager / management designee, in consultation with the Quality Assurance Coordinator, performs additional internal audits of the affected areas and reports the findings to the SML Operations Manager.  Remedial, corrective and preventive actions are again implemented. The process continues until all the problems are satisfactorily resolved.

4.13 	 Preventive Action (see Par. 3.1 “Definitions” in SML-205 Preventive Action)

4.13.1	Identification of potential sources of non-conformities on a pro-active/risk basis, and instituting strategies and changes to avoid them constitutes Preventive Action. It is often system wide; it is an integral part of the “Continuous Improvement” process (see Par. 4.12 and Par. 3.5 “Definitions”). As it employs analysis of trends in audit findings, customer feedback and proficiency/inter-Laboratory test data, it is a part of the Management Review (see Par. 4.16).

4.13.2	Procedures for preventive actions include the initiation of such actions and application of controls to ensure that they are effective.

Note 1:	 Preventive action is a proactive process to identify opportunities for improvement rather than a reaction to the identification of problems or complaints.  
Note 2: 	Apart from the review of the operational procedures, the preventative action might involve analysis of data, including trend and risk analyses and proficiency-testing results.

4.14	Control of Records: See SML-200 Requirements for process procedures and SML-201 Document & Record Control All quality-related documents are controlled.

4.15	Internal Audits

4.15.1		Internal Audits are conducted at least once a year. They may be conducted more frequently, if deemed necessary by the SML management.

They:

· Cover all aspects of ISO Std. 17025 (and later editions as applicable) and ISO 9001:2015.
· Are conducted by a person well-qualified to perform such audits (who may be a contractor with suitable qualification).
· Are organized and managed by the SML Quality Assurance Coordinator or Operations Manager or their designee.
· Result in written reports (i.e., Audit checklist/report) which includes Specific non-conformances and Corrective Action Requests (CARs – see Appendix “G” for the CAR form).
· [bookmark: _Hlk57812233]Include a separate Technical Audit done by a competent engineer, (this includes test (Calibration) demonstrations, evaluation of the technical adequacy and accuracy of the data and test results as recorded in test reports and project files).
· Address previous Internal Audit non-conformances and the effectiveness of the corrective actions.
· Are made available to external auditors upon request.

4.15.2		Customer Notification:  SML Senior Manager or his designee shall inform the affected customer if an internal audit finding casts doubts on the results of a test. He/she also informs the SML top management, and initiates promptly remedial, corrective and preventive actions.

4.15.3		Audit Findings and Records:  Upon receipt of the Internal Audit report, SML Operations Manager shall authorize follow-up activities, including root cause investigation and analysis; to resolve all remedial, corrective and preventive actions and submit the results to SML Quality Assurance Coordinator.  He/she shall document them and make them available to external auditors as well as to the SML top management.
 
4.15.4       	Follow-Up Audits:

· Major non-conformance: When non-conformances in an Internal or external audit are so broad in scope that entire operation of the Quality system, or a major set of activities or multiple projects are affected; or when such non-conformances continue to repeat year after year, they shall be designated as “Major non-conformances”. All major non-conformances shall be immediately brought to the attention of the top management by the person performing the audit or his designee. These are identified in writing as “Major” by the auditor on the Corrective Action Request (CAR) form.
 
· Minor non-conformances: Non-conformances that are one-time occurrences and that show violation of a single requirement of ISO/IEC/ANSI Standard 17025; are called “minor non-conformances”. These are identified in writing as “Minor” by the auditor on the Corrective Action Request (CAR) form.

· Concerns: These are findings in an audit that are not in direct violation of a given requirement of ISO/IEC/ANSI Standard 17025 but are irregularities that have the potential to develop into major or minor non-conformances if left unattended. These are identified in writing by the auditor in the body of the audit report or by a separate memo attached to the audit report.

· Actions and responsibilities:  SML Lab Manager or his designee shall immediately commence Root cause investigation and analysis, and come up with recommendations for remedial, corrective and preventive Actions and report the progress to the Quality Assurance Coordinator and the top management on a daily basis. 









Follow-Up Immediately After the Audit(s): 

· SML Calibration Laboratory Manager or his designee shall complete all Root Cause investigation and analysis and remedial, as well as corrective action for major non-conformances within 15 days of receipt of the audit

· SML Calibration Laboratory Manager or his designee shall complete all Root cause investigation and analysis, remedial, corrective and preventive actions for minor non-conformances in 30 days and he/she shall submit the evidence documents to the Quality Assurance Coordinator.  

· Effectiveness of the remedial, corrective and preventive actions: After an Internal or External Audit, Quality Assurance Coordinator shall schedule a follow-up or an additional audit at a suitable time, enough to allow the corrections to take effect, but not exceeding 60 days after the completion of all remedial, corrective and preventive actions, to determine their effectiveness. Quality Assurance Coordinator shall report his findings on to the top management. If any remedial, corrective and preventive actions are found to be not effective, further re-audits and corrective actions are conducted until the problems are completely resolved.

· For minor non-conformances that affect the quality of the test process or test results, such as non-conformance due to the expired calibration of an instrument, the SML Calibration Laboratory Manager / management designee shall immediately initiate and complete the root cause investigation and analysis, remedial, corrective and preventive actions, and report the progress to the Quality Assurance Coordinator and the top management.

· If the effect of the minor non-conformance is limited to only one incident, then the Root Cause Analysis is completed in 15 days after the discovery of the incident, and the Corrective Action is completed in 30 days from the completion of the Root Cause Analysis. 

4.16	Management Reviews

4.16.1 	SML top management, its Quality Assurance Coordinator and the SML Calibration Laboratory Manager conduct a Management Review at least annually, to ensure the continuing suitability and effectiveness of quality and operations systems; and to introduce necessary changes or improvements. An external Contracted expert may be hired to make the Management Review more objective and effective.

The Management Review Inputs shall take account of:

· Changes in internal and external issues that are relevant to the laboratory
and its Quality Management System;
· The Extent to which quality objectives have been met;
· The suitability of policies and procedure;
· Status of actions from previous management reviews;
· Outcomes of recent internal audits;
· Non-conformities and Corrective actions;
· Assessments by external bodies;
· Changes in the volume and type of the work or in the range of laboratory activities;
· Customer and personnel feedback, complaints and resolutions;
· Effectiveness of any implemented improvements;
· Adequacy of resources;
· Effectiveness of actions taken to address risks and opportunities;
· Outcomes of the assurance of the validity of results;
· Other relevant factors, such as monitoring, measurement activities, and training.
· The results of proficiency tests and /or inter-laboratory comparison tests if and as applicable; 
· Recommendations for improvement; other relevant factors such as quality control activities, resources and staff training.

            The Management Review Inputs shall take account of:

· The effectiveness of the management system and its processes;
· Improvement of the laboratory activities related to the fulfillment of the requirements of the ISO/IEC 17025:2017.
· Provision of required resources.
· Any need for changes.


4.16.2 	The preparatory documents, the proceedings, and the recommendations as well as implementation strategy and time-schedule, are documented, and are eventually fed into the goals, strategic plans and future actions planned for the coming year.

SML top management shall allocate sufficient resources and track the actions/implementations to ensure that they are effective and are completed within an appropriate timescale. 



5	MANAGEMENT RESPONSIBILITY (ISO 9001:2015)

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 9001:2015 and all other statutory or regulatory requirements as appropriate.

The Operations Manager 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 5.5 & Appendix “C”)
c)	Conducting regularly scheduled management reviews; (section 5.11)
d)	Ensuring the availability of necessary resources.

5	TECHNICAL REQUIREMENTS (ISO/IEC 17025)

5.1	General

5.1.1	Factors affecting the accuracy and reliability of the tests include:
		
Human factors (see art. 5.4)
Accommodation and environment (see art. 5.6)
Test Methods and their validation (see art. 5.8)
Test Equipment (see art. 5.10)
Traceability of Measurement (see art. 5.12)
Sampling (see art. 5.13)
Test Sample Handling and handling of calibrated instruments (see art. 5.14)

5.1.2	Effect of factors (in 5.1.1 above) on Measurement Uncertainty:

· SML’s Reference Standard measuring instruments, used for IAS accredited calibrations, are calibrated by external vendors accredited to ISO/IEC/ANSI Std. 17025-2005 (or later edition as applicable). The accreditations of the Calibration providers are from Accreditation Bodies such as IAS or equivalent, who are full signatories of the APLAC MRA. 

· The calibration providers are informed by SML on their purchase orders, specifically that the instruments they are calibrating are Standard Reference Instruments.

· When the calibrations to be performed by SML are in the scope of IAS accreditation SML uses only nationally well-known, military-issued calibration standards to perform calibrations. In some cases, manufacturer-issued, validated calibration methods are used. 


· SML has its staff, under supervision by a Calibration Laboratory Manager and an Operations Manager. In addition, contract staff may be used as needed.

5.3	Customer Focus (ISO 9001:2015)

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 Shipping and Receiving Coordinator and Customer Service personnel 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. See (SML-214) Review of Requests for Tender – (Sales Procedure)

5.4	Personnel (ISO/IEC 17025)

5.4.1	Competence and training:  
  
· SML employees have documented training appropriate for their assigned duties. See (SML-112) Training Record form and (SML-138) Employee Training Status Matrix

· They are under the supervision of SML Operations Manager, the Quality Assurance Coordinator and their respective department managers. All are skilled in the technologies involved in the test standards, test equipment, and the products being tested by virtue of their education and experience.
 
· New / untrained persons are under continuous competent technical supervision and guidance.

5.4.2	Training Goals: SML personnel training program is annually reviewed. Its goals are set and updated per the business needs and per the employee’s strengths and areas of improvement. See (SML-212) Personnel Training Procedure for details
  
5.4.3 	Temporary Employees: SML manager ensures that they have competence, and supervises them to ensure that their performance conforms to the SML Quality Manual.

5.4.4	Job Descriptions: Job descriptions for Managerial, technical and key support personnel involved in tests and or calibrations are maintained on-line in a password protected access portal available to all employees and auditors upon request.

5.4.5	Top Management’s Authorization of Personnel:  see Appendix “C” “Quality Policy Statement”.



5.5	Quality Policy (ISO 9001:2015)

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 in Appendix “C” 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. 

5.6	Accommodations and Environment (ISO/IEC 17025)

5.6.1	SML management provides a safe, well-lit environment and where required by the test standards, special conditions (such as temperatures, voltages etc.) are provided. They are documented in the project files and on the calibration certificates when required by the calibration standards or when they are needed for the technical interpretation of the calibration results.

5.6.2	The Laboratory monitors, controls and records environmental conditions in accordance with (SML-207) Temperature and Relative Humidity Procedure.  

5.6.3	All incompatible activities, especially those that affect test process/results, have effective separation.

5.6.4	Customers and other visitors have access/entrance to SML only through designated entrances and under the supervision of authorized personnel.
	Access to testing, calibration, and restricted areas is controlled in accordance with the (SML-217) Facility Security and Access Procedure.

5.6.5     SML has an Emergency Action Plan and BLS- AED Certified personnel, see (SML-218) Emergency Plan.

5.6.6    SML is committed to providing a safe working environment for its personnel and visitors.
Occupational health and safety requirements applicable to laboratory activities are established and implemented in accordance with the Environmental, Health and Safety (EHS) Procedure. (See SML-219)

5.6.7	SML has good housekeeping practices. See (SML-308) Good Housekeeping for the laboratory


5.7	Planning (ISO 9001:2015)

5.7.1 	Quality Objectives:  See Appendix “C” Quality Policy Statement

The Operations 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 Operations Manager and the Quality Assurance Coordinator to ensure the compatibility of all Quality Management System pieces.	
		
The Operations Manager and the Quality Assurance Coordinator are responsible for Quality Assurance inspection and testing techniques, including the development of new techniques. 

The Operations 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. 

5.7.2 	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 Operations Manager to assure the timely revision of associated documentation and the proper training of associated personnel. 

5.8	 Test and Calibration Methods and Method Validation (ISO/IEC 17025)

5.8.1 	General  

SML uses only internationally and nationally recognized calibration procedures and standards (such as NAVAIR Standards, or standards issued by the Department of the US Army) which are in its scope of accreditation, to perform calibrations. Please see the table separately attached, for a list of the calibration standards that SML wishes to have in its scope of IAS- Accreditation.

5.8.2	Selection of Methods: (See art. 5.8.1). 

SML uses nationally recognized test standards and nationally recognized test methods so that they:

· Are appropriate for the product to be tested.
· Address all the needs of the customer; and are agreed upon by the customer;
· Are valid and current (SML personnel inform the customer if he desires an older version, that it may be out of date);

· Formal Sampling is not done (there is no sampling plan) as SML performs calibrations on customer’s submitted test samples.

5.8.3	SML developed methods:  

SML does develop calibration methods, based upon the needs of its customers, when customers specifically request such work. These methods are in whole or part, based on or are modified versions of published standards, such as NAVAIR calibration standards.

5.8.4	Non-standard Methods: SML does not use any non-standard calibration methods.

5.8.5	Validation of methods:  
 
SML uses only nationally recognized calibration standards (issued by NAVAIR or Dept. of the Army or Manufacturer developed procedures) included in the scope of SML accreditation and internationally recognized test methods. They are deemed to be automatically validated. 

5.8.6	Estimation of uncertainty of measurement see (SML-213) Estimation of uncertainty of measurement (MU)

5.8.7	Control of Data: 

5.8.7.1	Checks of data transfer:  SML manager need not do such checks since large masses of calculations are not being done by automated computer software. 

5.8.7.2	(a-c): Software Validation:  SML technicians use commercial “off the shelf” software such as Microsoft excel. So, any further validation is deemed unnecessary.

5.9 	Responsibilities, Authority and Communication (ISO 9001:2015)

5.9.1	Responsibility and Authority  
		
Standard Meter Lab's Operations 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.

See Appendix “C” Quality Policy Statement for employee authorization by top management of SML

5.9.2	Management Representative  

The Quality Assurance Coordinator 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 9001:2015 and ISO/IEC 17025:2017.  
	  
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.  



5.9.3	Internal Communication  

Standard Meter Lab’s Operations 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.  

5.10	Equipment (ISO/IEC 17025)

5.10.1	Adequacy of Equipment    SML management provides state-of-the-art equipment in a good state of repair (and in current calibration when applicable), as required by the test standards, for:

· Test sample preparation, 
· Conduct of the Calibration process
· Test data analysis and 
· Test report preparation. 

Note:  Generally, SML does not use Rented / borrowed equipment, since it owns all of the necessary equipment. Newly purchased equipment, or equipment that is received after calibration is checked for appropriateness of function and calibration prior to use in the SML for testing.

5.10.2	Fitness for intended Use:  SML Calibration Laboratory Manager or his designee verifies that both its own equipment, and the equipment it rents /borrows, has appropriate:

· Range for intended use
· Functions for intended use, but no unintended consequences
· Accuracy and resolution, precision and bias for intended use
· Current calibration for intended use by an external calibration vendor accredited to do such calibrations to ISO/IEC Std. 17025-2005 (or later edition if applicable) by IAS or by an equivalent Accreditation Body. 

5.10.3	Proper Use: SML lab manager utilizes only appropriately trained personnel to operate the equipment and to perform maintenance work on it. Equipment manufacturers’ manuals are used as a basis of all use and maintenance. 



5.10.4 & 5.10.5   Master Equipment List SML Calibration Laboratory Manager maintains and reviews at least annually, an electronic Master Equipment List; (for instruments used for IAS accredited calibrations.  Such a List is generated from computerized equipment information using the “Report Writer” Function. The file contains a hard copy certificate for each calibration/repair etc. back to the original purchase date of the equipment.
  
The Master Excel Spreadsheet Equipment List used IAS accredited Calibrations contains: 

· Unique equipment ID;
· Manufacturer's name, model no. and serial number or other unique identification;
· Folder # of the folder containing manufacturer's manual / instructions,
· Folder # of the folder containing copies of certificates of all calibrations, maintenance / repair dates,

5.10.6	Proper Storage and transport: See art. 5.10.3 Above. SML personnel take care to store, and transfer equipment and to avoid damage / deterioration /contamination as described in (SML-210) Handling, storage, packaging & delivery

5.10.7	Mishandled / Suspect Equipment: 

SML Calibration Laboratory Manager ensures that such items are:
		
· Taken out of service as soon as possible after detection;
· Clearly tagged to show their “Out of Use” status and quarantined;
· Repaired and calibrated or replaced;
· Checked for proper functioning, after repair /re-calibration by a competent engineer prior to use. 

If malfunction /damage due to mishandling is detected during a test of immediately afterwards, the effect of such incorrect readings from the malfunctioning equipment on the prior tests is examined, and the process for “Control of non-conforming work” (art. 4.11) is followed as applicable.

5.10.8	Calibration of Measuring Equipment: 

All Primary Reference equipment is calibrated by external calibration vendors accredited to perform such calibrations to ISO/IEC/ANSI Std. 17025-2005; by IAS or an equivalent Accreditation Body. SML Calibration Laboratory Manager or his designee makes sure that each calibrated instrument bears the calibration providers’ calibration stickers showing that it is in current calibration. All secondary references are calibrated by SML technicians in-house, using Calibration methods published by NAVAIR or Department of the Army or the equipment manufacturer.




5.10.9	Equipment Re-checks: When equipment has been outside SML’s direct control, (for example, when it was sent out of SML premises for calibration), upon return, it is subjected to appropriate checks for proper functioning by a competent person, repaired /re-calibrated if necessary, and only when found to be “fit for intended use”, it shall be returned to service. SML Calibration Laboratory Manager makes sure that this activity is done in a timely manner. 

5.10.10	Intermediate Checks: of the equipment are done by SML personnel prior to each test, per the manufacturer’s manual if deemed necessary, even when it has not been outside of SML’s direct control. See (SML-309) Due Diligence Intermediate Checks

5.10.11	Calibration Correction Factors/Bias: If a calibration report shows defined errors in readings from a given item of equipment; the SML technician applies appropriate correction, before they are used to arrive at the conclusions for the tests. Software requiring calibration is not used with equipment in SML.

5.10.12	Incorrect Adjustments:  may render the equipment useless. They are carefully avoided by SML technicians.

5.11	Management Review (ISO 9001:2015)

5.11.1	General  

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

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

5.11.2	Review Input  

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

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

5.12	Measurement Traceability (ISO/IEC 17025) 

Tester gets all of its measuring equipment calibrated by external calibration vendors accredited to perform such calibrations to ISO/IEC/ANSI standard 17025-2005; by A2LA, IAS or an equivalent accreditation body who is a full signatory member of APLAC MRA. 

Prior to its use in a test, the SML test technician performs “due diligence check/intermediate check / verification” per the manufacturer’s manual, to ensure that the equipment is functioning properly and is giving correct readings.   SML personnel also check to make sure that each item bears calibration providers’ calibration stickers showing that it is in current calibration. 

This mechanism makes all readings from all such instruments used in all SML tests automatically traceable to National Measurement Institute (NIST) and through it, to the SI system off units. No additional procedures are needed.

5.13	Sampling (ISO/IEC 17025)

5.13.1	Sampling Plans:  SML uses sampling plans only when they are required by the test standards, or by the customers. As of this edition of this QPM, none of the standards in the scope of the accreditation or the customers have required any form of sampling.

5.13.2	When a customer requires deviation from a test standard prescribed sampling plan, such deviations (and their justification if available) are clearly documented by SML in the test reports.

5.13.3	If a sampling plan is used, SML test report documents
· Sampling procedure/method;
· Sampler’s ID;
· Relevant environmental conditions 
· Sources from where the samples were obtained
· Statistics/calculations; if and as applicable and relevant to the sampling procedure/method. 

5.14	Handling of Test and Calibration Items (ISO/IEC 17025)
(Samples received for SML calibration):	 Also see (SML-203) Incoming Inspection	

5.14.1	SML customers bear the responsibility of transporting their calibration sample to and from SML.

5.14.2	Sample Receiving: 

· Upon receipt of the samples, SML personnel attach a unique ID tag (usually a date code, or another similar code. For example, sample # 1 received on 8/9/2012 has a tag no 080912-001; establishing traceability) and are logged in a daily sample receipt log which also shows the damages if any. 

· A unique project number is also put on the same ID tag as soon as it becomes available The ID tag remains with the sample until its final disposal occurs after completion of testing.  This ensures an unbroken chain of custody.

5.14.3	Reporting Abnormalities in the Samples: The abnormalities or breakages are photographed, documented and reported to the Customer from whom the test samples came; immediately. In most cases, the source of the problems could be a technician of the customer, and in some cases, it is the shipping company.







5.14.4	Sample Storage: 

SML stores the Calibration sample so that:

· Unauthorized persons do not see it (customer confidentiality). However, this is not an issue as all testing is for internal customers. 
· Deterioration /damage is avoided or minimized (safe storage)
· Any pre-calibration sample conditioning (if required by the test standards at certain temperature, pressure etc.) requirements are satisfied. 

Sample Disposal: 

· SML returns the Calibrated samples to the customer if possible, and if required by the customer.
· In the unlikely event that a customer asks SML to dispose of his test sample, disposes the remains in a safe and legal manner.
· All sample disposal is carefully documented I the project file, with the name of the disposing technician, his signature and the date disposal occurred.

5.15	Assuring the Quality of Test and Calibration Results (ISO/IEC 17025)

· SML performs IAS Accredited calibrations only to the standards stated in the scope of Accreditation. These are issued by the US military branches (e.g., NAVAIR, Secretary of the Air Force, Department of the Army, etc.).

· SML will participate in Proficiency Tests and Inter-laboratory Comparison test programs (PT/ILC programs) when they are available from an established source, such as CPSC, DOT or ASTM. 

· SML performs replicate tests or re-tests to see if test standards or other factors cause variation in test results, whenever this is practical.

· Since SML uses nationally recognized test standards (such as ASTM standards) for the tests contractually approved by its customers, the validity and appropriateness of the test methods is automatically established. 

5.15.1	PT/ILC outliers: If the results of PT/ILC program tests come out to be outside the established control limits, SML follows the “control of non-conforming work” (see art. 4.11) until the situation is completely resolved. 

5.16 	Reporting the Results (ISO/IEC 17025)

5.16.1	General: 

  SML personnel prepare calibration reports that are:

· Accurate and honest in reported readings and results;
· Clear, unambiguous and objective;
· In compliance with calibration standards;
· Including all information required by the calibration standards;
· Including all information in a format that can be easily interpreted and understood by others. 
5.16.2	Calibration certificates. 

Each SML Calibration report /Certificate for IAS accredited Calibration includes the following information:
	
· A title (e.g. “Calibration Certificate”);
· The name and address of the SML, and/or the location where the tests and/or calibrations were carried out, if different from the address of the SML;
· Unique identification of the test report (such as the serial number), and on each page an identification in order to ensure that the page is recognized as a part of the test report, and a clear identification of the end of the test report;
· The name and address of the customer; 
· Identification of the calibration methods/ standards used;
· Identification of the primary and Secondary reference standards used;
· A description of, the condition of, and unambiguous identification of the calibration samples 
· The date of receipt of the calibration samples, where this is critical to the validity and application of the results, and the date(s) of performance of the test;
· When a Sampling Plan is used: SML does not do any formal Sampling. The information on this topic is for possible future use.
· Reference to the sampling plan and procedures used by the SML or other bodies where these are relevant to the validity or application of the results;
· The pre-calibration checks and their results of the unit under test (calibration sample) “as received”.
· The calibration results with, where appropriate, the units of measurement;
· The name(s), function(s) and signature(s) or equivalent identification of person(s) authorizing the calibration report 
· Where relevant, a statement to the effect that the results relate only to the items calibrated.
· Hard copies of test reports should also include the page number and total number of pages (e.g. page x of y).
· A statement specifying that calibration certificate shall not be reproduced except in full, without written approval of the SML.

5.16.3	This is not applicable as SML is a calibration lab.

5.16.4	Calibration certificates

5.16.4.1	In addition to the requirements listed in 5.16.2, SML calibration certificates include the following:

· The conditions (e.g., environmental) under which the calibrations were made that have an influence on the measurement results.
· The uncertainty of measurement and/or a statement of compliance with an identified metrological specification or clauses thereof; and
· Evidence that the measurements are traceable to NIST and through it, to SI system of Units.




5.16.4.2	SML calibration certificates relate only to quantities and the results of functional tests. If a statement of compliance with a specification is made, this shall identify which clauses of the specification are met or not met. In the unlikely event that SML makes a statement of compliance with a specification omitting the measurement results and associated uncertainties, SML records those results and maintains them for possible future reference.

When statements of compliance are made, the uncertainty of measurement is taken into account.

5.16.4.3	When an instrument for calibration has been adjusted or repaired, the calibration results “before and after” adjustment or repair, if available, are reported.

5.16.4.4 	SML calibration certificate (or calibration label) does not contain any recommendation on the calibration interval except where this has been agreed with the customer. This requirement may be superseded by legal regulations.

5.16.5	Opinions and interpretations: SML reports only the results of calibrations. It does not offer any interpretations.

5.16.6	Calibration results obtained from subcontractors: SML purchases the calibration Services from other accredited calibration laboratories for its Primary Reference Standards and for any customer approved subcontract calibration. 

5.16.7	Electronic transmission of results

SML Customer Service dept. or Calibration Laboratory Manager electronically transmits test information through a “password secured” web access portal.  When communicating results by telephone facsimile or other electronic or electromagnetic means, “customer confidentiality” is carefully maintained, by sending the communication only after ensuring that it is going to the appropriate customer. Also please see art. 5.8.7.

5.16.8 	Format of Calibration Reports/ certificates:

SML Calibration Laboratory Manager designs calibration report formats to accommodate each type of calibration, and to satisfy SML customers’ needs; and to minimize the possibility of misunderstanding or misuse. He does this in consultation with the Quality Assurance Coordinator and under the supervision of the Operations Manager.

Exception: If the Calibration standards or the customer or the authorities having jurisdiction such as DOT or NHTSA require certain formats or certain way of presentation of test results, SML complies with them.








5.16.9	Amendments to test reports and calibration certificates 

SML Quality Assurance Coordinator classifies the amendments /changes to a test report into two types: technical changes and administrative / editorial changes.

SML Calibration Laboratory Manager issues technical changes to a calibration report after its original issue, only in exceptional cases, when deemed necessary. For a calibration report has already issued to the customer, the amendments are in the form of a further document, or data transfer, which includes the statement: “Supplement to Calibration Report number XYZ”, or an equivalent form of wording.

Such amendments meet all the requirements applicable to the calibration reports. If a completely new report is issued, this shall be uniquely identified and shall contain a reference to the original report that it replaces. 

Administrative /editorial changes are defined as grammar errors corrected, font types changed, changes of border or shading etc., to give a better feel to the customer. If only administrative/editorial changes are incorporated into the report, the amended test report is issued with the original number, with a clear remark on its cover page: “revised for editorial/administrative changes”.
6	Resource Management

6.1	Provision of Resources (ISO 9001:2015)

Standard Meter Lab’s Operations 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 regard to customer satisfaction and customer requirements.

6.2	Human Resources (ISO 9001:2015)  

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.  See: SML-212 Personnel Training Procedure

6.2.2	Competence, Awareness and Training 

· SML Employees Have Documented Training Appropriate for their assigned duties.
· All employees are skilled in the technologies involved in the test standards, test equipment, and the products being tested by virtue of their education and experience.
· New/untrained persons are under continuous competent technical supervision and guidance. 
· SML personnel training program is reviewed annually during the management review, Training goals may be revised and updated based on the companies needs and the employee’s strengths and or necessary areas of improvement. 
· Goals for training are defined on SML-138 Employee Training Status Matrix. For an example see Appendix “F”
· And evidence of training completed is recorded on SML-112 Training record form.

6.3	Infrastructure (ISO 9001:2015)

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

6.3.1	Organization Structure: See Appendix “D” Organizational Chart.

6.4	Work Environment (ISO 9001:2015)

Standard Meter Lab establishes and maintains the appropriate work environment needed to achieve product quality requirements.
· Environmental controls see SML-207 Temperature & Relative Humidity
· House Keeping Controls see SML-308 Good Housekeeping for the Laboratory


7	Product Realization

7.1	Planning of Product Realization (ISO 9001:2015)

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 (ISO 9001:2015)

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. See: (SML-214) REVIEW OF REQUESTS FOR TENDER – (Sales procedure) for details.

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.

Standard Meter Lab promptly documents and acts upon all customer complaints. All work on customer complaints (including the root cause analysis, selection of corrective actions and resolution are documented and reviewed at least once annually, during the management review. Any trends, if evident, are identified and acted upon. See (SML-216) CUSTOMER COMPLAINT AND RESOLUTION Procedure. 

7.3 	Design and Development (ISO 9001:2015)

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 (ISO 9001:2015)

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

The Calibration Laboratory 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: See (SML-215) PURCHASING SERVICES AND SUPPLIES

· Standard Meter Lab ensures that proper technical details are included on the Purchase Order and review them prior to release to the supplier.
· The Purchased supplies, materials, reagents and consumables that affect the quality of our calibrations or products are not used until they have been inspected and assured as complying with the required specifications as defined in applicable standards and the referenced purchase order. See (SML-203) INCOMING INSPECTION Procedure. These standards are maintained and are available for review during both internal and external audits.
· Standard Meter Lab maintains consumable reference materials (i.e., Standards) with defined shelf life in its calibration recall system. Thus, as the calibration recall date comes up, the computer system automatically flags it up to 4 weeks beforehand.
· Critical service providers are calibration companies and providers of tools and instruments. SML ensures that all calibration providers (especially for reference).
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 (ISO 9001:2015)

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 Receiving Department Head is responsible for Product Identification and the Quality Assurance Coordinator is responsible for 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 Operations 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 Shipping Department Head 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 (ISO 9001:2015)

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 exists, 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.
8	Management Systems Requirements (ISO/IEC 17025)

8.1	General (ISO 9001:2015)

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 (ISO 9001:2015) 

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: (See SML-211) Internal Quality Audits

	8.2.2.1	Internal Audits are conducted at least once a year. They may be conducted more frequently if deemed necessary by SML Management.

	They:

· Cover all aspects of ISO Standards 17025:2017 and 9001:2015 as well as later editions as applicable
· Are conducted by a person well-qualified to perform such audits (who may be a contractor with suitable qualification)
· Are organized and managed by the SML Quality Assurance Coordinator or Operations Manager or their designee
· Result in written reports (Audit checklists/Non Conformance report) which includes specific non conformances and corrective action requests (See SML-111 Corrective Action request Form)
· [bookmark: _Hlk57814106]Include a separate technical audit done by a competent engineer, (this includes test (calibration) demonstrations, evaluation of the technical adequacy and accuracy of the data and test results as a recorded in test reports.
· Address previous internal audit non-conformance and effectiveness of the corrective actions.
· Are made available to external auditors upon request.

8.2.2.2	Customer Notification: SML Top Management or his designee shall inform the affected customer if an internal audit finding casts doubt on the results of a test. He/She also informs the SML top management, and initiates promptly remedial, corrective and preventive actions.





8.2.2.3	Audit Findings and Records: Upon receipt of the internal audit report, SML Operations Manager shall authorize follow-up activities, including root cause investigation and analysis; to resolve all remedial, corrective and preventive actions and submit the results to SML Quality Assurance Coordinator. He/She shall document them and make them available to external auditors as well as to the SML Top management.

8.2.2.4	Follow-Up Audits: 

· Major non-conformance: When non-conformances in an internal or external audit are so broad in scope that the entire operation of the quality system, or a major set of activities or multiple projects are affected; or when such non-conformances continue to repeat year after year, they shall be designated as “Major non-conformances”. All Major non-conformances shall be immediately brought to the attention of the top management by the person performing the audit or his designee. These are identified in writing as “Major” by the auditor on the corrective action request form (CAR)

· Minor non-conformance: Non-conformances that are one-time occurrences and that show violation of a single requirement of ISO/IEC/ANSI standard 17025 or 9001 are called “minor non-conformances”. These are identified in writing as “minor” by the auditor on the Corrective Action Request (CAR) form.

· Concerns: These are findings in an audit that are not in direct violation of a given requirement ISO/IEC/ANSI standard 17025 or 9001, but are irregularities that have the potential to develop into Major or Minor non-conformances if left un-attended. These are identified in writing by the auditor in the body of the audit report or by separate memo attached to the audit report.

· Actions and responsibilities: SML Calibration Laboratory Manager or his designee shall immediately commence root cause analysis, and come up with recommendations for remedial, corrective and preventive actions and report the progress to the Quality Assurance Coordinator and top Management on a daily basis.

Follow-Up immediately after the audits:

· SML Calibration Laboratory Manager or his designee shall complete all Root Cause investigation and analysis and remedial, as well as corrective action for major non-conformances within 15 days of receipt of the audit.

· SML Calibration Laboratory Manager or his designee shall complete all root cause investigation and analysis, remedial, corrective and preventive actions for minor non-conformances in 30 days and he/she shall submit the evidence documents to the Quality Assurance Coordinator.

· Effectiveness of remedial, corrective and preventive actions: After an internal or external audit, Quality Assurance Coordinator shall schedule a follow-up or an additional audit at a suitable time, enough to allow the corrections to take effect, but not exceeding 60 days after completion of all remedial, corrective and preventive actions, to determine their effectiveness. Quality Assurance Coordinator shall report his findings on to top management. If any or all remedial, corrective and/or preventive actions are found to be not effective, further re-audits are conducted until the problems are completely resolved.

· For minor non-conformances that affect the quality of the test process or test results, such as non-conformance due to the expired calibration of an instrument, the SML Calibration Laboratory Manager / management designee shall immediately initiate and complete the root cause investigation and analysis, remedial, corrective and preventive actions and report the progress to the Quality Assurance Coordinator and the top management.

· If the effect of the minor non-conformance is limited to only one incident, then the Root Cause Analysis is completed in 15 days after the discovery of the incident, and the Corrective Action is completed in 30 days from the completion of the Root Cause Analysis. 


 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 dependent upon compliance with the appropriate quality procedures set forth.











8.3	Control of Nonconforming Product (ISO 9001:2015) 

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. (See SML-208 Control of Non-conforming Work). 

· All non-conforming work is promptly analyzed. Investigation (including the root cause analysis), selection of Corrective Action, and resolution (see art. 8.5.2 below) is documented.
· The investigation is spearheaded by The SML Operations Manager or their designee.
· If the investigation findings cast doubt on the effectiveness of the quality System or the calibration results, the Operations Manager or his designee has authority to stop the concerned SML activities, resolve the issues and resume the SML activities after proper adherence to the quality system is ensured.
· Any re-calibration, as necessary, is a part of the resolution of the non-conforming work. If the customer needs to be informed (as to the damage to his calibration sample), SML Operations Manager authorizes such contact.
· SML Operations Manager may initiate additional audit/s to ensure conformance to the quality system.  (see art. 8.5.2.4)
· All of these items are documented. The documentation is reviewed at least once annually, during the Management review.

8.4	Analysis of Data (ISO 9001:2015)

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 Coordinator 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 (ISO 9001:2015)

8.5.1	Continual Improvement (See Appendix “A”)

SML is committed to “continuous improvement”. For this, SML Management / designee continually monitors the following items: 
· Quality Policy and Objective
· Internal and External Audit Results; non-conformances, their resolutions and their trends
· Remedial, corrective and preventive actions and their trends
· Customer feedback, complaints and their trends
· Management review.

8.5.2	Corrective Action (See SML-209 Improvement – Corrective Action Process)

8.5.2.1	Cause Analysis: This is the most important, and sometimes most difficult part. An investigation is done to find out what might have caused the non-conforming or complaint. Potential root causes include: 

· Customer requirements
· Sample selections and specifications
· Calibration methods/procedures
· Staff skills/training
· Quality of critical consumables
· Equipment Maintenance and Calibration errors and uncertainties.

SML Supervising Technician / Management designee performs a careful analysis of all root causes detected (This is known as “Root Cause Analysis”). The management designee may be an SML contractor.

8.5.2.2	Selection and implementation of corrective Actions: SML Calibration Laboratory Manager / Management designee carefully select those root causes that are most likely to have caused the nonconformance/complaints.

He/she then determines the Corrective Action that will completely resolve the problems, and implements them

8.5.2.3	Monitoring of Corrective Actions: SML Calibration Laboratory Manager / Management designee and the top management all track the course of corrective actions to determine if they are effective, and institute changes / mid-course corrections as needed








8.5.2.4	Additional Audits: If the non-conformance(s) are so broad-based that the implementation of the quality system is in doubt, or, if the problems pose serious risk to the business, or, if the non-conformances are found repeated after the corrective actions have been implemented for a reasonable time, SML Calibration Laboratory Manager/management designee, in consultation with the Quality Assurance Coordinator, performs additional internal audits of the affected areas and reports the findings to the Operations Manager. Remedial, corrective and preventive actions are again implemented. The process continues until all the problems are satisfactorily resolved

8.5.3	Preventive Action (See SML-205 Improvement – Preventive Action Process)

Identification of potential sources of non-conformities on a proactive basis, instituting strategies and changes to avoid them; constitutes Preventive Action. It is often system wide; it is an integral part of the “Continuous improvement process. As it employs analysis of trends in audit findings, customer feedback and proficiency/inner-laboratory test data, it is part of the management review.

Procedures for preventive actions include the initiation of such actions and application of controls to ensure that they are effective.

Note 1:	Preventive action is a proactive process to identify opportunities for improvement rather than a reaction to the identification of problems or complaints.

Note 2: Apart from the review of the operational procedures, the preventive action might involve analysis of data, including trend and risk analysis and proficiency test results.

Appendix “A”

Corrective/ Preventative Actions & Risks


Calibration and Maintenance
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Resources   Training & Infrastructure

MANAGEMENT RESPONSIBILITY

Control of Documents and Records

CUSTOMER REQUIREMENTS


                                                                 






























No
PRODUCT REALIZATION PROCESS
No
Return unrepaired
/uncalibrated

Approved
New Equipment to SML??
Yes
QUALITY SYSTEM SUPPORT PPROCESS
Monitor/Measure & Improve/Maintain Quality System Processes and their Effectiveness Via Management Review of Customer Feedback, Audit Results, Analysis of Data, Commitment, Communications and Resources
Satisfaction, RMA’S, and Complaints

Customer Feedback
Rejected

Prepare to return unrepaired
/uncalibrated
Complete Order Ship and Bill


ill for Product
Repair  and Calibrate Equipment

Paperwork to the front for CS to quote customer
Yes
Does the unit require a repair or calibration quote?
Yes
Receive equipment into Indysoft
Enter Item Type to Indysoft
No

Item Type in Indysoft?

Customer Inquiry for Service
Contract/PO Review
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SML Standard Operating Procedures

	SML-200
	Requirements for Process Procedures

	SML-201
	Document & Record Control Procedure

	SML-202
	Test Equipment Repair and Calibration Procedure

	SML-203
	Incoming Inspection Procedure

	SML-204
	Calibration System Procedure

	SML-205
	Improvement, Risk and Preventive Action Procedure

	SML-206
	Control of Monitoring & Measuring Devices Procedure

	SML-207
	Temperature & Relative Humidity Procedure

	SML-208
	Control of Nonconforming Work Procedure

	SML-209
	Corrective Action Process Procedure

	SML-210
	Handling-Storage Packaging & Delivery Procedure

	SML-211
	Internal Quality Audit Procedure

	SML-212
	Personnel Training Procedure

	SML-213
	Estimation of Uncertainty of Measurement (MU) Procedure

	SML-214
	Review of Request for Tender Procedure

	SML-215
	Purchasing Services & Supplies Procedure

	SML-216
	Customer Complaint & Resolution Procedure

	SML-217
	Facility Security Access Control Procedure

	SML-218
	Emergency Action Plan

	SML-219
	Environmental Health and Safety (EHS) Procedure
















Appendix “C”

Quality Policy Statement of Standard Meter Lab, Inc.
“Consistent and excellent service guaranteed.”

At Standard Meter Lab, we are dedicated to delivering consistent and exceptional quality in every aspect of our business. We strive to achieve excellence by continuously improving the quality standards of our products and calibration services to ensure customer satisfaction. We recognize opportunities for growth and identify areas of improvement that help build upon our strengths and competencies.

Our organization will strive to meet the following quality standards and objectives:

· Attract and retain talent to add value to our establishment
· Invest in our employees by providing training and development opportunities
· Develop staff competencies, creativity, empowerment and accountability through appropriate development programs and show strong management involvement and commitment
· Use state-of-the-art equipment for our calibration methodologies and procedures
· Practice a healthy and safe work environment
· Achieve our commitments for quality, cost, and schedule
· Drive continual improvement and innovation based upon efficient business processes, well-defined measurements, best practices, and customer surveys
· Enhance the systematic research and use of best preventative practices at all levels and ensure reliable risk management
· Build a mutually profitable relationship with our customers, ensuring long-term success, through the understanding of their needs and the needs of their customers

Management Commitment:

Standard Meter Lab’s Management is committed to complying with the requirements of both ISO 9001:2015 and ISO/IEC 17025:2017 Standards. Management will provide the necessary resources, communication of statutory and other regulations, including technical and managerial supervision, to provide control and guidance of company activities. In addition, management will achieve compliance with the requirements as interpreted by its accreditation bodies, Intertek, and International Accreditation Service (IAS). 

SML Management is committed to monitoring its quality system and upholding continuous improvement activities, especially during voluntary or involuntary changes including any personnel changes that may temporarily impact the quality system and its activities.

Management’s Expectations from Employees: 

Management requires all designated employees to familiarize themselves with the Quality Policy Statement and to continuously practice its quality standards and objectives. The statement authorizes and empowers all employees to take full responsibility and accountability to perform their duties according to their job responsibilities and their authority levels, as described in our Quality Policy Manual.

I, Marcos Estrella, representing Operations Management of Standard Meter Lab, by virtue of my signature below, declare herein my full commitment and support pertaining to the Company’s Quality Policy Statement and Management Policy.

Marcos Estrella
Operations Manager | Standard Meter Lab, Inc.                                                                               Effective Date: 9/10/2025
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Smith Family



Operations Manager
Board of Directors


Marcos Estrella




Calibration Laboratory Manager
Finance / HR
Quality Assurance Coordinator


Elijah Garcia
Alejandra Reyes
Krystal Begun





Shipping and Receiving Coordinator

Calibration Technician
Field Service Technician
Customer Service


· James Bradley
· Keith Lam
· Elijah Garcia
· Jacob Brown

Julian Ortiz
A.J. Garcia


Deputies:
Administrative Support is Deputy to Operations Manager
Operations Manager is Deputy to Administrative Support
Administrative Support is Deputy to Customer Service
Quality Assurance Coordinator is Deputy to Calibration Laboratory Manager
Calibration Laboratory Manager is Deputy to Quality Assurance Coordinator
Calibration Laboratory Manager is Deputy to Calibration Technicians
Operations Manager is Deputy to Accounting.
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Employee Ethics and Confidentiality Agreement (EECA)

Every SML employee is required, as a condition of employment, to certify their acceptance and understanding of EECA as outlined below. EECA is subject to periodic review and improvement, at the discretion of SML top management.

1.	Impartiality and Accuracy of Work: All employees shall carry out their work in an impartial manner and take care to ensure that all data/ documents / reports issued reflect correctly the actual findings. Each employee shall exercise due care to preserve records and information as “Business Confidential.” (See art.  4.1.4c of the SML Quality Procedures Manual).
2.	Ethics: Honesty, Integrity and Faithful adherence to published national standards (NAVAIR, or ASTM standards, or equivalent documents), are basic tenets that each employee shall follow. He /she shall treat all customers and potential customers in a fair, just and equitable manner at all times.
3.	Avoidance of “Conflict of Interest”: All employees shall avoid “Conflict of Interest”; (such as that due to a personal gift, or favor in return for, influencing test process or results. They shall promptly report any such activity from customer or a colleague to SML top management. They shall also promptly report any potential Conflict of Interest (such as ownership in a customer company); to SML management, who shall then ensure that such an employee is excused from that project. (Exception: Employee owns shares of a mutual fund which may include customer company shares in its portfolio. This shall not be considered as Conflict of Interest if the employee does not control/manage the mutual fund).
4.	Avoidance of Bribery: No bribes of any kind shall be offered to gain business for SML or to gain a favorable position for SML in any business situation. Any employee who may see other colleagues engaging in such activity, shall immediately report it to the SML top management.
5.	Obedience to Laws: All employees shall work in compliance with all applicable laws and SML Policies. They shall immediately report to SML management any conditions; (including those posed by a customer), that may potentially violate the environment, health and safety laws/regulations.
6.	Regulatory Compliance:  SML obtains and maintains accreditation to ISO/IEC/ANSI Std. 17025-2005 (or latest edition as applicable) from Accreditation Bodies such as IAS or equivalent.  In addition, SML complies with any requirements issued by the Authorities Having Jurisdiction (such as OSHA).
7.	Audit Findings, Customer Complaints and Follow-Ups:  SML addresses the Audit non-conformances and the required Corrective actions in a timely and effective manner.  SML top management tracks and reviews this work to complete resolution. All SML employees are required to cooperate with the management in such activities.
8.	Any SML employee in infraction of EECA shall be subject to disciplinary action, up to and including dismissal. 
I have read and understood the EECA. I shall try to abide by it to the best of my knowledge and belief.

___________________________          ___________________________	
                              Employee Name		         Employee Name (Print)        
                            Signature and Date	

                ___________________________         ___________________________
             SML Management 		   SML Management Name (Print)
                            Signature and Date

Appendix “F” 
Training/Experience Records

Training records are maintained on the internet in a password protected folder labeled Auditors Portal. Employees have access to view, download and print these records. Changes/updates to these files can only be made by the Quality Assurance Coordinator. A sample of a page from our training status matrix is shown below. 
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HIRE DATE:

POSITION:

CURRICULUM -  QUALITY PROCEDURES MANUAL TRAINER

Target 

Date

Date         

Complete

SML-001,  Policy, Employee Policy Manual A

SML-002,  Policy,  Quality Policies Manual A

SML-003,  Policy, Health & Safety Manual (TBD) N/A

SML-200, Process, Requirements for Process Procedures B

SML-201, Process, Document Control B

SML-202, Process, Test Equipment Repair & Calibration B

SML-203, Process, Incoming Inspection B

SML-204, Process, Calibration System B

SML-205, Process, Out of Tolerance Test Equipment B

SML-206, Process, Control of Monitoring & Measuring Devices B

SML-207, Process, Temperature & Relative Humidity B

SML-208, Process, Control of Nonconforming Product B

SML-209, Process, Corrective Action Process B

SML-210, Process, Handling, Storage, Packaging & Delivery B

SML-211, Process, Internal Quality Audits B

SML-212, Process, Personnel Training B

SML-213, Process, N/A N/A

SML-214, Process, Sales Procedure B

SML-215, Process, Purchasing B

SML-301, Work Instruction, Packaging for UPS Shipments B

SML-302, Work Instruction, Handling of ESD Sensitive Assemblies B

SML-303, Work Instruction, Control of Shelf Life Items B

TARGET CODES: A: During Orientation, B: Within first 30 days,  C: Within first 90 days,  D: Within 1year,  E: Within 5 years.

SML-138 Rev. C  EMPLOYEE TRAINING STATUS MATRIX 

EMPLOYEE:

REQUIRED



YES NO YES NO YES NO YES NO YES NO YES NO YES NO YES NO YES NO YES NO YES NO YES NO YES NO YES NO YES NO YES NO YES NO YES NO YES NO YES NO YES NO YES NO YES NO YES NO YES NO


