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Purpose
This procedure defines the policies and related procedures Fluke follows to comply with the 
requirements of the ISO 9001:2015, ISO/IEC 17025 and ISO/IEC 80079-34 standards.

Introduction
Fluke Corporation (Fluke) is a leading manufacturer of measurement and test equipment 
with corporate headquarters located in Everett, Washington, USA with global operations and 
subsidiaries.

Fluke uses a process approach in our Quality Management System (QMS) where required 
inputs and desired outputs are identified and monitored to ensure applicable requirements 
and customer expectations are met.

Fluke is part of the Fortive Corporation and employs the Fortive Business System (FBS) as 
the cornerstone of our culture and our competitive advantage.  FBS drives continuous 
improvement of our Quality Management System.  Tools include Kaizen events, Problem 
Solving Process (PSP), risk analysis and other tools as appropriate.

Fluke’s interaction of processes of the Quality Management System is shown in the 
following diagram.

http://www.fortive.com/fortive-business-system
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Fluke Quality Management System

Fortive Business System (FBS) Fundamentals

Voice of the Customer (VOC), Value Stream Mapping (VSM), Kaizen Event Basics, 5S, Problem 
Solving Process (PSP), Visual and Daily Management (VM), Transactional Process Improvement (TPI)
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1 Procedure scope
This procedure applies to all personnel doing work under Fluke’s control.  Facilities 
may have supplementary policies, processes and local procedures to further define 
their specific requirements and activities.

It is important to follow this policy to ensure Fluke’s Quality Management System 
(QMS) is consistently implemented and followed to ensure compliance with all 
necessary standard, legal, regulatory and customer requirements.

2 References
Internal
Fluke Corporate Scope and Context Statement
Q0002639               Manufacturing Process Policy
Q0002224               Corporate Training Policy
Q0000387               External Product Quality
Q0002835               Fluke Supplier Quality Manual
Q0000604               Control of Nonconforming Material Policy
Q0001968               Corrective Action and Risk Mitigation Policy
Q0001759               Internal Audit Process
Q0002115               80079-34 Ex Quality Manual
Q0002464               Management Review Policy
Q0000368               Agile Program Management
Q0001697               Document Control Policy
Q0002339               Fluke 17025 Quality Manual
Q0000405               Measurement Management System
Q0002964               QMS Records Retention Policy
Q0002689               QMS Records Retention Policy Appendix A: QMS Records 

Retention Requirements
Q0001751               Serialization Policy
Q0002741               Electrostatic Discharge Policy
DOC_143                Management Review Template
DOC_3209              Management Review PowerPoint Template
Q0000116               Fluke Europe Quality Manual Addendum

External
ISO 9001                 Quality Management Systems – Requirements
ISO/IEC 17025        General requirements for the competence of testing and 

calibration laboratories

https://subscriptions.techstreet.com/sessions/new
https://subscriptions.techstreet.com/sessions/new
https://subscriptions.techstreet.com/sessions/new
https://subscriptions.techstreet.com/sessions/new
https://subscriptions.techstreet.com/sessions/new
https://subscriptions.techstreet.com/sessions/new
https://subscriptions.techstreet.com/sessions/new
https://subscriptions.techstreet.com/sessions/new
https://subscriptions.techstreet.com/sessions/new
https://clients.intelex.com/Login3/Fluke/DocLink?id=ItDrDvJnRgH9FvHhiIm7o2TJmjzRrSzXinwlNvh4owBcdr6nUgdq0v2Sq1me90pP0
https://clients.intelex.com/Login3/Fluke/DocLink?id=ItDrDvJnRgH9FvHhiIm7o2TJmjzRrSzXinwlNvh4owBcdr6nUgdq0v2Sq1me90pP0
https://clients.intelex.com/Login3/Fluke/DocLink?id=1VOxGuZn892IZ4GT-1cl-M58BDkl8aC7nscBCAP2yK3GtfTBvUMabTsECiheXv9W0
https://clients.intelex.com/Login3/Fluke/DocLink?id=1VOxGuZn892IZ4GT-1cl-M58BDkl8aC7nscBCAP2yK3GtfTBvUMabTsECiheXv9W0
https://clients.intelex.com/Login3/Fluke/DocLink?id=1VOxGuZn892IZ4GT-1cl-M58BDkl8aC7nscBCAP2yK3GtfTBvUMabTsECiheXv9W0
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0002741&organizationCode=GLO&documentId=UCMFA01878248
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0002741&organizationCode=GLO&documentId=UCMFA01878248
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0002741&organizationCode=GLO&documentId=UCMFA01878248
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0001751&organizationCode=GLO&documentId=UCMFA01879662
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0001751&organizationCode=GLO&documentId=UCMFA01879662
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0001751&organizationCode=GLO&documentId=UCMFA01879662
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0001751&organizationCode=GLO&documentId=UCMFA01879662
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0002689&organizationCode=GLO&documentId=UCMFA01678160
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0002689&organizationCode=GLO&documentId=UCMFA01678160
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0002689&organizationCode=GLO&documentId=UCMFA01678160
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0002689&organizationCode=GLO&documentId=UCMFA01678160
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0002964&organizationCode=GLO&documentId=UCMFA01880364
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0002964&organizationCode=GLO&documentId=UCMFA01880364
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0002964&organizationCode=GLO&documentId=UCMFA01880364
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0002964&organizationCode=GLO&documentId=UCMFA01880364
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0000405&organizationCode=GLO&documentId=UCMFA01878911
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0000405&organizationCode=GLO&documentId=UCMFA01878911
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0000405&organizationCode=GLO&documentId=UCMFA01878911
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0000405&organizationCode=GLO&documentId=UCMFA01878911
https://s7d1.scene7.com/is/content/fluke/fluke/en-us/certifications-and-accreditations/final-files/QSD+111.41+Fluke+17025+Quality+Manual.pdf
https://s7d1.scene7.com/is/content/fluke/fluke/en-us/certifications-and-accreditations/final-files/QSD+111.41+Fluke+17025+Quality+Manual.pdf
https://s7d1.scene7.com/is/content/fluke/fluke/en-us/certifications-and-accreditations/final-files/QSD+111.41+Fluke+17025+Quality+Manual.pdf
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0001697&organizationCode=GLO&documentId=UCMFA01879880
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0001697&organizationCode=GLO&documentId=UCMFA01879880
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0001697&organizationCode=GLO&documentId=UCMFA01879880
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0000368&organizationCode=GLO&documentId=UCMFA01879172
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0000368&organizationCode=GLO&documentId=UCMFA01879172
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0002464&organizationCode=GLO&documentId=UCMFA01880204
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0002464&organizationCode=GLO&documentId=UCMFA01880204
https://s7d1.scene7.com/is/content/fluke/fluke/en-us/certifications-and-accreditations/final-files/QSD111.11+80079-34+Ex+Quality+Manual.pdf
https://s7d1.scene7.com/is/content/fluke/fluke/en-us/certifications-and-accreditations/final-files/QSD111.11+80079-34+Ex+Quality+Manual.pdf
https://s7d1.scene7.com/is/content/fluke/fluke/en-us/certifications-and-accreditations/final-files/QSD111.11+80079-34+Ex+Quality+Manual.pdf
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0001759&organizationCode=GLO&documentId=UCMFA01879221
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0001759&organizationCode=GLO&documentId=UCMFA01879221
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0001759&organizationCode=GLO&documentId=UCMFA01879221
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0001968&organizationCode=GLO&documentId=UCMFA01878203
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0001968&organizationCode=GLO&documentId=UCMFA01878203
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0001968&organizationCode=GLO&documentId=UCMFA01878203
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0001968&organizationCode=GLO&documentId=UCMFA01878203
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0001968&organizationCode=GLO&documentId=UCMFA01878203
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0001968&organizationCode=GLO&documentId=UCMFA01878203
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0001968&organizationCode=GLO&documentId=UCMFA01878203
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0001968&organizationCode=GLO&documentId=UCMFA01878203
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0000604&organizationCode=GLO&documentId=UCMFA01880266
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0000604&organizationCode=GLO&documentId=UCMFA01880266
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0000604&organizationCode=GLO&documentId=UCMFA01880266
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0000604&organizationCode=GLO&documentId=UCMFA01880266
https://s7d1.scene7.com/is/content/fluke/fluke/en-us/certifications-and-accreditations/final-files/Fluke_Supplier_Quality_Manual.pdf
https://s7d1.scene7.com/is/content/fluke/fluke/en-us/certifications-and-accreditations/final-files/Fluke_Supplier_Quality_Manual.pdf
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0000387&organizationCode=GLO&documentId=UCMFA01879558
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0000387&organizationCode=GLO&documentId=UCMFA01879558
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0000387&organizationCode=GLO&documentId=UCMFA01879558
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0002224&organizationCode=GLO&documentId=UCMFA01878333
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0002224&organizationCode=GLO&documentId=UCMFA01878333
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0002224&organizationCode=GLO&documentId=UCMFA01878333
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0002639&organizationCode=GLO&documentId=UCMFA01878728
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0002639&organizationCode=GLO&documentId=UCMFA01878728
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0002639&organizationCode=GLO&documentId=UCMFA01878728
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0002401&organizationCode=GLO&documentId=UCMFA01879233
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ISO/IEC 80079-34  Explosive atmospheres – Application of quality systems for 
equipment manufacture

3 Terms and definitions - None

4 Fluke scope and context
The overview of Fluke, its organization, context and interested parties as well as their 
needs and expectations are located in the Fluke Corporate Scope and Context 
Statement.  Each facility has a Scope and Context statement that further defines their 
context and interested parties based on the activities performed and products 
manufactured within that facility or functional area.

Fluke has established, maintains and continually improves our Quality Management 
System in accordance with the ISO 9001 standard, legal, regulatory and customer 
requirements.

As part of our Quality Management System, Fluke has determined the processes 
needed and their application throughout the company and:

• determines required inputs and expected outputs from these processes;
• defines the sequence and interaction of processes;
• establishes criteria and methods needed to ensure the effective operation and 

control of our processes;
• identifies the resources needed for these processes and ensures their 

availability and suitability;
• assigns the responsibilities and authority for these processes;
• addresses the risks and opportunities for improvement as determined in 

accordance with our planning processes;
• evaluates these processes and implements changes needed to ensure that 

these processes achieve their intended results;
• improves the processes and the Quality Management System.

To the extent necessary, Fluke maintains documented information necessary to 
support our processes and retains documented information as required to 
demonstrate that these processes are being carried out as planned.

5 Leadership
Leadership and commitment
Top management demonstrates leadership and commitment with respect to the 
Quality Management System by:

https://static-link-app-p.oci.fluke.com/StaticLinkApp/index.html#Download/?itemNumber=Q0002401&organizationCode=GLO&documentId=UCMFA01879233
https://static-link-app-p.oci.fluke.com/StaticLinkApp/index.html#Download/?itemNumber=Q0002401&organizationCode=GLO&documentId=UCMFA01879233
https://subscriptions.techstreet.com/sessions/new
https://subscriptions.techstreet.com/sessions/new
https://subscriptions.techstreet.com/sessions/new


Q0003389 Fluke Corporate Quality Manual Rev. 126

Page 5 of 21

• taking accountability for the effectiveness of the Quality Management System 
in achieving its intended results through active participation in management 
review;

• ensuring that the quality policy and quality objectives are established and are 
compatible with the strategic direction of Fluke;

• integrating the Quality Management System requirements with Fluke’s 
business processes; 

• promoting continuous improvement, the use of a process approach and risk- 
based thinking through use of our FBS tools;

• ensuring resources needed for the Quality Management System are available;
• communicating the importance of effective quality management and 

conforming to Fluke’s Quality Management System requirements.

Top management demonstrates leadership and commitment with respect to customer 
focus by ensuring that:

• customer and applicable regulatory requirements are determined, understood, 
and consistently met;

• risks and opportunities that can affect conformity of products and services and 
the ability to enhance customer satisfaction are determined and addressed;

• focus on enhancing customer satisfaction is maintained through appropriate 
setting of performance objectives;

• customers have a method to provide quality feedback to Fluke.

Quality policy
Top management has established Fluke’s Quality Policy which is available in PLM 
and communicated throughout the company.

Roles and responsibilities
Top management ensures that responsibilities and authorities for relevant roles are 
assigned, communicated and understood throughout Fluke.  This is done through 
departmental organizational charts and job descriptions.

Top management has assigned the Director of Global Quality as the Management 
Representative with responsibilities that ensure:

• the Quality Management System conforms to the ISO 9001 standard 
requirements;

• the Quality Management System conforms to the ISO/IEC 17025 standard 
requirements as applicable for calibration laboratories accredited to ISO/IEC 
17025;

https://s7d1.scene7.com/is/content/fluke/fluke/en-us/certifications-and-accreditations/final-files/Fluke_Corporate_Quality_Policy_EN.pdf
https://s7d1.scene7.com/is/content/fluke/fluke/en-us/certifications-and-accreditations/final-files/Fluke_Corporate_Quality_Policy_EN.pdf
https://s7d1.scene7.com/is/content/fluke/fluke/en-us/certifications-and-accreditations/final-files/Fluke_Corporate_Quality_Policy_EN.pdf
https://s7d1.scene7.com/is/content/fluke/fluke/en-us/certifications-and-accreditations/final-files/Fluke_Corporate_Quality_Policy_EN.pdf
https://s7d1.scene7.com/is/content/fluke/fluke/en-us/certifications-and-accreditations/final-files/Fluke_Corporate_Quality_Policy_EN.pdf
https://s7d1.scene7.com/is/content/fluke/fluke/en-us/certifications-and-accreditations/final-files/Fluke_Corporate_Quality_Policy_EN.pdf
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• the Quality Management System conforms to the IEC 80079-34 standard 
requirements as applicable for the manufacture of products intended for use in 
explosive atmospheres.  See Fluke 80079-34 Ex Quality Manual;

• processes are delivering their intended outputs;
• the performance of the Quality Management System is reported on and 

opportunities for improvements are identified;
• customer focus is promoted throughout Fluke;
• the integrity of the Quality Management System is maintained when changes 

are planned and implemented.

6 Planning
When planning for the Quality Management System, Fluke considers the context of 
the organization, its customers and their requirements and determines the risks and 
opportunities that need to be addressed in order to:

• give assurance that the Quality Management System can achieve its intended 
results;

• prevent or reduce undesirable effects and enhance desired effects;
• achieve improvement.

Fluke addresses these risks and opportunities by integration and implementation of 
actions into the Quality Management System and evaluation of the effectiveness of 
these actions through use of tools such as daily and visual management, Key 
Performance Indicator (KPI) bowlers and other measurement processes.  Actions 
taken are proportional to the potential impact on the conformity of products and 
services.

Policy Deployment and Operational KPI reviews are used to establish objectives, 
measure performance and drive continuous improvement.  Policy deployment is a 
structured process used by Fluke to focus on impactful, breakthrough objectives that 
are critical for achieving the strategic direction.  The crucial cornerstones to achieving 
this success are the focus on the Voice of the Customer (VOC) and the planning 
process which links that focus to satisfying the innovation, delivery and cost 
objectives to meet customer needs.

Operations KPIs are defined and flowed to the relevant functions, levels and 
processes to measure the sustaining business processes.  Improvement objectives 
are established as part of the annual planning process and Operations Reviews are 
held monthly to review results and countermeasures to misses, as necessary.

https://s7d1.scene7.com/is/content/fluke/fluke/en-us/certifications-and-accreditations/final-files/QSD111.11+80079-34+Ex+Quality+Manual.pdf
https://subscriptions.techstreet.com/sessions/new
https://subscriptions.techstreet.com/sessions/new
https://subscriptions.techstreet.com/sessions/new
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Policy Deployment diagram

7 Support
Resources
Fluke determines and provides the resources needed for the operation and 
improvement of the Quality Management System to ensure the products and 
processes achieve their planned results.  When considering resources, Fluke 
considers the capabilities and constraints on existing resources as well as needs 
from external sources.  Resources are determined and addressed at each facility and 
functional area.  These may include:

• infrastructure;
• environment;
• materials and equipment;
• personnel.
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Monitoring and measurement resources
Fluke provides the necessary equipment to ensure valid and reliable results are 
obtained when monitoring and measuring is used to verify the conformity of products 
and services.

Monitoring activities are defined in Manufacturing Process Policy and Measurement 
Management System Policy defines the policies, procedures and requirements of the 
Measurement Management System.

Competence and awareness
Fluke determines the type and extent of training required for personnel performing 
work that affects the performance and effectiveness of its Quality Management 
System.  Fluke provides training as necessary to meet these requirements.

Personnel are considered competent with respect to their assignment and/or job 
description, based on their education, training, skills, experience, and demonstrated 
results.  Documented information as record of competence shall be retained in 
accordance with Corporate Training Policy and local process documents.

Personnel performing work under Fluke’s control shall be aware of:
• the quality policy;
• relevant quality objectives;
• their contribution to the effectiveness of the Quality Management System;
• implications of not conforming to the Quality Management System.

Communications
Communication, both internal and external, is key to an effective Quality 
Management System and ensuring processes are followed and requirements are 
met.

Examples of communication include, but are not limited to:
• New and updated regulatory and statutory requirements
• Certifications and accreditations
• Communication of audit results (internal and external)
• Notification of changes to drawing, documents and procedures
• Resources needs
• Customer requests for information

Changes to products, processes and procedures are incorporated into the documents 
and communicated through the document management and ERP systems.

https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0002224&organizationCode=GLO&documentId=UCMFA01878333
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0000405&organizationCode=GLO&documentId=UCMFA01878911
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0000405&organizationCode=GLO&documentId=UCMFA01878911
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0002639&organizationCode=GLO&documentId=UCMFA01878728
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Newsletters, e-mails and SharePoint sites are also used to communicate information 
integral to the Quality Management System.

Guidance for responding to customer requests for information and standard Fluke 
responses are located on the Serving Our Customers SharePoint page on Inside 
Fluke.  Fluke certifications and registrations can be viewed and downloaded from the 
Fluke external websites.

Information on Fluke’s communication and social media use policies can be found in 
the employee handbooks.

Documented information
Fluke’s Quality Management System includes documented information required by 
the ISO 9001 standard, as well information determined necessary by Fluke to ensure 
the effectiveness of the Quality Management System.

Fluke’s document structure and the control of documents is defined in Document 
Control Policy.  This policy ensures documents are created in the acceptable formats 
with the necessary information to ensure proper control.  Documented information is 
made available to all necessary personnel using control systems, such as PLM, and 
the use of links on SharePoint sites.  These systems ensure only the current 
approved versions of documented information is available to the users.

Retention of documented information (records) is defined in QMS Records Retention 
Policy and QMS Records Retention Policy Appendix A: QMS Records Retention 
Requirements or the specific document.  These procedures provide direction on how 
and where documented information is retained as well as the retention period and the 
disposition methods.

Organizational knowledge
Fluke has identified and documented organizational knowledge that is necessary for 
the operation of its processes and to achieve conformity of products and services.  
Organizational knowledge is maintained by the functional groups and should be 
globally accessible through SharePoint sites or, at a minimum, should include a link 
to the knowledge system.  As processes change, functional groups will determine 
whether additional information is necessary and if so, how it will be obtained.

https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0002689&organizationCode=GLO&documentId=UCMFA01678160
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0002689&organizationCode=GLO&documentId=UCMFA01678160
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0002964&organizationCode=GLO&documentId=UCMFA01880364
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0002964&organizationCode=GLO&documentId=UCMFA01880364
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0001697&organizationCode=GLO&documentId=UCMFA01879880
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0001697&organizationCode=GLO&documentId=UCMFA01879880
https://fortive.sharepoint.com/sites/InsideFluke
https://fortive.sharepoint.com/sites/InsideFluke
https://fortive.sharepoint.com/sites/InsideFluke/SitePages/SERVING-OUR-CUSTOMERS.aspx
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8 Operations
Operational planning and control
Fluke plans, implements and controls processes needed to meet the requirements for 
the provision of products and services by:

• defining requirements for the products and services;
• establishing criteria for the processes and for the acceptance of the products 

and services;
• determining the resources needed to achieve conformity to the product and 

service requirements;
• implementing control of the processes in accordance with the criteria;
• developing, maintaining and retaining documented information to the extent 

necessary to demonstrate the conformity of products and services to their 
requirements.

Manufacturing Process Policy defines Fluke’s manufacturing process policy and 
requirements.

Fluke controls changes to products and processes, including out-sourced processes, 
and reviews for unintended consequences of changes, taking action as necessary to 
mitigate any adverse effects.

Requirements for products and services
Fluke’s communication with its customers includes:

• providing information relating to the products and services;
• responding to inquiries, contracts or orders, including changes;
• obtaining customer feedback relating to products and services, including 

customer complaints;
• handling or controlling customer property;
• establishing specific requirements for contingency actions, when relevant.

Fluke uses product development processes (Agile Program Management Policy) 
when determining the requirements for the products and services to be offered to 
customers, and ensures that:

• the requirements for the product and services are defined, including any 
applicable statutory and regulatory requirements;

• requirements considered necessary by Fluke are defined;
• Fluke can meet the claims for the product and services it offers.

Contract review ensures fulfillment of contract/order requirements, resolve any 
discrepancies, and coordinate the requirements with all affected areas of the 

https://static-link-app-p.oci.fluke.com/StaticLinkApp/index.html#Download/?itemNumber=Q0000368&organizationCode=GLO&documentId=UCMFA01879172
https://static-link-app-p.oci.fluke.com/StaticLinkApp/index.html#Download/?itemNumber=Q0000368&organizationCode=GLO&documentId=UCMFA01879172
https://static-link-app-p.oci.fluke.com/StaticLinkApp/index.html#Download/?itemNumber=Q0000368&organizationCode=GLO&documentId=UCMFA01879172
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0002639&organizationCode=GLO&documentId=UCMFA01878728
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company.  The contract/order process includes quotations, order entry and 
subsequent contract/order changes.

As part of the quotation process, each department involved will communicate Fluke’s 
terms of sale to the customer.

Before committing to supply product or services, Fluke reviews the contract/order to 
verify:

• requirements specified by the customer, including the requirements for 
delivery and post-delivery activities, such as routine service;

• requirements not stated by the customer but necessary for the specified or 
intended use, when known;

• requirements specified by Fluke;
• statutory and regulatory requirements applicable to the products and services;
• contract or order requirements differing from those previously expressed.

Fluke maintains records (electronic or hard copy) of the results of these reviews and 
on any new requirements for the products or services in accordance with local 
process documents, QMS Records Retention Policy and QMS Records Retention 
Policy Appendix A: QMS Records Retention Requirements. 

When the requirements for products and services change, Fluke ensures that 
relevant documented information is amended and that relevant persons are made 
aware of the changed requirements.

Design and development of products and services
Fluke uses Agile Program Management Policy and the supporting processes, 
guidelines and checklists to control and verify the design (or redesign) of products to 
ensure that specified requirements are met.  These processes ensure consistent and 
effective management of design activities in all divisions of Fluke.

Design and development activities include:

• determining the design input requirements relating to the product, including 
applicable statutory and regulatory requirements, and their identification, 
documentation and review;

• verification and validation of the design to ensure that the designed products 
meet all input requirements as well as performance, durability, reliability, 
serviceability, safety, regulatory, and contractual requirements.

https://static-link-app-p.oci.fluke.com/StaticLinkApp/index.html#Download/?itemNumber=Q0000368&organizationCode=GLO&documentId=UCMFA01879172
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0002689&organizationCode=GLO&documentId=UCMFA01678160
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0002689&organizationCode=GLO&documentId=UCMFA01678160
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0002964&organizationCode=GLO&documentId=UCMFA01880364
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All output documentation will be controlled and retained by the Project Manager as 
defined in the product development processes .  At the end of the project, design 
disclosure drawings (e.g. drawings, component specifications, software, CAD 
databases) that are under Configuration Control, will be released in the approved 
Product Data Management (PDM) system.

Control of externally provided processes, products and services
Fluke ensures that externally provided processes, products and services conform to 
requirements.  Fluke determines the controls to be applied to externally provided 
processes, products and services when:

• products and services from external providers are intended for incorporation 
into Fluke’s own products and services;

• products and services are provided directly to the customer(s) by external 
providers on behalf of Fluke;

• a process, or part of a process, is provided by an external provider as a result 
of a decision by Fluke.

Requirements for suppliers of materials are located in Fluke Supplier Quality Manual.

Fluke determines and applies criteria for the evaluation, selection, monitoring of 
performance, and re-evaluation of external providers, based on their ability to provide 
processes or products and services in accordance with requirements. Fluke retains 
documented information of these activities and any necessary actions arising from 
the evaluations.

Fluke ensures that externally provided processes, products and services do not 
adversely affect its ability to consistently deliver conforming products and services to 
our customers.

Fluke ensures that externally provided processes remain within the control of its 
Quality Management System and defines both the controls that it intends to apply to 
an external provider and those it intends to apply to the resulting output.

Fluke takes into consideration the potential impact of the externally provided 
processes, products and services on Fluke’s ability to consistently meet customer’s 
requirements, applicable statutory and regulatory requirements and the effectiveness 
of the controls applied by the external provider.

Fluke determines the verification, or other activities, necessary to ensure that the 
externally provided processes, products and services meet requirements.  Fluke 
ensures the adequacy of requirements prior to their communication to the external 
provider.

https://s7d1.scene7.com/is/content/fluke/fluke/en-us/certifications-and-accreditations/final-files/Fluke_Supplier_Quality_Manual.pdf
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Using the purchase order, standard terms and conditions and Fluke Supplier Quality 
Manual, Fluke communicates the following requirements to external providers:

• the processes, products and services to be provided;
• the approval of:

o products and services;
o methods, processes and equipment;
o the release of products and services.

• competence, including any required qualification of persons;
• the external providers’ interactions with Fluke;
• control and monitoring of the external providers’ performance to be applied by 

Fluke;
• verification or validation activities that Fluke, or our customer, intends to 

perform at the external supplier’s premises.

Fluke retains documented information of these activities and any necessary actions 
arising from evaluations in accordance with QMS Records Retention Policy Appendix 
A: QMS Records Retention Requirements.

Product and service provision
Production, installation, support and servicing processes that directly affect quality 
have been identified and planned to ensure those processes are carried out under 
controlled conditions that include:

• the availability of documented information that defines the characteristic of the 
products/services and the results to be achieved.

• the availability of work instructions and procedures;
• the availability and use of suitable equipment;
• the implementation of monitoring and measurement devices at appropriate 

stages in the process with acceptance criteria;
• the use of suitable infrastructure and environment;
• the appointment of trained and competent persons, including any required 

qualifications;
• the validation, and periodic revalidation, of the ability to achieve planned 

results where the resulting output cannot be verified by subsequent monitoring 
or measurement;

• where possible the implementation of error-proofing (poka-yoke) activities;
• documented information for the release, delivery and post-delivery activities 

where required.

https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0002689&organizationCode=GLO&documentId=UCMFA01678160
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0002689&organizationCode=GLO&documentId=UCMFA01678160
https://s7d1.scene7.com/is/content/fluke/fluke/en-us/certifications-and-accreditations/final-files/Fluke_Supplier_Quality_Manual.pdf
https://s7d1.scene7.com/is/content/fluke/fluke/en-us/certifications-and-accreditations/final-files/Fluke_Supplier_Quality_Manual.pdf
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Calibration and repair services are provided for all our instruments that have 
guaranteed performance specifications as well as for a wide range of instruments 
manufactured by other companies.  The service centers have established processes 
and procedures to ensure these activities are carried out under controlled conditions.  
Calibration and repair services are the responsibility of our service organization.

Fluke has a network of strategically located service centers which provide:
• Repair services;
• Calibration services;
• Upgrade services;
• Service agreements;
• Extended warranty agreements;
• Asset management agreements.

Service centers also provide warranty failure data to the factory for the purpose of 
monitoring product failure trends.

All Fluke calibration services are in compliance to Measurement Management 
System Policy.  Where appropriate, accredited calibration activities are provided in 
accordance with Fluke 17025 Quality Manual.

The Service Parts department maintains replacement parts and manual inventory for 
Fluke service centers and direct parts sales to customers.  All replacement parts are 
subjected to the same inspection and quality assurance programs applicable to parts 
used in production.

A product exchange service provides rebuilt assemblies for self-maintenance 
customers, fast turn-around-time and low-cost products and accessories.

Identification and traceability
Fluke defines its part marking and traceability requirements in Serialization Policy.

Records are established and maintained providing evidence the product has been 
inspected and/or tested.  These records identify the person responsible for the 
release of the conforming products.

Process owners ensure the inspection and test status of products are identified by 
indicating conformance or nonconformance by using stamps, labels and/or physical 
locations.  This identification is maintained and understood, as defined in local work 
instructions, throughout production, installation and servicing of products to ensure 
only products that have passed the required inspections and tests are shipped, used 
or installed.  All departments are responsible for complying with Control of 

https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0000604&organizationCode=GLO&documentId=UCMFA01880266
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0001751&organizationCode=GLO&documentId=UCMFA01879662
https://s7d1.scene7.com/is/content/fluke/fluke/en-us/certifications-and-accreditations/final-files/QSD+111.41+Fluke+17025+Quality+Manual.pdf
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0000405&organizationCode=GLO&documentId=UCMFA01878911
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0000405&organizationCode=GLO&documentId=UCMFA01878911
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Nonconforming Material Policy and for taking corrective action as appropriate per 
Corrective Action and Risk Mitigation Policy.

Customer and external provider property
Fluke identifies customer property as “product and accessories” returned for repair or 
calibration.  Fluke does not use any other type of customer or provider property.

Fluke identifies customer property upon receipt and exercises care to prevent 
damage.  In the event a customer’s property is damaged or lost, Fluke reports this to 
the customer and takes action to address the situation.

Preservation
Fluke has implemented local processes for the handling and preservation of product 
as necessary in order to prevent damage and deterioration. 

Materials and stores departments are responsible for establishing processes for 
purchased parts.  Production departments are responsible for establishing processes 
for work in process.  The distribution centers are responsible for establishing 
processes for shipping product to the customer.

All organizations handling printed circuit assemblies (PCAs) shall comply with 
Electrostatic Discharge Policy.

Post-delivery activities
Fluke determines and meets requirements for post-delivery activities related to its 
products and services.  In determining post-delivery activities, Fluke considers:

• statutory and regulatory requirements;
• potential undesired consequences associated with its products and services;
• the nature, use and intended lifetime of our products and services;
• customer requirements;
• customer feedback.

Post-delivery activities are documented in local process documents as required.

Control of changes
Fluke reviews and controls changes for production and service provisions, to the 
extent necessary to ensure continuing conformity with applicable requirements.  
Fluke retains documented information on these changes and the person(s) 
authorizing the change as well as any necessary actions arising from the review.

https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0002741&organizationCode=GLO&documentId=UCMFA01878248
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0001968&organizationCode=GLO&documentId=UCMFA01878203
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0000604&organizationCode=GLO&documentId=UCMFA01880266
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Release of products and services
Fluke has planned checks at appropriate stages in production and service to verify 
that requirements have been met.  Products are not released to the customer until 
the planned checks have been successfully completed unless otherwise approved by 
the relevant authority, and where required by the customer.

Documented information is retained providing evidence the product has been 
inspected and/or tested.  Records identify the inspection and test authority 
responsible for the release of conforming products.

Control of nonconforming outputs
Fluke ensures that outputs that do not conform to their requirements are identified 
and controlled to prevent their unintended use or delivery through local processes as 
defined in Control of Nonconforming Material Policy for materials or Fluke 17025 
Quality Manual for ISO/IEC 17025 accredited calibration processes.

Fluke takes appropriate actions based on the nature of the nonconformity and its 
effect on the conformity of products and services determined at our facilities and after 
delivery or service as defined in Corrective Action and Risk Mitigation Policy.

Fluke retains documented information that describes the nonconformity, describes 
the actions taken, describes any concessions obtained and identifies the authority 
deciding the actions.

9 Performance evaluation
Monitoring, measurement, analysis and evaluation
During new product development, or when an existing product design change is 
required, the responsible engineering organization will determine the measurements 
to be made, the accuracy required, the frequency of the measurement and will select 
the appropriate inspection, measuring, and test equipment that is capable of the 
necessary accuracy and precision.

Test systems are defined as any hardware or software used in production or service 
to verify the acceptability of the product or service.  Test systems will be validated 
prior to their initial use and whenever a product or test system requires a change that 
could affect the acceptability of the product or service.  Test system use, validation, 
maintenance and control will be described in local work instructions.

Where the results of processes cannot be fully verified by subsequent inspection and 
testing of the product and where processing deficiencies may become apparent only 

https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0001968&organizationCode=GLO&documentId=UCMFA01878203
https://s7d1.scene7.com/is/content/fluke/fluke/en-us/certifications-and-accreditations/final-files/QSD+111.41+Fluke+17025+Quality+Manual.pdf
https://s7d1.scene7.com/is/content/fluke/fluke/en-us/certifications-and-accreditations/final-files/QSD+111.41+Fluke+17025+Quality+Manual.pdf
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0000604&organizationCode=GLO&documentId=UCMFA01880266
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after the product is in use, the processes shall be carried out by qualified operators 
and/or shall require continuous monitoring and control of process parameters to 
ensure the specified requirements are met.

The requirements for qualification of process operations, including associated 
equipment and personnel shall be specified.

Supervisors/process owners are responsible for in-process and final inspection, 
testing, and monitoring per documented work instructions and design control 
information.  Equipment maintenance documentation will list all equipment in the 
process owner’s area of responsibility, maintenance schedules, maintenance 
instructions, and training records for all personnel performing maintenance.

Customer satisfaction
Fluke monitors customer satisfaction through surveys, data collected through the 
External Product Quality Database, and the customer feedback system as defined in 
local process documents.

Analysis and evaluation
Measuring and monitoring of processes and process outputs are used to determine 
the effectiveness of various processes as appropriate.  These measurements also 
roll-up to strategic goals related to, among other things, the Core Value Drivers of 
Core Growth, Operating Margin Expansion (OMX) and Quality.  The goals are 
documented in the policy deployment matrices and/or KPI bowlers at the top, 
divisional and departmental levels of the company.  Countermeasures will be written 
for corrective action as determined by top management.

The results of analysis are used to evaluate:
• conformity of products and services;
• the degree of customer satisfaction;
• the performance and effectiveness of the Quality Management System;
• whether planning has been implemented effectively;
• the effectiveness of actions taken to address risks and opportunities;
• the performance of external providers;
• the need for improvements to the Quality Management System.

Internal audits
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Fluke Global Audit Policy defines Fluke’s internal audit policy and program for 
verifying the Quality Management System has been effectively implemented and that 
processes conform to internal requirements and ISO standard requirements.

Frequency of audits, selection of auditors and corrective action requirements are 
defined in Fluke Global Audit Policy.

Management review
Fluke performs Management Review on different levels throughout the year 
according to processes defined by the Fortive Business System including Policy 
Deployment, Monthly Operating Reviews, and Daily and Visual Management.  Over 
the course of the year, a complete Management Review is performed involving the L1 
and L2 managers.

Management Review inputs include:
• status of actions from previous Management Reviews;
• changes in external and internal issues that are relevant to Fluke’s Quality 

Management System;
• information on the performance and effectiveness of Fluke’s Quality 

Management System including:
o customer satisfaction and feedback from relevant interested parties;
o the extent to which quality objectives have been met;
o process performance and conformity of products and services;
o nonconformities and corrective actions;
o monitoring and measurement results;
o audit results;
o the performance of external providers;
o equipment intended for use in explosive atmospheres, as applicable. 

• adequacy of resources;
• effectiveness of actions taken to address risks and opportunities;
• opportunities for improvement.

Management Review outputs include decisions and actions related to:

• opportunities for improvement;
• any need for changes to the Quality Management System;
• resource needs.

Fluke Corporate Management Review records are defined in Management Review 
Policy.  Records for Management Reviews performed at other levels within Fluke 
may be in the same format, PowerPoint presentations or other suitable records and 

https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0002464&organizationCode=GLO&documentId=UCMFA01880204
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0002464&organizationCode=GLO&documentId=UCMFA01880204
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0001759&organizationCode=GLO&documentId=UCMFA01879221
https://static-link-app-p.oci.fluke.com:443/StaticLinkApp/index.html#Download/?itemNumber=Q0001759&organizationCode=GLO&documentId=UCMFA01879221
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shall be retained in accordance with QMS Records Retention Policy Appendix A: 
QMS Records Retention Requirements.

10 Improvement
Continuous improvement
Fluke continuously improves the suitability, adequacy and effectiveness of our Quality 
Management System through the use of Fortive Business System (FBS).  FBS uses 
trained personnel (FBS champions) and tools such as problem solving and Kaizen 
activities.

Improvement opportunities include:
• improving products and processes to better address customer needs and 

expectations;
• correcting or preventing undesired effects;
• improving the effectiveness of the Quality Management System.

Nonconformances and corrective actions
Fluke takes action to address nonconformances, correct or control the situation and 
address the consequences at a level that is appropriate for each nonconformance.  
Records of the nonconformance, actions taken and the results are created and 
maintained in accordance with Control of Nonconforming Material Policy and 
Corrective Action and Risk Mitigation Policy.

The need for taking action to eliminate the cause is evaluated by reviewing and 
analyzing the nonconformity, determining the cause and determining whether similar 
situations can or do exist.

Fluke implements actions as needed and reviews the effectiveness of the actions 
taken.  If necessary, risks and opportunities for this product or service are evaluated 
and updated and, if required, changes are made to the Quality Management System.

Corrective action policies are further defined in External Product Quality Policy and 
Corrective Action and Risk Mitigation Policy.
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Process Owner/Approver: Director of Global Quality
Approver: Quality Systems Manager
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Document Owner: Quality Systems Manager
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The Corporate Quality Council will be notified of changes to the Corporate Quality 
Manual through PLM.  Corporate Quality council members are responsible for 
communicating changes to their functional groups.

12 Change History (all but last 3 revisions are hidden)
The translated version of this document must be reviewed and revised each time this 
document is revised to ensure changes area easily identified for translation purposes.
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diagram at the top of page 2 to a JPG so it displays 
correctly; section 7 added examples of internal and 
external communication; section 7 defined how 
communication is managed; section 7 added requirement 
for organizational knowledge to be globally accessible 
through SharePoint sites; section 8 changed the reference 
to the design and development process to include the new 
QSD111.35 to allow for use of both waterfall style and 
agile product development processes; removed the date in 
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