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5.0   Structural Requirements

5.1
Administrative and General Requirements

5.1.1
XYZ Laboratory holds legal responsibility for its operation.

5.1.2
Calibration/testing activities are performed in such a way as to meet the requirements of the ISO/IEC 17025 standard, as well as satisfying the needs of the customer, regulatory authorities, or organizations providing recognition.


5.1.3
The management system covers work carried out in the laboratory’s permanent facilities, at sites away from its permanent facilities, and in associated temporary or mobile facilities or customers’ facilities.

5.1.4
XYZ Laboratory’s calibration/test capabilities are documented.  See “Scope of Services” and “Scope of Accreditation” in 1.0 General.

6.0   Resource Requirements

6.1
General

XYZ Laboratory has the necessary personnel, accommodation and environmental conditions, measuring/test equipment, information system(s) and support services to perform its laboratory activities. 

6.2
Personnel

6.2.1
XYZ Laboratory management ensures the competency of all who operate specific equipment, who perform tests and/or calibrations, evaluate results, and sign test reports and/or calibration certificates.  Staff undergoing training is adequately and appropriately supervised.  Personnel performing specific tasks within the management system that may directly or indirectly affect the conformance of the product to quality requirements are qualified on the basis of appropriate education, qualification, training, technical knowledge, experience, and/or demonstrated skills, as required.  All personnel understand the significance of, and respond to, deviations found with regard to the laboratory activities. 

6.2.2
XYZ Laboratory uses personnel who are permanently employed by, or under contract to, the laboratory.  The Technical Manager ensures that contractual, additional technical employees and key support personnel are adequately supervised and work in accordance with the laboratory’s management system.   

6.2.3
The Quality Manager maintains current job descriptions for managerial, technical, and key support personnel involved in tests/calibrations and laboratory operations.   This includes duties, responsibilities and authorities. 

6.2.4
XYZ Laboratory has a documented process for, selecting, training; supervising; authorizing; and ongoing monitoring of personnel competency involved in laboratory activities. For details, refer to the Training Procedure.  

7.0   Process Requirements

7.1   Review of Requests, Tenders, and Contracts 

7.1.1
The Contract Review Procedure outlines the processes for review of requests, tenders, or contracts.  This procedure ensures that:

a) the requirements, including the methods to be used, are adequately defined, documented, and understood;
b) the laboratory has the capability and resources to meet the requirements, and where external providers are necessary, the requirements of clause 6.6.2 are satisfied;

c) the appropriate test and/or calibration method is selected and capable of meeting the customer’s requirements

XYZ laboratory informs the customer when the method requested by the customer is determined to be inappropriate or obsolete.

7.1.2
Any differences between the request or tender and the contract are resolved before any work commences.  Each contract must be acceptable to both the laboratory and the customer.  Deviations requested by the customer must not jeopardize the integrity of the laboratory or the results. 
7.1.3
The request, tender, and contract review is conducted in a practical and efficient manner, and the effect of financial, legal, and time schedule aspects are taken into account.   
7.1.4
XYZ Laboratory ensures that laboratory activities which are externally provided meet the customer’s requirements and where applicable, the relevant requirements of the ISO/IEC 17025 standard.

7.1.5
Records of reviews, including any significant changes, are maintained. This includes pertinent discussions with a customer relating to the customer's requirements or the results of the work. 

7.2   Selection, Verification, and Validation of Methods
7.2.1
XYZ Laboratory uses appropriate methods and procedures for all tests and/or calibrations within its scope including sampling, handling, transport, storage, and preparation of items to be tested and/or calibrated, and where appropriate, an estimation of the measurement uncertainty as well as statistical techniques for analysis of test and/or calibration data.

The XYZ Laboratory maintains instructions on the use and operation of all relevant equipment, and on the handling and preparation of items for testing and/or calibration, or both where the absence of such instructions could jeopardize the results of tests and/or calibrations.  All instructions, standards, manuals, and reference data relevant to the work of the laboratory are maintained current and are made readily available to personnel.  Deviation from test and calibration methods occur only if the deviation is documented, technically justified, authorized, and accepted by the customer.

7.2.2
Methods for test and/or calibration, including methods for sampling, are selected and used to meet the needs of the customer and are appropriate for the tests and/or calibrations undertaken.   Methods published as international, regional, or national standards are used whenever possible.  The latest valid edition of a standard is used unless it is not appropriate or possible to do so.  When necessary, the standards are supplemented with additional details to ensure consistent application.

7.2.3
Validation of Methods

7.2.3.1
Validation of methods confirms that particular requirements for a specific intended use are fulfilled.

7.2.3.2
All standard and non-standard test methods and procedures, and standard methods used outside their intended scope (modified standards methods), including those developed by the laboratory are validated to ensure that such methods and procedures are fit for the intended use and are relevant to the requirements of ISO/IEC 17025, as well as, the customer.  Validation is as extensive as is necessary to meet the needs of the given application or field of application.
If changes are made to validated non-standard methods, the influence of such changes is documented and, if appropriate, a new validation is carried out.


The results of such validation are recorded together with the procedure utilized and any other relevant information.  The record states whether the method or procedure is fit for the intended use.

7.6   Evaluation of Measurement Uncertainty
7.6.1
The Estimation of Uncertainty of Measurement Procedure is applied to all in house calibrations (including the laboratory’s own equipment). The uncertainty of measurement is available on the certificate of analysis or calibration certificate from a subcontractor.


7.6.2
The Estimation of Uncertainty of Measurement Procedure is applied to estimating uncertainty of all sampling activities and measurement in tests, except when the test methods may preclude rigorous calculations.  In certain cases it is not possible to undertake metrologically and statistically valid estimations of uncertainty of measurement.  In these cases the laboratory attempts to identify all the components of uncertainty and make the best possible estimation, and ensure that the form of reporting does not give an exaggerated impression of accuracy.  Reasonable estimation is based on knowledge of the performance of the method and on the measurement scope, and makes use of previous experience, quality control and validation data.

7.10   Nonconforming Work

7.10.1
XYZ Laboratory has established and maintains a Control of Nonconforming Product/Work Procedure that is implemented when any aspect of its testing and/or calibration work, or the results of this work, do not conform to its own procedures or the agreed requirements of the customer. 

The policy and procedure ensures that:

a) the responsibilities and authorities for the management of nonconforming work are defined;

b) actions, including halting work and withholding test reports and calibration certificates, as necessary are defined and taken when nonconforming work is identified;

c) an evaluation is made of the significance of the nonconforming work, including an impact analysis on previous results; 

d) corrective actions are taken immediately, together with any decision about the acceptability of the nonconforming work;

e) where necessary, the customer is notified and work is recalled;

f) the responsibility for authorizing the resumption of work is defined;
g) nonconforming work and actions required as specified are recorded 
7.10.2
Identification of nonconforming work or problems with the management system or with testing and/or calibration activities can occur at various points within the management system and technical operations such as customer complaints, quality control, instrument calibration, checking of consumable materials, staff observations or supervision, test report and calibration certificate checking, management reviews, and internal or external audits.

7.10.3
Where the evaluation indicates that the nonconforming work could recur or that there is doubt about the compliance of the laboratory's operations with its own policies and procedures, the Corrective and Preventive Action Procedure is promptly followed to identify the root cause(s) of the problem and to eliminate this (these) cause(s).

8.0   Management Requirements
8.2   Management System Documentation

8.2.1
The Quality Manual is the principal document that defines the management system at XYZ Laboratory.
The XYZ Laboratory management system is tailored to our operations/processes, including all customer, and applicable statutory and regulatory requirements.  Management system policies, objectives, procedures, instructions, and records are documented to establish and maintain continuity of each activity or function affecting quality.  Quality Management ensures that quality documentation is communicated to, understood by, and readily available to appropriate personnel for reference and implementation.  

XYZ Laboratory‘s management system:

a) determines the processes needed for the management system and their application throughout the organization;


b) determines the sequence and interaction of these processes (see Table 1);


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


d) ensures the availability of resources and information necessary to support the operation and monitoring of these processes;


e) monitors, measures, and analyzes these processes, and implements actions necessary to achieve planned results and continual improvement

8.2.2
Management system policies and objectives are defined in this quality manual and the overall objectives of the laboratory are documented in the quality policy.


The objectives are established via the Management Review Procedure and communicated to all levels of the organization for use in establishing each function’s and employee’s annual key objectives.  Quality objectives are measurable, include business performance indicators reflecting requirements for products/services (i.e., required verification, validation activities, monitoring, measuring, inspection, test and the criteria for the determination of acceptable product ), and are consistent with the quality policy, including the commitment to continuous improvement.  The use of quality objectives for facilitating continual improvement is explained in the Continual Improvement Procedure.
8.5   Actions to Address Risks and Opportunities

8.5.1   When planning for the management system, XYZ Laboratory considers the risks and opportunities associated with laboratory activities in order to:


a) provide assurance that the management system can achieve its  intended result(s);


b) enhance opportunities to achieve laboratory's purpose objectives;


c) prevent, or reduce, undesired impacts and potential failures in the laboratory activities; and

d) achieve improvement
8.5.2
XYZ Laboratory plans:

a) actions to address these risks and opportunities;


b) how to:

1. integrate and implement the actions into its management system processes;
2. evaluate the effectiveness of these actions

8.5.3
Actions for addressing risks and opportunities are proportionate to their potential impact on the validity of laboratory activities and the quality of laboratory results. 
For details, refer to the Risk Management Procedure.
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