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1.1	Quality Policy Statement





The Management at <COMPANY NAME> Ltd require the quality of the Calibration Laboratory to be of the highest standard achievable, with the main objectives to be:





Achieve and maintain a high quality in the Calibration Laboratory in all aspects of Laboratory work.


To provide confidence to its own management that the intended quality is being achieved.


To provide confidence to its clients that the service is maintaining a high quality level.





In order to meet these objectives, the Laboratory will organise itself in such a way that the technical, administrative and human factors affecting the quality of its calibration and services will be under control at all times.





The Laboratory management intend to run a quality calibration service using the latest  technology to provide an efficient and cost effective calibration service in compliance with the ISO 17025 and UKAS requirements at all times.  Regular audits of the Laboratory will ensure that systems are working correctly and that staff are working to the Quality Manual.





It is the responsibility of all Laboratory staff to familiarise the contents of the Quality Manual, and comply with the procedures laid down by the manual at all times.





Person responsible for implementing the quality policy :





<SIGNATURE>





Signed:  <NAME>, Deputy Quality Manager





Person responsible for overall control of all aspects of quality:





<SIGNATURE>





Signed:  <NAME>, M.D.,Quality Manager, Head of Laboratory








1.2	Accreditation





UKAS Accreditation for DC and LF Calibration Laboratory No. <LAB NUMBER> see appendix for the scope of calibrations.
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Management Requirement�
�
Section:  1�
Title:�
Organisation�
Rev.  1�
�






The Laboratory is named <COMPANY NAME> (a legal entity registered in England) Standards and Calibration Laboratory.





The Laboratory will carry out its activities in such a way as to meet the requirements of ISO 17025 and to satisfy the needs of its clients and its UKAS Accreditation.





The Laboratory Quality Management System is designed to cover work in the permanent facility and remote sites.  (Note remote site working is not a current activity and is therefore not part of UKAS Scope of Accreditation).





The Standards and Calibration Laboratory is part of an organisation, <COMPANY NAME>, which also carries out other functions apart from calibration.  However the Head of Laboratory is also the Managing Director of <COMPANY NAME>.





Management Requirement





The Management of the Standards Laboratory is under the control of the Head of Laboratory.  He has the authority to provide the necessary resources needed for staff to carry out their duties and to identify the occurrence of departures from the Quality System or from procedures for performing calibrations, to initiate actions, and to prevent or minimise such departures.





The size and nature of the Laboratory’s work minimises the likelihood of undue pressure, either internal or external, being applied to staff.  However should this occur then the Head of Laboratory must be informed immediately.  Also staff are required to inform the Head of Laboratory should they have any personal or financial dealings with any clients.





All client information is protected from unauthorised access and procedures are used to protect both electronic storage and transmission of results.





The Laboratory is not aware of any activities which would diminish confidence in its competence, impartiality, judgement or operational integrity.





The following are permitted to carry out UKAS activities.  They are:





<NAME>, Head of Laboratory


<NAME>, Deputy Head of Laboratory





Both of the above are approved signatories and are authorised to use all equipment in the Laboratory.  Technicians may only use the automated calibration equipment under the control of approved signatories.





SEE MANAGEMENT CHART IN APPENDIX.





The Head of Laboratory has overall Technical and Quality responsibility for the Laboratory.  <NAME> provides Deputy Technical management and <NAME> Deputy Quality Management.





This structure provides adequate supervision of the Laboratory and when key staff are unavailable calibration is halted.





(Note 1-5 e) is intended to cover ISO 17025 1.5 a) to j) requirements).
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Management Requirement�
�
Section:  2�
Title:�
Quality System�
Rev.  1�
�






The Laboratory has established and maintains a Quality System appropriate to its size and scope of UKAS Accreditation.  The Quality System is documented to the extent necessary to assure the quality of its calibration results.  The system’s documentation is communicated to, understood by, available to all Laboratory staff as indicated in Paragraph 1.5 e) and support staff where applicable.





The policies and objectives of the Quality System are defined in this Quality Manual which contains a Quality Policy Statement on Page 4.  The Quality Manual follows the index of ISO 17025.





The Quality Manual is supported by the procedures detailed in the <COMPANY NAME> Procedure Manual. Software (ProCal) also supports the operation of the quality manual.





The Quality Manual is the top tier document and all of the above procedures are subsidiary to it. A master list of all documents is kept. 





The Head of Laboratory has prime responsibility of ensuring compliance with ISO 17025 and the UKAS Accreditation of the Laboratory.
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Management Requirement�
�
Section:  3�
Title:�
Document Control�
Rev.  1�
�






General





The Laboratory has established and maintains the following procedure to control all documents that form part of its Quality System (both internally and externally generated) including UKAS documents, standards, calibration methods, software, instructions and manuals.





Document Approval and Issue





The Head of Laboratory is responsible for the approval and review, distribution and control of the Quality Manual and also calibration procedures, documents received from outside bodies and other documentation relating to the Standards Laboratory.  A master list(s) exists for all documents in the Quality System identifying the current revision status to preclude the use of invalid or obsolete documents.  The list(s) will make use of other applicable documents, e.g. UKAS M4 to control UKAS documentation.





a) Authorised documents relating to the Standards Laboratory including


the Quality Manual shall be kept in the Standards Laboratory Office within easy access of all personnel working in the Standards Laboratory. The Head of laboratory authorises all documents and procedures before he updates the issue and makes them available for use.





Quality Management System documents are reviewed as part of the management review process and revised where required to ensure topicality and compliance.





Obsolete documents are promptly removed from the Laboratory office.





When obsolete documents need to be kept for knowledge or legal purposes they are clearly marked OBSOLETE.





Quality System documents generated by the Laboratory are uniquely identified and include the date of issue or revision, page numbering, total number of pages and issuing authority.





Document Changes





Only the Head of Laboratory can review and approve changes to documents.





Where practicable, altered or new text is identified in the document.





Amendments by hand are not allowed unless agreed with the Head of Laboratory who will then sign and date the amendment.  A revised document will be formally issued as soon as practicable.





Master documents stored on computer can only be modified by authorised personnel. A backup of an obsolete document will be archived to a separate protected folder. All documents are backed up onto CD-ROM on a weekly basis.
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Management Requirement�
�
Section:  4�
Title:�
Review of Requests, Tenders and Contracts�
Rev.  1�
�






The procedure for the review of requests, tenders and contracts is as follows.





	It is the responsibility of the Head of Laboratory or authorised deputies to carry out a review prior to contract award to ensure that:





The requirements, including the methods to be used, are adequately defined, documented and understood (see Technical Requirements).





The Laboratory has the capability and resources to meet the requirements.





The appropriate test and/or calibration method is selected and capable of meeting the clients’ requirements (see Technical Requirements).





Records of reviews and any significant changes are maintained.  Records are also maintained of pertinent discussions with client relating to the client’s requirements or results during the period of execution of the contract.





Note for calibrations covered by the scope of UKAS Accreditation records of review only include date and identity of the person carrying out the review.  Reviews will only be carried out at the start of ongoing contracts and not each time an individual instrument requires calibrating.  For non-routine work a more comprehensive record will be kept.





Reviews will also cover any work sub-contracted by the Laboratory although usual policy is not to sub-contract - see Section 5.





Clients are informed of any deviation from their contracts.





If a contract needs amending after work has commenced the contract review process is repeated and any amendments are communicated to all affected personnel.
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Management Requirement�
�
Section:  5�
Title:�
Sub-contracting of Tests and Calibrations�
Rev.  1�
�






The Laboratory will not normally accept work which would need to be sub-contracted and would recommend another UKAS Laboratory.  However should a client insist on sub-contracting or there are unforeseen circumstances such as breakdown of equipment then work will be sub-contracted to a suitably accredited UKAS Laboratory.





The Laboratory will advise the client of the arrangement in writing.





The Laboratory accepts responsibility to the client for the sub-contracted work except in cases where the client or a regulatory authority specifies which sub-contractor is to be used.





If sub-contracting does occur a register of sub-contractors will be raised recording compliance with ISO 17025.
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Management Requirement�
�
Section:  6�
Title:�
Purchasing Services and Supplies�
Rev.  1�
�






The Laboratory will endeavour to use only companies which are:





Registered to ISO 9000 via a UKAS Accredited Certification Scheme.


Hold UKAS accreditation as Calibration Laboratory.





All purchased supplies critical to the calibration process are checked before being placed in service and records of this check are made e.g. by signing advice note or calibration certificate.





Purchasing documents for items affecting the quality of Laboratory output contain data describing service and supplies ordered.  Such documents are reviewed and approved by the Head of Laboratory or authorised deputies.





The Laboratory evaluates supplies normally using the criteria described in Paragraph 6.1 above.  An Approved Suppliers List exists.
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Management Requirement�
�
Section:  7�
Title:�
Service to the Client�
Rev.  1�
�






If any client requires to verify any service offered by the Laboratory, either in house or at an agreed sub-contractor, arrangements will be made at acceptance of order to facilitate this requirement providing that confidentiality of other clients is ensured.  The Laboratory is aware of the value of good communication with its clients.
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Management Requirement�
�
Section:  8�
Title:�
Complaints�
Rev.  1�
�






The Laboratory has the following policy and procedure for handling complaints and anomalies.  Records of complaints and actions taken are recorded.





Staff take a written note of the client’s complaint and pass this to the Head of Laboratory.  Alternatively clients’ written complaints are passed directly to the Head of Laboratory.





Complaints concerning the Laboratory’s compliance with the Quality Manual are investigated by means of an audit on the offending area.  Such an audit will take place in the shortest possible time scale.  Where the audit finds a non-compliance, the Laboratory will notify any client whose work has been affected and suitable action will be taken to correct the situation.





The Laboratory keeps records filed in date order relating to complaints, investigations and corrective action taken.  These records are kept in the Calibration and Standards Laboratory Office.
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Management Requirement�
�
Section:  9�
Title:�
Control of Non-conforming Testing and/or


Calibration Work�
Rev.  1�
�






All Laboratory staff shall work in accordance with the policies and procedures in the Quality Manual and other related documents.  Departures from documented policies in the event of failure of equipment are allowed provided that such a departure will not compromise quality and that they are endorsed by the Head of Laboratory and their justification included in relevant records.





The Head of Laboratory is responsible for the control of non-conforming calibration work.  This is defined as work that does not conform to Laboratory procedures or client requirements.  If such work is identified then the following actions are taken:





If staff are found to have departed from Laboratory procedures, and such departures may affect the quality of calibration then work is halted immediately.





The Head of Laboratory evaluates the significance of non-conforming work.





Corrective actions are taken immediately together with a decision re the acceptability of the non-conforming work.





Where necessary the client is notified and if necessary work recalled.





Authorising resumption of work is only allowed by the Head of Laboratory.





Note - b) c) and d) above are also invoked if any other anomaly with calibration work is identified by any other means e.g. Client Complaints, Quality Control, Instrument Calibration, Certificate Checking, Management Reviews and Internal or External Audits.





Where the evaluations referenced at 9.1 b) indicate that the non-conforming work could occur or that there is doubt with the Laboratory’s compliance with its own policies and procedures, the corrective action procedure given in Section 10 is followed.





Records of non-conforming work are kept.
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Management Requirement�
�
Section:  10�
Title:�
Corrective Action�
Rev.  1�
�






General





The Head of Laboratory is the designated authority to implement corrective action when non-conforming work or departures from policy and procedures in the Quality System have been identified.





Cause Analysis





Before corrective action is applied an investigation is carried out to determine the root cause of the problem.





Selection and Implementation of Corrective Actions





When corrective action is needed, the Head of Laboratory identifies potential corrective action and selects the most appropriate to eliminate the problem and prevent re-occurrence.





Selected corrective actions are to a degree appropriate to the magnitude and risk of the problem.  The implementation of corrective actions is recorded.





Monitoring of Corrective Action





The Head of Laboratory monitors corrective actions to ensure their effectiveness.  This is reported via the Management Review process.
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Management Requirement�
�
Section:  11�
Title:�
Preventive Action�
Rev.  1�
�






Preventive Action





Preventive action, i.e. where needed improvements and potential sources of non-compliance have been identified, is reported via the Management Review Process.  If preventive action is required then an action plan is developed, implemented and monitored to reduce the likelihood of the occurrence of such non-conformities and to take advantage of the opportunities for improvement.





As indicated in 11.1 above an action plan is developed and its results monitored and discussed at the next Management Review.
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Management Requirement�
�
Section:  12�
Title:�
Control of Records�
Rev.  1�
�






12.0	Control of Records





General





The following paragraphs give the procedure utilised by the Laboratory to control records both technical and quality related.  Quality Records include reports from internal audits and management review, including corrective and preventive actions.





All records are legible and are retained, either on computer or by hard copy in suitable environments to ensure easy retrieval and prevention of loss and/or damage.  Technical records are held for six years minimum and quality records for two years minimum.





All records are held secure and in confidence.  This is achieved via password protection and back up for electronic media or by physical location for hard copy.





All records are kept in password protected files for authorised access only. Daily automatic backups are performed for laboratory certificate & customer data. A full weekly backup of all laboratory documents and data is performed with storage on CD-ROM - two copies are made with storage in separate locations for maximum security.





12.2	Technical Records





The Laboratory retains records of original observations, derived data and sufficient information to establish an audit trail, calibration records, staff records and a copy of each Calibration Certificate issued for six years.  The records include the identity of staff involved in the calibration process and contain sufficient detail to enable the calibration to be repeated under conditions as close as possible to the original.





Observations, data and calculations are recorded at the time they are made and are identifiable to specific tasks.





When mistakes occur in records, each mistake is crossed out, not erased, made illegible or deleted, and the correct value entered.  Alongside all such alterations they are signed or initialled by the person making the correction.  The above controls apply to both hard or electronically stored records.
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Management Requirement�
�
Section:  13�
Title:�
Internal Audits�
Rev.  1�
�






At least once per year the Laboratory in accordance with a pre-determined schedule adopts the following internal audit procedure to verify conformance with its own Quality Management System and ISO 17025.  The internal audit programme addresses all elements of the Quality System including calibration activities.  The Head of Laboratory plans and organises audits.  Audits are carried out by trained and qualified personnel who are wherever resources permit independent of the activity to be audited.  The Laboratory appoints <NAME> as the Internal Auditor.





When audit findings cast doubt on the effectiveness of Laboratory operations or Laboratory issued results, the Laboratory takes timely corrective action as indicated in Section 10 of this part of the Quality Manual.





The area of activity audited, the audit findings and corrective actions are recorded.





Follow-up audit activities verify and record the implementation and effectiveness of the corrective action taken (see Section 14).
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Management Requirement�
�
Section:  14�
Title:�
Management Review�
Rev.  1�
�






A review of the Quality System and calibration activities is carried out at least every twelve months.





The purpose of the review is to ensure continuing suitability and effectiveness of all systems, both quality and technical, of the laboratory and to introduce necessary changes for improvements.  The review takes account of the following:





actions from the last Management Review;


the suitability of policies and procedures both Technical and Quality related;


the outcome of recent internal audits;


corrective and preventive actions, (including effectiveness);


assessments by external bodies;


the results of inter-laboratory comparisons or other quality control checks;


changes in the volume and type of the work;


client feedback;


training/competency;


resources.





The responsibility for organising and conducting these reviews lies with the Head of Laboratory.





Findings from Management Review and the actions that arise from them are recorded together with appropriate and agreed timescales for the actions.
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Technical Requirement�
�
Section:  1�
Title:�
General�
Rev.  1�
�






General





In establishing the correctness and reliability of calibrations performed by the Laboratory account has been taken of relevant factors including:





human factors;


accommodation and environmental conditions;


calibration methods and method validation;


equipment;


measurement traceability;


the handling of calibration items.





The above factors have been taken into account in the development of the Laboratory’s calibration methods, in the training and qualification of personnel and in the selection and calibration of the equipment it uses.
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Technical Requirement�
�
Section:  2�
Title:�
Personnel�
Rev.  1�
�






2.0	Personnel





As indicated at Paragraph 1.5 e) of this Quality Manual only two staff are employed on UKAS work in the Laboratory.  If there is a need to train further staff they will be supervised by one of the two authorised signatories.  The authorised signatories are qualified on the basis of experience and education. Refer to UKAS approved signatory list.





The Head of Laboratory requires that Laboratory staff have sufficient skills and competence to meet client needs, the scope of its UKAS Accreditation and the requirements of ISO 17025.  Training needs form part of the annual management review process.  Training is required if new methods are introduced in to the Laboratory.





The two people employed on UKAS Accredited Calibrations in the Laboratory are both senior members of <COMPANY NAME> and are directly employed.





The Laboratory maintains job descriptions for both Laboratory staff and key support staff.





		<NAME. - Head of Laboratory





Qualifications : 





Responsibilities :








		<NAME> - Approved Signatory





Qualifications : 





Responsibilities :








Only the two personnel (listed at Paragraph 1.5 e) are authorised to perform and control the calibrations listed on the Laboratory UKAS Scope of Accreditation including use of all calibration equipment and certificate authorisation. See Skills matrix.
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Technical Requirement�
�
Section:  3�
Title:�
Accommodation and Environmental Conditions�
Rev.  1�
�






The Standards and Calibration Laboratory has an area of 454 square feet.  There is a section for prime standards and a section for general calibration work.





	The testing and calibration area is of an adequate size with good lighting.  The test stations have a large working area to allow the operators to be unhindered in their work.





The Laboratory has good ventilation and temperature control by use of air conditioners.





Dust is controlled by the use of filters in the air conditioner.





All calibration work is to be carried out in the Laboratory under strict environmental control.





The Mains Power supply is filtered and is continuously monitored.  Air conditioning and humidity is also continuously monitored.  In the case of any environmental failure, all calibration work will be halted.





All calibration work must be performed under a constant, known temperature as required.  The level of humidity is also noted.





The temperature and humidity are electronically recorded and stored on computer with all other laboratory documents. This data is downloaded and backed-up on a weekly basis to CD-ROM.





There is adequate separation of the Laboratory from the rest  of <COMPANY NAME>.





Access is restricted to Laboratory staff only and also any person who has received permission from the Head of Laboratory.  Access to the Calibration and Standards Laboratory is via the Records office.  The office is kept locked in the absence of the Head of Laboratory or his deputies.





All Laboratory staff have access to all areas of the Laboratory, with the exception of the technician, who only has access to the records office and automatic test/calibration area.





All equipment is in its allocated position.  All areas are kept clean and tidy.  All paperwork is filed in its correct place by the end of each working day.
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Technical Requirement�
�
Section:  4�
Title:�
Test and Calibration Methods and Method


Validation�
Rev.  1�
�






General





The Laboratory uses appropriate methods and procedures for all calibrations within its UKAS Scope of Accreditation.





The Laboratory has UKAS Calibration Procedures to ensure compliance with UKAS and ISO 17025 requirements.





All relevant instructions standards and reference data, etc. are kept up to date and are readily available to Laboratory Staff.





Selection of Methods





The Laboratory uses calibration methods which meet the needs of the client and which are appropriate for the calibrations it undertakes.  Methods published in International or National standards will preferably be used.  The Laboratory ensures that it uses the latest valid edition of a standard unless it is not appropriate or possible to do so.  When necessary, the standard is supplemented with additional details to ensure consistent application.





When the client does not specify the method to be used the Laboratory selects appropriate methods that have been published either in International, or National standards, or by reputable technical organisations, or in relevant scientific texts or journals, or as specified by the manufacturer of the equipment.  Laboratory-developed methods or methods adopted by the Laboratory may also be used if they are appropriate for the intended use and if they are validated.  The client is informed as to the method chosen.  The Laboratory confirms that it can properly operate standard methods before introducing the tests or calibrations.  If the standard method changes, the confirmation will be repeated.





The Laboratory informs the client when the method proposed by the client is considered to be inappropriate or out of date.





Laboratory Developed Methods





The introduction of calibration methods developed by the Laboratory for its own use is documented by either of the UKAS approved signatories.


�






Non-Standard Methods





When it is necessary to use methods not covered by standard methods, these are subject to agreement with the client and include a clear specification of the client’s requirements and the purpose of the test and/or calibration.  The method developed is validated before use.  (See 4.5).





Note - For new calibration methods, procedures are developed prior to the tests and/or calibrations being performed and should contain at least the following information:





appropriate identification;


scope;


description of the type of item to be tested or calibrated;


parameters or quantities and ranges to be determined;


apparatus and equipment, including technical performance requirements;


reference standards and reference materials required;


environmental conditions required and any stabilisation period needed;


description of the procedure, including:


affixing of identification marks, handling, transporting, storing and preparation of items,


checks to be made before the work is started,


checks that the equipment is working properly and, where required, calibration and adjustment of the equipment before each use,


the method of recording the observations and results,


any safety measures to be observed;


criteria and/or requirements for approval/rejection;


data to be recorded and method of analysis and presentation;


the uncertainty or the procedure for estimating uncertainty.





Validation of Methods





Validation is the confirmation by examination and the provision of objective evidence that the particular requirements for a specific intended use are fulfilled.





The Laboratory validates non-standard methods, Laboratory-designed/ developed methods, standard methods used outside their intended scope, and amplifications and modification of standard methods to confirm that the methods are fit for the intended use.  The validation is as extensive as is necessary to meet the needs of the given application or field of application.  The Laboratory records the results obtained, the procedure for validation, and a statement as to whether the method is fit for the intended use.





Note 1 - Validation may include procedures for sampling, handling and transportation if applicable.





Note 2 - The techniques used for the determination of the performance of a method should be one of, or a combination of, the following:





calibration using reference standards;


comparison of results achieved with other methods;


inter-laboratory comparisons;


systematic assessment of the factors influencing the result;


assessment of the uncertainty of the results based on scientific understanding of the theoretical principles of the method and practical experience.





Note 3 - If changes are made in the validated non-standard methods, the influence of such changes is documented and, if appropriate, a new validation is carried out.





The range and accuracy of the values obtainable from validated methods (e.g. the uncertainty of the results, detection limit, selectivity of the method, linearity, limit of repeatability and/or reproducibility, robustness against external influences and/or cross-sensitivity against interference from the matrix of the sample/test object), as assessed for the intended use, will be relevant to the clients’ needs.





Note 1 - Validation includes specification of the requirements, determination of the characteristics of the methods, a check that the requirements can be fulfilled by using the method and a statement on the validity.





Note 2 - As method-development proceeds, regular review are carried out to verify that the needs of the client are still being fulfilled.  Any change in requirements requiring modifications to the development plan are approved and authorised.





Note 3 - Validation is always a balance between costs, risks and technical possibilities.  There are many cases in which the range and uncertainty of the values (e.g. accuracy, detection limit, selectivity, linearity, repeatability, reproducibility, robustness and cross-sensitivity) can only be given in a simplified way due to lack of information.





Estimation of Uncertainty of Measurement





The principles laid out in UKAS document M3003 (always the latest edition) are used to estimate both random and systematic uncertainties.  The method applies to all measurements, whether made internally or taken from external measurements by an outside body and added to internal measurements.





�



Control of Data





Any calculations carried out, either for the purposes of compiling a calibration procedure or for the purpose of carrying out an actual calibration, will be subject to verification by a second person if the calculation is more than a simple elementary one.





Data transfer such as producing copy of calibration results from original observation will be checked for correctness.  The signatory of the client-copy of the certificate is responsible for ensuring the correctness of the copied data.





Computers and automated equipment are used by the Laboratory in the calibration process.





All programs are fully tested and the data produced is verified.  The results from automatic test programs which take readings from DMM’s are checked by comparing the results with readings taken manually from the DMM.  Such programs are also run several times to ensure consistent data is obtained.


A list of version numbers in use and description of the modification performed is kept for all versions of the program.  The last item on the list shows the version number of that program.


Master copies of all software are stored on CD-ROM disk and kept.


The certificate produced for each calibration is printed, checked and signed then sent to the customer. In addition the results are also left on the computer database which is stored on two computers. This is also regularly backed up on to CD-ROM.
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Technical Requirement�
�
Section:  5�
Title:�
Equipment�
Rev.  1�
�






The Laboratory has the required measurement and test instrumentation to maintain its scope of UKAS Accreditation.  If in an emergency the Laboratory needs to use equipment outside its permanent control, it will ensure that the requirements of ISO 17025 are met.





All equipment used by the Laboratory is suitable for its purpose and capable of achieving the required accuracy.  A calibration programme exists providing traceability to National Standards.  Before any equipment is placed into service in the Laboratory it is checked and calibrated where necessary, to ensure it meets the Laboratory requirements.





The two Approved Signatories have authority to use all items of Laboratory equipment.  Other staff may only use equipment under the direct supervision of an Approved Signatory.  If at any time both of the <COMPANY NAME> UKAS staff are away then all UKAS work will cease until their return.





Operating manuals of the Laboratory equipment are held by the Laboratory detailing instructions for use.





Where it is practical to do so all equipment is uniquely identified.





Each item of Laboratory equipment has a file related to it which contains the following details.





the identity of the item of equipment and its software;


the manufacturer’s name, type identification, and serial number or other unique identification;


checks that equipment complies with the specification (see 5.5.2);


the current location, where appropriate;


the manufacturer’s instructions, if available, or reference to their location;


dates, results and copies of reports and certificates of all calibrations, adjustments, acceptance criteria, and the due date of next calibration;


the maintenance plan, where appropriate, and maintenance carried out to date;


any damage, malfunction, modification or repair to the equipment.





The use of trained and competent personnel, comprehensive UKAS Calibration Procedures and a calibration programme ensures that equipment functions correctly.





If it is suspected that any equipment is faulty/damaged, all necessary checks are made to ensure that it has not been used for a calibration during the time and is immediately withdrawn from service.  In the event of a calibration being carried out during the time that it may have been faulty, notification will be made to all clients that may have had their instruments erroneously calibrated.








Laboratory equipment, requiring calibration, is labelled to indicate the date that the calibration was carried out and when re-calibration is due.





When equipment goes outside the direct control of the Laboratory it is checked on its return before being placed back into service.





Intermediate checks if required are covered by a procedure.





If equipment calibrations give rise to corrective factors the Head of Laboratory or his deputy are responsible for updating hard copies or software as applicable.





Calibration equipment is wherever possible protected from adjustments which would invalidate results by the placement of calibration labels.
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Technical Requirement�
�
Section:  6�
Title:�
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Rev.  1�
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General





All equipment in the Laboratory which has a significant effect on the validity of calibration results is subject to a calibration programme as indicated in the following paragraphs of this section.





Specific Requirements





The calibration programme referenced at Paragraph 6.1 above ensures that all calibrations made by the Laboratory are traceable to the International System of Units (SI).  This is achieved by the use of UKAS Accredited Calibration Laboratories for the calibration of the Laboratory’s reference standards.  It should be noted that Paragraphs 5.6.2.1.2 and 5.6.2.2.1/2 of ISO 17025 are not applicable to the current UKAS scope of Accreditation.





Reference Standards





The Laboratory’s reference standards referenced at Paragraph 6.2.1 above are used for calibration and no other purpose unless it can be show that their performance as reference standards would be invalidated.





The Laboratory does not utilise reference materials in its scope of UKAS Accreditation.





Inter-calibration checks of appropriate Standards, whether reference or working, are contained in the UKAS Work Instructions.





The Laboratory ensures that all reference standards sent for calibration are correctly packaged to prevent damage and protect their integrity.
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Sampling





	The Laboratory does not utilise sampling in its Scope of UKAS Accreditation.
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By application of the controls referenced in the following paragraphs of this Section, the Laboratory ensures that the integrity of calibration items is protected and that both Laboratory and client interests are protected.





Instruments received for calibration will normally enter the building in the same way as incoming goods, by the goods-in entrance via the office.  These instruments are booked in using the computer and job and packing identification paperwork is printed and attached. If an item has been hand delivered or is of a delicate nature, as is the case of standard cells etc., an authorised person (e.g. senior technician or above) will personally book the instrument in and hand transport the item to the calibration laboratory.





Standard items for calibration are opened and unpacked by the stores-keeper and the advice note is located.  The details of the instrument, e.g. client’s name, instrument type, accessories, date received, the condition of the unit and the returns unique reference number is recorded. These details are recorded on the computer and the job paperwork is attached to the instrument containing similar information to identify the instrument.





The instrument is then taken to the ‘Awaiting Calibration’ area inside the Calibration and Standards Laboratory. The original advice notice is taken to the order processing department.





All instruments requiring calibration may only be taken into the Laboratory by authorised members of staff.





All incoming instruments are identified by a unique reference number which is printed on a job sheet which is attached to an instrument. Accessories are uniquely labelled and a computer controlled process ensures their return with the main instrument.





All incoming goods are checked for condition on receipt.  Any comments about the condition of the unit are recorded.  If the instrument has been damaged during transit, the client will be informed immediately and the discussion recorded.





All necessary precautions are taken to prevent deterioration or damage to the calibration or test item during storage.  New instruments received are placed in the ‘Awaiting Calibration’ area inside the Standards and Calibration Laboratory on storage racks.  Any relevant instructions provided with the items are followed.





Any calibration or test item for disposal will be returned to the client.





�



Technical Requirement�
�
Section:  9�
Title:�
Assuring the Quality of Test and Calibration Results�
Rev.  1�
�






Random calibration checks on clients results will be made by independent measurement techniques.  This is to determine if the normal calibration process for that instrument has drifted out of specification.  Also inter-comparisons between the secondary standards and the prime standards will be performed before and after the prime standards have been re-certified.  By utilising the method trends will be detectable.  Results of the quality control checks tests are reviewed in the Management Review.





In addition to the above the Laboratory will participate in inter-laboratory comparison or proficiency testing programmes as required by UKAS.  
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General





The Laboratory policy on reporting results is to issue the client with an unambiguous and legible certificate that meets the requirements of UKAS and ISO 17025 and provides all of the data requested by the client, necessary for the interpretation of the calibration results and required by the calibration method.  This information is normally that listed in Paragraph 10.2 below.  With written agreement from the client a simplified certificate may be produced.  However any information not reported to client will be readily available when in the Laboratory record system.





Calibration results are entered directly into the computer. A certificate and label is printed as soon as possible after the calibration activity, checked then signed by one of the persons listed in section 2 clause 2.3.1 of this manual.





Calibration Certificates





Each test report or calibration certificate shall include at least the following information, unless the Laboratory has valid reasons for not doing so:





a title (e.g. ‘Test Report’ or ‘Calibration Certificate’);


the name and address of the Laboratory, and the location where the tests and/or calibrations were carried out, if different from the address of the Laboratory;


unique identification of the test report or calibration certificate (such as the serial number), and on each page an identification in order to ensure that the page is recognised as a part of the test report or calibration certificate, and a clear identification of the end of the test report or calibration certificate;


the name and address of the client;


identification of the method used;


a description of, the condition of, an unambiguous identification of the item(s) tested or calibrated;


the date of receipt of the test or calibration item(s) where this is critical to the validity and application of the results, and the date(s) of performance of the test or calibration;


reference to the sampling plan and procedures used by the Laboratory or other bodies where these are relevant to the validity or application of the results;


the test or calibration results with, where appropriate, the units of measurement;


the name(s), function(s) and signature(s) or equivalent identification of person(s) authorising the test report or calibration certificate;


where relevant a statement to the effect that the results relate only to the items tested or calibrated.











In addition to the requirements listed above, calibration certificates shall include the following, where necessary for the interpretation of calibration results:





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;


evidence that the measurements are traceable.





The calibration certificate shall 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.





When a statement of compliance with a specification is made omitting the measurement results and associated uncertainties, the Laboratory shall record those results and maintain them for possible future reference.





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





When an instrument or calibration has been adjusted or repaired, the calibration results before and after adjustment or repair, if available, shall be reported.





A calibration certificate (or calibration label) shall not contain any recommendation on the calibration interval except where this has been agreed with the client,  this requirement may be superseded by legal regulations.





Note - Paragraph 5.10.3/5.10.4 of ISO 17025 are not referenced as they are either not applicable or the requirement is included in 10.2 above.





Opinions and Interpretations





Opinions and interpretations are not at present applied to calibration certificates produced by the Laboratory.  Should there be a requirement then a suitable statement will be included.





Calibration Results obtained from Sub-contractors





The sub-contract laboratory is required to provide a certificate which is to be delivered to <COMPANY NAME> prior to despatch to applicable client by <COMPANY NAME>.





�



Electronic Transmission of Results





If client requests a facsimile copy of the certificate, the master will still be forwarded in the post the same day.  Facsimiles are only sent once the Laboratory is satisfied that the client’s confidentiality is maintained i.e. that the facsimile will be received by the original client.





Format of Certificates





Certificates are formatted as per Paragraph 10.2 above which has been found to be suitable for the calibrations carried out by the Laboratory and to minimise the possibility of misunderstanding or misuse.





Amendments to Calibration Certificates





Supplementary certificates/reports.





If a situation arises where it is necessary to amend a certificate or provide additional data to that originally recorded, the following rules apply:





If a certificate in any form has not been sent to a client, it may be destroyed and a new one produced using the same certificate number.


If a certificate has been supplied to a client, amendment or supplementary data will be supplied on a new certificate titled “Supplement to Calibration Certificate number xxx”.  The number of the supplementary certificate will be the same certificate number as that of the original certificate.  The supplementary certificate will be signed whenever possible by the original signatory, but always by an approved signatory.  When it is necessary to issue a complete new calibration certificate, this shall be uniquely identified and contain a reference to the original it replaces.
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