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Omnex provides training, consulting and software solutions to the
international market with offices in the USA, Canada, Mexico, China (PRC),
Germany, India, the Middle East, and SE Asia. Omnex offers over 400
standard and customized training courses in business, quality,
environmental, food safety, laboratory and health & safety management
systems worldwide.

Email: info@omnex.com
Web: www.omnex.com
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Course Objectives

Provide guidance for the planning, preparation, and delivery of
testing and calibration laboratories audits in accordance with
the requirements and guidelines of ISO/IEC 17025:2017.

Provide sufficient knowledge and understanding of the various
clauses and requirements of the ISO/IEC 17025:2017 standard.

Provide an understanding of the relationship between the
ISO/IEC 17025:2017 and ISO 9001:2015 standards.

Develop an audit scheme that will meet the requirements of
internal auditing and/or will help to prepare for certification of
an independent auditing body.
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Agenda
ISO/IEC 17025:2017 Auditor Training

Chapter 1 — Changes to ISO/IEC 17025:2017

Chapter 2 — Introduction to ISO/IEC 17025:2017

— Breakout Exercise 1 — Definition of a Lab

— Written Exercise 1 — Laboratory Management Systems
Chapter 3 —ISO/IEC 17025:2017 Requirements

— Breakout Exercise 2A — Key Processes

— Written Exercise 2 — Audit Scenarios: Clauses 4-6

— Written Exercise 3 — Audit Scenarios: Clauses 7

— Breakout Exercise 2B — Risks and Opportunities

— Written Exercise 4 — Audit Scenarios: Clauses 8

Chapter 4 — Process Approach to Auditing, Turtle Diagrams and Audit Trails

Chapter 5 — Audit Guidance, Definitions and Principles
Chapter 6 — The Audit Program
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Agenda

ISO/IEC 17025:2017 Auditor Training
Chapter 7 — Audit Planning and Preparation

— Breakout Exercise 3: Creating an Audit Plan
Chapter 8 — Conducting the Audit

— Auditing Breakout Exercise 4: Performing an Audit

Chapter 9 — Writing Nonconformity Statements
— Auditing Breakout Exercise 5: Writing Nonconformity Statements

Chapter 10 — Closing Meeting
Chapter 11 — Completing the Audit Report

Chapter 12 — Corrective Action and Close-Out
— Management Systems Auditing Exam
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Course Methodology

Breakout Exercises

* The class will be divided into teams of three to six people. The
objective is to provide diversified auditing experience to each
team.

* The purpose of the breakout exercises is to evaluate those skills
important for the audit process by having individuals or teams
working on practical situations, as well as help reinforce the
discussed topics.
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Course Methodology

Individual Presentations

e Each participant will have opportunities to make brief, prepared
oral presentations. A certified auditor must be able to
communicate effectively both orally (auditor, auditee, team
leader, opening and closing meeting participant) and in writing
(checklists, pre-audit planning, recording observations and
nonconformities, audit reports).
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Course Methodology

Written Exercises

* Written exercises will be given to evaluate each student’s
understanding of subject matter discussed that day. Questions
will be multiple choice or short essay style.

Role-Playing

* Participants will have the opportunity to play the role of
auditor/auditee, or lead auditor/auditee in simulated audit
Situations previously discussed in the classroom.
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Course Methodology

Evaluation of Individual Participation

e Students will be evaluated on class participation, which
encompasses the following aspects:
— Asking meaningful questions in class. omnex
— Sharing professional auditing experiences
— Taking an active role in team exercises
— Engaging in effective role-playing
— Demonstrating achievement of the learning objectives

* Effective class participation provides the participant with
opportunities to demonstrate practical understanding of the
many audit principles.
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A BRIEF INTRODUCTION TO OMNEX
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Omnex Introduction

* International consulting, training and software development
organization founded in 1985.

e Specialties:
— Integrated management system solutions.
— Elevating the performance of client organizations.

— Consulting and training services in:
* Quality Management Systems, e.g., ISO 9001, IATF 16949, AS9100, QOS
* Environmental Management Systems, e.g., ISO 14001
e Health and Safety Management Systems, e.g., ISO 45001

* Leader in Lean, Six Sigma and other breakthrough systems and
performance enhancement.

— Provider of Lean Six Sigma services to Automotive Industry via AIAG
alliance.

OMNEX
&

WWW.OMNEX.COM Copyright 2019 Omnex, Inc. All Rights Reserved.



About Omnex

 Headquartered in Ann Arbor, Michigan with offices in major global markets.

* In 1995-97 provided global roll out supplier training and development for
Ford Motor Company.

* Trained more than 100,000 individuals in over 30 countries.
* Workforce of over 700 professionals, speaking over a dozen languages.

* Former Delegation Leader of the International Automotive Task Force (IATF)
responsible for ISO/TS 16949.

* Served on committees that wrote QOS, ISO 9001, QS-9000,
ISO/TS 16949 and its Semiconductor Supplement, and ISO IWA 1
(1SO 9000 for healthcare).

*  Former member of AIAG manual writing committees for FMEA, SPC, MSA,
Sub-tier Supplier Development, Error Proofing, and Effective Problem Solving
(EPS).
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Omnex Worldwide Offices

o Omnex Global Head Quarters (Michigan, USA)
West Coast Operations (San Jose, CA)

o Middle East (Dubai, Saudi Arabia, Bahrain)

o Asia Pacific HQ (Chennai, Pune, Delhi, Bangalore) o Thailand (Bangkok)
o China (Shanghai, Guangzhou, Wuhan, Chengdu) Mexico (Monterrey)
o Canada (Mississauga) o Singapore

o Europe (Berlin, Germany) o Malaysia (Kuala Lumpur)



Rules of the Classroom

v’ Start and end on time

v’ Return from breaks and lunch on time

v All questions welcome

v" Your input is valuable and is encouraged

v Don’t interrupt others

v' One meeting at a time

v’ Listen — and respect others’ ideas

v" No “buts” — keep an open mind

v Phones in Do Not Disturb (silent) mode
- v' No e-mails, textin eeting during class

or answer a text please

Copyright 2019 Omnex, Inc.



Icebreaker

e |nstructor Information:
— Name
— Background

e Student Introductions:
— Name
— Position / Responsibilities

— What is your involvement in the
Lab Management System?

— What are your experiences with ISO/IEC 17025
and Lab Management Systems?

— What are your expectations for this course?
— Please share something unique and/or interesting about yourself.
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Chapter 1: Changes in ISO/IEC 17025:2017
— What We Will Cover

Learning Objectives Chapter Agenda

At the end of this chapter, you will be  Why was ISO/IEC 17025:2017

able to: Revised?

* Explain why ISO/IEC 17025 was e Evolution to ISO/IEC 17025
revised e Customer Expectations

* Summarize the revision history of e What are the Major Changes to
ISO 9001 and ISO/IEC 17025 the 2017 Revision

* Understand the major changes to  1SO 9001:2015 Changes Affecting
ISO/IEC 17025 and the ISO/IEC 17025
relationship to the latest ISO . Key Transition Date to ISO/IEC
9001:2015 standard 17025:2017

* Define the transition timeline
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Why was ISO/IEC 17025:2017 Revised?

According to the ISO/IEC 17025 “Working Group 44"
changes were made in order to:
— Reflect the latest changes in market conditions and
technology

— Encompass the activities and new ways of working in
laboratories today (estimated over 100,000 users of this
standard)

— Cover technical changes, vocabulary and developments in IT
techniques, and

— Take into consideration the latest revision of ISO 9001 on
guality management
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Why was ISO/IEC 17025:2017 Revised?

ISO/IEC 17025 also needed to change since ISO 9001
changed in order to:

— Adapt to a changing world
— Enhance an organization's ability to satisfy its customers
— Provide a consistent foundation for the future. o«

— Reflect the increasingly complex environments in which
organizations operate

— Ensure the new standard reflects the needs of all interested
parties

— Integrate with other management systems
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Evolution to ISO/IEC 17025

/ ISO/IEC 17025:2017

ISO 9001 Option,
Many Common
Requirements

ISO/IEC 17025:2005
_ I
ISO/IEC 17025:1999 — Merge Technical
Beginning to use

Requirements

’ ISO-9001:2015

Guide 25 Common
Requirements

Similar Language

1SO-9001:2008

P 4
P 4 15090012000

ISO-9001:1994
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What are the Major Changes to the 2017

Revision?

* The scope has been revised to cover testing, calibration and sampling
associated with subsequent calibration and testing.

 The process approach now matches that of newer standards such as ISO
9001.

* The standard now has a stronger focus on information technologies and
incorporates the use of computer systems, electronic records and the
production of electronic results and reports.

* A new section introduces the concept of risk-based thinking which has
enabled some reduction in prescriptive requirements and their replacement
by performance-based requirements.

* There is greater flexibility in the requirements for processes, procedures,
documented information and organizational responsibilities.
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ISO 9001:2015 Changes Affecting ISO/IEC 17025

High-level Changes

NEW - Total restructure of clauses (From 4 to now 8)

* NEW - Process Approach — A.2.3 and 8.2.4 (process and procedure
interchangeable)

e CHANGED - Control of data and information management —(7.11)

* NEW - Actions to Address Risks and Opportunities — (8.5, there are
several other risk considerations in the new standard)

— Removed “Preventive Action”
« NEW - Option for ISO 9001 — (8.1)
 Much broader use of the term Laboratory Activities

Not an exhaustive list.... Detailed changes will be highlighted
In Chapter 3 — Requirements

The ISO Body has introduced a new High Level Structure for all management
system standards. ISO/IEC 17025 followed this numbering structure, but

not all clauses specifics (sections and titles)
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ISO 9001:2015 Changes Affecting ISO/IEC 17025

Specific Changes

Removed - Preventive Action
Removed — Need for specific Quality & Technical Manager
CHANGED - Improvement to Impartiality and Confidentiality (4.1 & 4.2)

CHANGED - Created the term “Range” of Lab activities, not just “Scope” of
Testing or Calibration (5.3)

CHANGED - Need to document “Competence Requirements” of Lab
personnel (6.2)

NEW — Added need to control facilities and environmental conditions outside
its permanent control (6.3.5)

CHANGED - Expanded control of “Externally Provided Products and Services
(6.6)
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ISO 9001:2015 Changes Affecting ISO/IEC 17025

Specific Changes

CHANGED - Greatly improved documentation needs of agreements and on-
going communications with the Lab and the Client (7.1)

CHANGED - Lab must now be more aware the latest Industry Standards and
Methods, plus the clients needs and applications (7.2)

CHANGED - Laboratory performing “Testing” shall evaluate measurement
uncertainty (7.6)

NEW — Added many new monitoring methods for “Ensuring the Validation of
Results” (Quality Control) (7.7)

CHANGED - Additional improvements to sub-clauses for:
— Complaints (7.9)
— Nonconforming Work (7.10)

— Control of Data and Information Management (7.11)
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Key Transition Dates to ISO/IEC 17025:2017

November

ISO/IEC 17025:2017 released
2017

November
2020

Have three-year period from the publication date

Current re-accreditation cycle
Need minimum 90 days to close any NCs
- Current status of ISO 9001, if applicable
Con5|derat|0n - Customer demand
- Adding test, calibration or sampling methods to
scope?
- Accreditation bodies policies and resources

Don’t wait too long! Start early!




— What We Covered

Learning Objectives

You should now be able to:

Explain why ISO/IEC 17025 was
revised

Summarize the revision history of
ISO 9001 and ISO/IEC 17025

Understand the major changes to
ISO/IEC 17025 and the
relationship to the latest ISO
9001:2015 standard

Define the transition timeline
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Chapter 1: Changes in ISO/IEC 17025:2017

Chapter Agenda

Why was ISO/IEC 17025:2017
Revised?

Evolution to ISO/IEC 17025
Customer Expectations

What are the Major Changes to
the 2017 Revision

ISO 9001:2015 Changes Affecting
ISO/IEC 17025

Key Transition Date to ISO/IEC
17025:2017
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Chapter 2: Introduction

What We Will Cover

Learning Objectives

At the end of this chapter, you will be
able to:

Describe the ISO body and the
ISO/IEC 17025:2017 International
Standard

Define the intent of ISO/IEC
17025:2017 and its relationship to
the requirements of calibration
and testing laboratories
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to ISO/IEC 17025:2017 —

Chapter Agenda

What is ISO / What is IEC?
ISO/IEC 17025:2017 Overview

Terms & Definitions

ISO/IEC 17025 Relation to ISO
9001

Old to New Standards
What is ILAC?

ISO 9000 Series of Quality
Management Documents

Breakout Exercise 1
Written Exercise 1

Copyright 2019 Omnex, Inc. All Rights Reserved. 29
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What is ISO? ISO

prg

e |SO is the International Organization for Standardization
(www.iso.org) — headquartered in Geneva, Switzerland

* The International Organization for Standardization is a
worldwide federation of the national standards organizations of

161 countries

— The U.S. representative to ISO is the American National Standards
Institute (ANSI)

— The Canadian representative is the Standards Council of Canada (SCC)

* The term ISO is derived from the Greek word, isos, meaning
equal — its mandate is to develop and promote standards of all
sorts worldwide
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What is ISO?

e As of January 2018, the ISO Catalog lists over 22,000
International Standards

— These documents address almost all fields, except electrical and
electronic engineering standards

— International Electro-technical Commission has separate responsibility for
electrical standards

ISO work is carried out by 242 technical committees, many of
which also have sub-committees

— ISO/TC 176, Quality Management and Quality Assurance Technical
Committee is responsible for quality standards

Every five years, ISO reviews a standard to ensure its

continuing suitability; it may or may not be revised at that time
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What is IEC? 2

* The International Electrotechnical Commission (IEC) is the
world’s leading organization that prepares and publishes
International Standards for all electrical, electronic and related
technologies

 The IEC is one of three global sister organizations (IEC, I1SO, ITU)
that develop International Standards

* To ensure that International Standards fit together seamlessly
and complement each other, when appropriate, IEC cooperates
with

— 1SO (International Organization for Standardization)
— ITU (International Telecommunication Union)

OMNEX
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ISO/IEC 17025:2017 OVERVIEW
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ISO/IEC 17025:2017 Overview

ISO/IEC 17025 specifies the general requirements for the
competence to carry out testing, calibrations and sampling
associated with subsequent testing or calibration

* Objective of promoting confidence in the operation of
laboratories

* Enable laboratories to demonstrate they operate competently,
and are able to generate valid results

* Laboratories that conform to ISO/IEC 17025:2017 will also
operate generally in accordance with the principles of
ISO 9001
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ISO/IEC 17025:2017 Overview

* Requires the laboratory to plan and implement actions to
address risks and opportunities

* Implementation will:
— Facilitate cooperation between laboratories and other bodies
— Assist in the exchange of information and experience, and
— Harmonization of standards and procedures

* The acceptance of results between countries is simplified if
laboratories conform to ISO/IEC 17025
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ISO/IEC 17025:2017 Overview

e |SO/IEC 17025:2017 was prepared by the ISO Committee on
Conformity Assessment (CASCO)

e |SO/IEC 17025:2017 (Third Edition) cancels and replaces ISO/IEC
17025:2005 (Second Edition)

e This new revision is based on ISO 9001:2015

* Contains all the requirements that testing and calibration
laboratories (and the associated sampling) must meet if they
wish to demonstrate that they:

— Lab Specific Requirements (Clauses 4, 5, 6 and 7)

— QMS Requirements — Option A: minimum laboratory management
system requirements (Clauses 8.2 to 8.9)

— QMS Requirements — Option B: accordance with an ISO 9001:2015
implementation (Clause 8.1)
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Scope of ISO/IEC 17025:2017

e Specifies the general requirements for the competence,
impartiality and consistent operation of laboratories.

e Applicable to all organizations performing laboratory
activities, regardless of the number of personnel.

* Laboratory customers, regulatory authorities, organizations
and schemes using peer-assessment, accreditation bodies,
and others use ISO/IEC 17025
(this document) in confirming or recognizing the
competence of laboratories.
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General Verbiage

e “Shall” indicates a requirement

e “Should” indicates a recommendation
y one iy g

 “May” indicates a permission

* “Can” indicates a possibility or a capability

OMNEX
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ISO/IEC 17025:2017 Normative References

ISO/IEC 17000, Conformity Assessment —
Vocabulary and General Principles

ISO/IEC 17000

ISO/IEC Guide 99, International Vocabulary
of Metrology — Basic and General Concepts
and Associated Terms (VIM)

ISO/IEC Guide 99
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International Vocabulary of Basic and General

Terms in Metrology (VIM)

The International Bureau of Weights and Measures (BIPM)
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Key Definitions in ISO/IEC 17025:2017

* Impartiality: Presence of objectivity.

* Complaint: Expression of dissatisfaction by any person or organization to a
laboratory, relating to the activities or results of that laboratory, where a
response is expected.

* Interlaboratory Comparison: Organization, performance and evaluation of
measurements or tests on the same or similar items by two or more
laboratories in accordance with predetermined conditions.

* Intralaboratory Comparison: Organization, performance and evaluation of
measurements or tests on the same or similar items within the same
laboratory in accordance with predetermined conditions.

* Proficiency Testing: Evaluation of participant performance against pre-
established criteria by means of interlaboratory comparisons.

OMNEX
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Key Definitions in ISO/IEC 17025:2017

Laboratory: Body that performs one or more of the following activities:
— Testing;
— Calibration; or
— Sampling, associated with subsequent testing or calibration.

e Decision Rule: Rule that describes how measurement uncertainty is
accounted for when stating conformity with a specified requirement.

* Verification: Provision of objective evidence that a given item fulfills specified
requirements.

e Validation: Verification, where the specified requirements are adequate for
an intended use.

 Measurand: Quantity to be measured.
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ISO/IEC 17025 RELATION TO 1SO 9001
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ISO/IEC 17025 Relation to 1ISO 9001:2015

Many of the ISO 9001:2015 requirements have been applied to
the latest ISO/IEC 17025 standard

Portions of the new High-Level Structure of ISO 9001 has been
applied

As previously indicated, there is now an option to apply a
current ISO 9001 QMS to ISO/IEC 17025

We will review applicable detailed ISO 9001 requirements while
learning the latest ISO/IEC 17025 standard!
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ISO/IEC 17025 Relation to ISO 9001

» Accreditation to ISO/IEC 17025:2017 now has an option to use an ISO
9001 QMS to meet intent of all clause 8

INTERNATIONAL ISO/IEC [MT ERNATIOMAL 150

STANDARD 17025 STANDARD 2001
TR e a

Gel 1 i for th I

m::pr:te[:c‘:ul::" 1::;121'].:11; and L':Iihratiun %‘ghﬁg:fsﬂemm systens —

laboratories
Spstimas da ranagemant a ba quabtd — Edgances

B
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Option
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High Level Structure —
ISO/IEC 17025 vs. ISO 9001

ISO/IEC 17025:2017 ISO 9001:2015

1. Scope 1.

Normative References
Terms and Definitions
General Requirements

Structural Requirements

Process Requirements

o W TR\ » N

Management System Requirements

2
3
4
5
Resource Requirements 6.
7
8
9

Scope

Normative References

. Terms and Definitions

Context of the Organization
Leadership

Planning

Support

Operation

Performance Evaluation

10. Improvement

OMNEX
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High Level Structure —
ISO/IEC 17025 vs. ISO 9001

ISO/IEC 17025:2017 1ISO 9001:2015
4. General Requirements 4. Context of the Organization
—
5. Structural Requirements 5. Leadership
7. Support
6. Resource Requirements —
8. Operations (External Providers)
7. Process Requirements —) 8. Operations
6. Planning
8. Management Systems 7. Support (QMS Management)
. —
Requirements 9. Performance Evaluation

10. Improvement
The General Relationship Only

OMNEX
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New ISO/IEC 17025:2017 vs.

Old ISO/IEC 17025:2005

ISO/IEC 17025:2017 ISO/IEC 17025:2005

4. General Requirements
— .1 & 4.2
5. Structural Requirements

6. Resource Requirements —) 5 2 5.3,5.5,5.6,4.5,64.6
7. Process Requirements —) 4 4, 4.5, 54,5.7,5.8,5.9,5.10, 4.8, 4.9
8. Management Systems 4.2,4.3,4.13,4.10,4.11, 4.14, 4.15
. —
Requirements Risk (New, replace 4.12)

High Level Only — Detailed Cross-Reference Matrix are Available

OMNEX
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What is ILAC?
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 The International Laboratory Accreditation Cooperation (ILAC) is an
international cooperation of laboratory and inspection accreditation bodies
formed more than 30 years ago to help remove technical barriers to trade.

e Accreditation bodies are established in many countries with the primary
purpose of ensuring that conformity assessment bodies are subject to
oversight by an authoritative body.

* Accreditation bodies, that have been evaluated by peers as competent, sign
arrangements that enhance the acceptance of products and services across
national borders.

— Creates a framework to support international trade through the removal of
technical barriers.

 These arrangements are managed by the ILAC in the field of laboratory and
inspection accreditation.
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Mutual Recognition Agreements

* International recognition of accreditations awarded by national
bodies is based on the conclusion of Mutual Recognition
Agreements (MRAs) between the national bodies.

 The bodies seeking to agree to recognize each other’s
accreditations will audit each other’s operations against ISO
17011: Conformity assessment—General requirements for
accreditation bodies accrediting conformity assessment bodies.

e This is the international standard to which assessment bodies
are expected to adhere.
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1ISO 9000 SERIES OF QUALITY
MANAGEMENT DOCUMENTS
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The ISO 9000 Family of Documents

o5 2908 1ISO 9001 — Specific Requirements for

System
Requirements a Quality Management System

150 9000 ISO 9000 — Fundamental Concepts

Fundamentals and

Vocabulary and Principles of Quality Management

ISO 9004
Guidance to Achieve ISO 9004 — Guidance for Performance

Sustained Success
Improvement

Every five years, ISO reviews a standard to ensure its
continuing suitability; it may or may not be revised at that time
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Quality Management Systems Approach

Determining the needs and expectations of customers and other interested parties
* Establishing the quality policy and quality objectives

* Determining the processes and responsibilities necessary to attain the quality
objectives

* Identifying the interactions between processes
* Determining and providing the resources necessary to attain the quality objectives
e Establishing methods to measure the effectiveness and efficiency of each process

* Applying these measures to determine the effectiveness and efficicency of each
process

* Determining means of preventing nonconformities and eliminating their causes

e Establishing and applying a process for continual improvement of the QMS
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The ISO 9001 Quality Management Principles

* Customer Focus

e Leadership
 Engagement of People
* Process Approach

* Improvement

Customer
Focus
Matually

* Evidence-based Decision Making T
A;..:iw Quality e
* Relationship Management = s

Continual - / Process
Improvement Approach
System
Approachto
Maragement
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Breakout Exercise 1
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Written Exercise 1




—

Chapter 2: Introduction to ISO/IEC 17025:2017 —
What We Covered

Learning Objectives

You should now be able to:

Describe the ISO body and the
ISO/IEC 17025:2017 International
Standard

Define the intent of ISO/IEC
17025:2017 and its relationship to
the requirements of calibration
and testing laboratories

OMNEX
&

WWW.OMNEX.COM

Chapter Agenda

What is ISO / What is IEC?
ISO/IEC 17025:2017 Overview
Terms & Definitions

ISO/IEC 17025 Relation to ISO
9001

Old to New Standards
What is ILAC?

ISO 9000 Series of Quality
Management Documents

Breakout Exercise 1
Written Exercise 1
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Chapter 3
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Chapter 3: ISO/IEC 17025:2017 Requirements —

What We Will Cover

Learning Objectives Chapter Agenda
At the end of this chapter, you will be * General QMS Requirements
able to: — Breakout Exercise 2 — Part A

* Define the requirements of ISO/IEC 17025 Scope
ISO/IEC 17025:2017 ISO/IEC 17025:2017 Requirements
e Define the needs for — Written Exercise 2
documentation and — Written Exercise 3
implementation

— Breakout Exercise 2 — Part B
— Written Exercise 4
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GENERAL QMS REQUIREMENTS

NOTE: text boxes indicate where a similar requirement
could be found in ISO 17025:2005




e
General Requirements of a QMS

Intent is to Describe the Overall Requirements of a QMS for the Lab

e Ensure effective monitoring, control and improvement of all processes within
the management system to fulfill organizational objectives and meet
customer requirements

* |dentify the lab’s key processes, their sequence, and interactions

* |dentify the control requirements for the processes including:
— What to monitor
— What to measure
— The goals for each measure
— WHO will measure, monitor, analyze and improve each process
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I
General Requirements of a QMS

The Organization Must Develop, Document, Set Up and Maintain a Management System
and Continually Improve its Effectiveness Through Six Activities:

Identify the processes needed for the QMS and their application
Determine sequence and interaction of these processes

3. Determine criteria and method needed to ensure that both the operation and
monitoring of these processes are effective

4. Ensure the availability of resources and information necessary to support
operation and monitoring of processes

5. Monitor, measure and analyze these processes for both effectiveness and
efficiency

6. Implement actions necessary to achieve planned results and continual
improvement of the processes

* All related activities must conform to the requirements of ISO 9001

*  When processes that affect product conformity are outsourced, the management
system must contain provisions to ensure control over these processes
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Process Characteristics

* |dentified by a series of unique, but consistent characteristics

* There are six mandatory characteristics of a process for effective

quality management (based on ISO 9001 and best practices):
A process owner exists

The process is defined

The process is documented

IR NR

The linkages of the process are
established

5. The process is monitored and
improved

6. Records are maintained
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Types of Processes

 Management oriented processes (MOPs) direct, measure and
review the organization, such as business planning, objectives
deployment and continual improvement

e Customer oriented processes (COPs) receive input from the
customer with output going back to the customer

e Support oriented processes (SOPs) are the support processes
that sustain the COPs and MOPs and aid the overall organization
and include operations such as training, purchasing and
document control
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Types of Processes

The Omnex Approach to Process Focus

— Process Map — Interfaces and linkages between site and remote
locations identified

— Process List — Processes well-defined, inputs, outputs, resources,
measurement and records

— Business Management System Control Plan

— Alignment Chart
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Quality Management System (QMS) Process Model
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Breakout Exercise 2




ISO/IEC 17025 SCOPE
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Scope of ISO/IEC 17025:2005

e Specifies the general requirements a laboratory has to meet in
order to be recognized as competent to carry out tests and/or
calibrations, including sampling. osussusest

e Covers testing and calibrations using standardized methods,
methods not covered by standardized methods, and laboratory-
developed methods (see clause 5.4.2, 5.4.3, 5.4.4)

 (Can be applied to all organizations performing this type of work,
including first, second and third party labs, and labs that form
part of inspection and product certification
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Scope of ISO/IEC 17025:2005

* For use by labs to develop their quality, administrative and
technical systems, and to confirm or recognize their competence

* If labs comply with this standard, they will comply with the
principles of ISO 9001 when they design/develop new methods
and when they use only standardized methods

* Does not cover compliance of the lab with relevant regulatory
and safety requirements
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Accreditation Terms

e Accreditation: A formal recognition of competence that a
laboratory can perform specific calibrations and/or tests or types
of tests. It is available to any calibration or testing laboratory —
private, government or independent.

* Accreditation Body: An organization with authority — typically
from the national government — to accredit bodies such as
certification bodies/registrars for quality system certification,
test laboratory accreditation, etc.

* Accredited Laboratory: A laboratory that has been reviewed and
approved by a nationally-recognized accreditation body.

\? ISO 17025
! Accredited
OMNEX
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Accredited Laboratories

* Inasense, the term “accredited laboratory” is inaccurate!
 Rather alab is accredited for a specific list of methods
 These are listed in the laboratory “scope” statement

* These should be methods that the lab performs routinely, e.g.,
>12 times per year

* |If alaboratory wishes accreditation for part
or all of its testing and calibration activities,
it should select an accreditation body that
operates in accordance with ISO/IEC 17011

%
.....
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Major US Accreditation Bodies for Laboratories

American Association for Lab Accreditation (A2LA)

ANSI-ASQ National Accreditation Board (ANAB)

International Accreditation Service, Inc. (1AS)

National Voluntary Laboratory Accreditation Program (NVLAP)
Laboratory Accreditation Bureau (L-A-B)

Perry Johnson Laboratory Accreditation, Inc. (PJLA)

AlIHA’s Laboratory Accreditation Programs, LLC

American Society of Crime Laboratory Directors / Laboratory
Accreditation Board (ASCLD/LAB)
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e
Auto Industry Supplier Requirements

 Commercial/independent laboratory facilities used by the
supplier for inspection, test or calibration services shall be
accredited facilities to ISO/IEC 17025 or national equivalent

 NOTE: A commercial/independent laboratory may have a
customer-approved second party assessment

 Where a qualified lab does not exist
for certain equipment, it may be
calibrated by the manufacturer
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ISO/IEC 17025:2017 REQUIREMENTS
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Detailed Changes to 2017 Version

There have been many improvement to the standard

Additions will be (Bold, Italic and Underline)

Comments to previous 2005 revision cross-reference will be
noted where possible or significant

Comments to the latest ISO 9001:2015 requirements will also be
noted where applicable
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Impartiality — Clause 4.1 (General Requirements)

4.1.1 Laboratory activities shall be undertaken impartially and structured and
managed so as to safeguard impartiality.

4.1.2 The laboratory management shall be committed to impartiality.

4.1.3 The laboratory shall be responsible for the impartiality of its laboratory
activities and shall not allow commercial, financial or other pressures to
compromise impartiality.

4.1.4 The laboratory shall identify risks to its impartiality on an on-going basis.
This shall include those risks that arise from its activities, or from its
relationships, or from the relationships of its personnel. However, such
relationships do not necessarily present a laboratory with a risk to impartiality.

4.1.5 If a risk to impartiality is identified, the laboratory shall be able to
demonstrate how it eliminates or minimizes such risk.

ISO/IEC 17025:2005 — 4.1 (d) and 4.1.4
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Impartiality Threats — Risks

e This is the first introduction of the “Risk”

* (Can be based on
— Ownership
— Governance
— Management

— Personnel

— Shared Resources

— Finances

— Contracts

— Marketing (including branding), and

— Payment of a sales commission or other inducement for the referral of
new customers
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Confidentiality — Clause 4.2 (General Requirements)

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

 The laboratory shall inform the customer in advance, of the
information it intends to place in the public domain.

* Except for information that the customer makes publicly
available, or when agreed between the laboratory and the
customer (e.q. for the purpose of responding to complaints), all
other information is considered proprietary information and
shall be regarded as confidential.

ISO/IEC 17025:2005 — 4.2.2 (a), 4.1.5 (c)
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Confidentiality — Clause 4.2 (General Requirements)

4.2.2 When the laboratory is required by law or authorized by contractual
arrangements to release confidential information, the customer or individual
concerned shall, unless prohibited by law, be notified of the information
provided.

4.2.3 Information about the customer obtained from sources other than the
customer (e.q. complainant, requlators) shall be confidential between the
customer and the laboratory. The provider (source) of this information shall be
confidential to the laboratory and shall not be shared with the customer, unless
agreed by the source.

4.2.4 Personnel, including any committee members, contractors, personnel of
external bodies, or individuals acting on the laboratory's behalf, shall keep
confidential all information obtained or created during the performance of
laboratory activities, except as required by law.

ISO/IEC 17025:2005 — 4.1.5 (c ), 5.4.7.2 (b)
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Structural Requirements — Clause 5

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.

5.2 The laboratory shall identify management that has overall
r