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 This webinar is being recorded

« All PJLA webinar recordings and slides are
available for download from the Past Webinars
section of our website

« All attendees are muted. However, feel free to
utilize the questions tab and they will be
answered at the end of the session.
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ISO/TIEC 17025:2017: Section 5 *“Structural
Requirements”

This section detalils:
« The basic organizational components of a laboratory,
Its range of activities,

Its commitment to an effective management system.
« Accredited laboratory must be a legal entity or part of a legal entity

* Sets management’s responsibilities in an accredited laboratory and
their responsibilities to customers, regulatory authorities, and
organizations that provide recognition.

 Defines the basic requirements for personnel, the authority given to
them, and the resources needed to carry out their duties.
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ISO/IEC 17025:2017: Section 5 “Structural

Requirements”

5.1 The laboratory shall be a legal entity, or a defined part of a
legal entity, that is legally responsible for its laboratory activities.

NOTE For the purposes of this document, a governmental
laboratory is deemed to be a legal entity on the basis of its
governmental status.

Definition: An association, corporation, partnership,
proprietorship, trust, or individual that has legal standing in the
eyes of the law. A legal entity has legal capacity to enter into
agreements or contracts, assume obligations, incur and pay
debts, sue and be sued in its own right, and to be held responsible

for its actions.
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ISO/IEC 17025:2017: Section 5 “Structural
Requirements”

5.2 The laboratory shall identify management that has
overall responsibility for the laboratory.

Functions are still specified for Quality or Technical
Manager however ISO/IEC 17025:2017 does not
require identifying them.

Management must be identified for having
responsibility for the laboratory;
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Requirements”

5.3 The laboratory shall define and document the range of laboratory
activities for which it conforms with this document. The laboratory shall
only claim conformity with this document for this range of laboratory
activities, excludes externally provided laboratory activities on an
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ISO/IEC 17025:2017: Section 5 “Structural
Requirements”

The scope of accreditation issued/developed could be sufficient
documentation. The CAB should define additional ranges for any scope
expansion prior to the claiming conformity and proceeding with the re-
accreditation assessment.

It also may be important to communicate different levels of service for
items identified on the scope. There should be evidence that provides
confidence the customer is clearly aware of the options.

« |ISO/IEC 17025 accredited calibration

« NIST Traceable Calibration

 Certificate of Accuracy

which excludes externally provided laboratory activities on an ongoing

basis; = subcontracting (#
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ISO/IEC 17025:2017: Section 5 “Structural
Requirements”

5.4 Laboratory activities shall be carried out in such a way as to meet the
requirements of this document, the laboratory’s customers, regulatory
authorities and organizations providing recognition. This shall include
laboratory activities performed in all its permanent facilities, at sites
away from its permanent facilities, in associated temporary or mobile
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ISO/IEC 17025:2017: Section 5 “Structural

Requirements”
5.5 The laboratory shall

a) define the organization and management structure of the laboratory, its
place in any parent organization, and the relationships between
management, technical operations and support services;
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Organizational chart is not required however appear the objective

evidence produced when looking for compliance to this clause. ‘#
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ISO/TIEC 17025:2017: Section 5 *“Structural
Requirements”

5.5 The laboratory shall:

b) specify the responsibility, authority and interrelationship of
all personnel who manage, perform or verify work affecting
the results of laboratory activities;

«  Director of Analytical Services:

«  The Director of Analytical Services interacts with upper management and lab staff regarding lab shortcomings,
direction, new instrumentation, technical issues and customer complaints.

« Laboratory Manager:

«  Oversees the day to day lab operations for both the Brass and Precious Metals, monitors flow of samples in and out of
the lab and oversees the Quality control system. Coordinates with the Technical Director, Director of Analytical
Services, and the Customer Service Manager and informs them of any unexpected delays to ensure customers and
notified. Attend meetings regularly and gives input if appropriate.

« Laboratory Supervisor:

«  Monitors the proficiency of the Laboratory Chemists and Technicians, day-to-day operations to ensure samples are
moving through the lab. The Laboratory Supervisor Monitors lab stats, along with the lab personnel, to track lab
capacity at any given time. Along with the Laboratory Manager, the Laboratory Supervisor is responsible for the
reporting of results.
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ISO/IEC 17025:2017: Section 5 “Structural
Requirements”

5.5 The laboratory shall:

c) document its procedures to the extent necessary to ensure the
consistent application of its laboratory activities and the validity
of the results.
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ISO/IEC 17025:2017: Section 5 “Structural

Requirements”
5.6 The laboratory shall have personnel who, irrespective of other
responsibilities, have the authority and resources needed to carry out
their duties, including:

a) Implementation, maintenance and improvement of the management
system;

b) identification of deviations from the management system or from the
procedures for performing laboratory activities

c) Initiation of actions to prevent or minimize such deviations;

d) reporting to laboratory management on the performance of the
management system and any need for improvement;
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ISO/IEC 17025:2017: Section 5 “Structural Requirements”
5.7 Laboratory management shall ensure that:

a) communication takes place regarding the effectiveness of the
management system and the importance of meeting customers' and
other requirements;

This Is an output requirement of the Management review

8.9.3 The outputs from the management review shall record all decisions
and actions related to at least:

a) the effectiveness of the management system and its processes
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ISO/IEC 17025:2017: Section 5 “Structural
Requirements”

5.7 Laboratory management shall ensure that:

b) the integrity of the management system is maintained when
changes to the management system are planned and implemented
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Thank You

w Thank You

Ay Questions?

This time 1s allocated for questions. You should
have a space provided for submitting questions.

If a question Is not answered, please submit directly
to webinar@pjlabs.com
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Save the Date
Top 10 List of Findings Written by PJLA During 2021
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