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1. %bout the organization Commented [170255]: Talk about the laboratory’s history,

location, management and capabilities in this section.

1.1. Organizational structure

Commented [170256]: Adapt to your organization’s setup.

The organogram should present the structure of the laboratory
/| (organization and management), as well as the line of
La bo rato ry | | communication to top management / board of directors of any

Manager parent organization.

Statistical
Engineer

The organogram above represents the organizational and management structure of [organization
name].

[Organization name] is a legal entity located at [\address\] with registration number [\numberﬂ. fThe Commented [17A7]: Please include organization’s address.

Commented [17A8]: Please enter organization’s registration
number.

laboratory is not a part of any other parent organization.

Commented [1702510]: Adapt this statement to your
organization.

{Commented [17A9]: You can delete this sentence if the ]
2. Purpose, Scope and Users { ]

This Quality Manual, based on ISO/IEC 17025:2017, is used to document the Quality Management

for each of the clauses of ISO/IEC 17025:2017 and, where applicable, references the Quality System
procedures related to each clause.

3. h’erms and Definitions Commented [1702511]: You may add any unusual terms you

may find useful to the reader of this document.

Quality Manual ver. [version] from [date] Page 4 of 13

©2019 This template may be used by clients of Advisera Expert Solutions Ltd. www.advisera.com in accordance with the License
Agreement.



[organization name]

For the purpose of this Quality manual, all terms and definitions in ISO/IEC 17000 and JCGM
200:2012 apply. ISO and IEC maintain terminological databases for use in standardization.

4. General Requirements

4.1. Impartiality

[Organization name] is totally committed to safeguarding impartiality in all aspects of laboratory
activities.

take action to prevent it.

[Job title] ensures that laboratory personnel are free from pressures both internal and external that
may compromise the results of their work. Pressures that may come from management, customers,

lAddressing Risks and Opportunities Procedure\.
4.2. Confidentiality

Laboratory personnel as well as members of management, contractors, personnel of external bodies

storage and transmissions.

The laboratory is responsible, through legally enforceable commitments, for the management of all
information obtained or created during the performance of laboratory activities. When the

Information about a customer obtained from sources other than the customer, must be confidential

information and must be regarded as confidential. [Organization name] informs the customer
according to each procedure in writing, and in advance if it intends to place customer information in
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Commented [1702512]: E.g. Quality Manager

[

Commented [17A13]: You will find this procedure in the I1SO
17025 Toolkit folder “05_Addressing_Risks_and_Opportunities”.
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Personnel, including committee members, contractors, personnel of external bodies or individuals

5. Structural Requirements

[Organization’s name] must ensure that its laboratory activities are carried out in such a way as to
meet the requirements of the international standard, all its customers, regulatory authorities and

[Organization name] is responsible for activities performed in its permanent facility, at sites away
from its facility, mobile facilities and at a customer’s facility.

implementation of procedures in a laboratory.

[Organization name] must ensure that its laboratory is staffed with personnel who, irrespective of

Q

The implementation, maintenance and improvement of the management system.
b. Identification of deviations from the management system or from the procedures for

2]

policies and procedures.

Laboratory management of [Organization name] ensures that the integrity of the management

laboratory.

[Organization name] must ensure that there is sufficient documentation (procedures and records) to

parties (customers, employees and external suppliers).

6. | Resource Requirements
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6.1. General

[Organization name] must have available, in the laboratory, personnel, facilities, equipment, systems
and support services necessary to perform its laboratory activities.

6.2. Personnel

[Organization name] must have available the personnel, facilities, equipment, systems and support

The laboratory ensures that laboratory personnel have the competence to perform laboratory
activities for which they are responsible and that they understand the significance of deviations
found in laboratory activities.

knowledge, skills and experience. See \Competence, Training and Awareness Procedure.
6.3. Facilities and environmental conditions

[Organization’s name] must ensure that:

The requirements related to facilities and environmental conditions of the international standard are

6.4. Equipment

[Organization’s name] must ensure that the laboratory has access to equipment required for the
correct performance of the laboratory activities, with special attention to equipment as measuring

6.5. Metrological traceability

[Organization’s name] must establish and maintain metrological traceability of its measurement

Calibration Procedure.

6.6. Externally provided products and services

Commented [17A15]: You will find this procedure in the ISO
17025 Toolkit folder “04_Competence_Training_and_Awareness”.

Commented [17A16]: You will find this procedure in the 1SO
17025 Toolkit folder “07_Facilities_and_Environmental_Conditions”.

Commented [17A17]: You will find this procedure in the 1SO
17025 Toolkit folder “08_Equipment_and_Calibration”.
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[Organization’s name] must assure the suitability of externally provided products and services that
affect laboratory activities. With that purpose, the laboratory maintains procedures and records
regarding external suppliers.

7. |Process Requirements
7.1. Review of requests, tenders and contracts
[Organization’s name] must review all requests, tenders and contracts.

When necessary, [Organization’s name] informs the customer whether the method requested by the

7.2. Selection, verification and validation of methods

[Organization’s name] must use appropriate methods and procedures for all laboratory activities
and, where appropriate, for the evaluation of the measurement uncertainty as well as statistical

When method development is required, it must be a planned activity and must be assigned to
qualified personnel equipped with adequate resources. The laboratory validates all non-standard

7.3. bampling‘

carries out sampling of substances, materials, or products for subsequent testing or calibration. See
bampling Procedure
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Commented [17A18]: You will find this procedure in the 1SO
17025 Toolkit folder
“06_Externally_Provided_Products_and_Services”.

Commented [1702519]: Keep in mind, does your laboratory do
tests, calibrations or both. Start adjusting the terminology to match
your organization.

Commented [17A20]: You will find this procedure in the 1SO
17025 Toolkit folder “09_Customer_Service”.

[Commented [1702521]: Laboratory or Quality manager. ]

Commented [17A22]: You will find this procedure in the 1SO
17025 Toolkit folder “10_Test_and_Calibration_Method”.

Commented [1702523]: Omit this section is an exclusion or
change the wording to reflect possible future application.

Commented [17A24]: You will find this procedure in the 1SO
17025 Toolkit folder “12_Sampling”.
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7.4.  Handling of test and calibration items

[Organization’s name] must have a procedure for the transportation, receipt, handling, protection,

Handling instructions, when provided, must be followed.

All test or calibration items in the laboratory must have a system for uniquely identifying them. The

must be maintained, monitored and recorded. See \Handling of Items Received for Testing Procedure.

7.5. Technical records

[Organization’s name] must ensure that technical records for each laboratory activity contain the

personnel responsible for each laboratory activity.

The laboratory ensures that amendments to technical records can be traced back to either previous

what changes were made. SeeDocument and Record Control Procedure, Testing Report Procedure,
and Calibration Report and Certificate Requirements Procedure\.

7.6.  Evaluation of measurement uncertainty

When performing calibrations, including on the laboratory’s own equipment, the laboratory must

Measurement Uncertainty Procedure.
7.7. Ensuring the validity of results

[Organization’s name] must have a procedure for regularly monitoring the validity of laboratory

other laboratories, where available and appropriate, through participation in proficiency testing. See
Quality Assurance Procedure|
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Commented [1702525]: Omit the word test or calibration if
they do not apply.

Commented [17A26]: You will find this document in the ISO
17025 Toolkit folder
“13_Handling_of_Items_Received_for_Testing”.

Commented [17A27]: You will find this procedure in the 1SO
17025 Toolkit folder “00_Document_and_Record_Control”.

Commented [17A28]: You will find this procedure in the 1SO
17025 Toolkit folder “16_Testing_Report”.

Commented [17A29]: You will find this procedure in the ISO
17025 Toolkit folder
“17_Calibration_Report_and_Certificate_Requirements”.

Commented [17A30]: You will find this procedure in the 1SO
17025 Toolkit folder
“15_Evaluation_of_Measurement_Uncertainty”.

Commented [17A31]: You will find this procedure in the 1SO
17025 Toolkit folder “11_Quality_Assurance”.
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7.8. \Reporting the test or Calibration Results

[Organization’s name] must provide results accurately, clearly, unambiguously and objectively in a

Test and calibration reports and certificates must meet the content requirements of the international
standard and the requirements for additional information on test reports and on calibration reports

of risk associated with the decision rule employed and apply the decision rule.

All opinions and interpretations expressed in test reports or calibration certificates should be based

and contain a reference to the original that it replaces. See Testing Report Procedure, and Calibration
Report and Certificate Requirements Procedure.

7.9. Complaints

Upon receipt of a complaint [organization’s name] must confirm whether the complaint relates to

whenever possible, notice of the end of the complaint handling process. See \Customer Service
Procedure\ and Complaint, Nonconformity and Corrective Action Procedure.

7.10. Nonconforming work

The laboratory of [organization name] must implement its nonconformity procedure when any
aspect of its laboratory activities or results of its work do not conform to its own procedures or the

7.11. Control of data and information management

Laboratory personnel of [organization name] must have access to the data and information needed
to provide laboratory activities.

Commented [1702532]: Omit the word test or calibration if
they do not apply.

Commented [17A33]: You will find this procedure in the 1SO
17025 Toolkit folder “09_Customer_Service”.

Commented [17A34]: You will find this procedure in the 1SO
17025 Toolkit folder
“14_Complaint_Nonconformity_and_Corrective_Action”.
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Laboratory information management systems must be validated for functionality and for interfaces

ensures integrity of the data and information. See \Quality Assurance Procedure

Documented information of the Quality Management System is carried out through the following
documents:

. \Quality Policy\
L]
L]

e Documents from external providers, customers, off-site locations, etc. are given in the List of
External Documents

When the laboratory information management system is managed and maintained off-site, the
laboratory must ensure that the provider complies with all applicable requirements of the

8. Management Requirements
8.1. [Organization name] complies with [IOption A or Option B‘]

Laboratory management of [organization name] must establish, document, implement and maintain

8.2. Management system documentation\

Laboratory management of [organization name] must establish, document and maintain policies and
objectives for the fulfillment of the international standard and ensure those policies and objectives

records related to the fulfillment of the international standard must be included, referenced, or
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Commented [17A35]: You will find this document in the ISO
17025 Toolkit folder “11_Quality_Assurance”.

Commented [17A36]: You will find this document in the ISO
17025 Toolkit folder “02_Quality_Policy_and_Quality_Objectives”.

Commented [17A37]: You will find this document in the ISO
17025 Toolkit folder “00_Document_and_Record_Control”.

Commented [17A38]: You will find this document in the ISO
17025 Toolkit folder “00_Document_and_Record_Control”.

Commented [1702539]: Insert the Option A or Option B for
your laboratory:

-The laboratory must separately provide satisfactory evidence of
compliance with clauses 4 to 7 of the ISO/IEC 17025 standard.

Commented [1702540]: Needs to be addressed by Option A
Laboratories.
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linked to the management system. This is achieved through this Quality Manual and / or Document
and Record Control Procedure.

8.3. kontrol of management system documentation

Laboratory management of [organization name] must control all documents, internal and external,

All documents are uniquely identified, the unintended use of obsolete documents is prevented, and
suitable identification is applied to them. See Document and Record Control Procedure.

8.4. (Control of records

Laboratory management of [organization name] must:

Access to records will be consistent with the confidentiality arrangements and records will be readily
available. See Document and Records Control Procedure.

8.5. lActions to address risks and opportunities

Laboratory management of [organization name] must:

Any actions taken to address risks and opportunities will be proportionate to the potential impact on
the validity of laboratory results. See lAddressing Risks and Opportunities Procedure.

8.6. Improvement

Quality Manual ver. [version] from [date] Page 12 of 13
©2019 This template may be used by clients of Advisera Expert Solutions Ltd. www.advisera.com in accordance with the License

Agreement.

Commented [1702541]: Needs to be addressed by Option A
Laboratories.

Commented [1702542]: Needs to be addressed by Option A
Laboratories.

Commented [1702543]: Needs to be addressed by Option A
Laboratories.

Commented [17A44]: You will find this document in the ISO
17025 Toolkit folder “05_Addressing_Risks_and_Opportunities”.

Commented [1702545]: Needs to be addressed by Option A
Laboratories.




[organization name]

Opportunities for improvement can come from the review of procedures, the use of policies and

service. See Customer Service Procedure, and Complaint, Nonconformity and Corrective Action
Procedure.

8.7. Corrective action Commented [1702546]: Needs to be addressed by Option A
Laboratories.

When nonconformity occurs, the laboratory of [organization name] must react to the nonconformity

All corrective actions must be appropriate to the effects of the nonconformity. See Complaint,
Nonconformity and Corrective Action Procedure.

8.8. \I nternal audits Commented [1702547]: Needs to be addressed by Option A
Laboratories.

Laboratory management of [organization name] must plan, establish, implement and maintain an

Procedure\. Commented [17A48]: You will find this document in the ISO
17025 Toolkit folder “18_Internal_Audit”.

8.9. \Management reviews\ { Commented [1702549]: Needs to be addressed by Option A ]
Laboratories.

Laboratory management of [organization name] must review its management system at planned

Commented [1702550]: E.g. records, minutes of previous
reviews, observations of audits made and similar, see the examples
in appendix to the procedure.

Commented [17A51]: You will find this document in the ISO
17025 Toolkit folder “19_Management_Review”.
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