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ISO Mission 

 ISO develops high quality voluntary International Standards 
which facilitate international exchange of goods and services, 
support sustainable and equitable economic growth, 
promote innovation and protect health, safety and the 
environment 



ISO Technical Committee TC 176 
 “ISO” = International Organization for Standardization 

 Confederation of National Standards Bodies 
 Based in Geneva 

 Standards development work is done by Technical 
Committees comprising experts nominated by their 
national standards body or liaison organization.  

 “TC 176” = Technical Committee Number 176 for Quality 
Management and Quality Assurance 
 “TC 176/SC 2” is the subcommittee responsible for ISO 9001, 

ISO 9004 and other guidance documents 
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Overall Scenario of ISO/TC176 

 Development of generic quality management 
system standards that have broad applications: 
 all market sectors 
 large and small, private and public organizations 

 Approx. 1.1 million certifications to ISO 9001 
worldwide  

BUT  
 It’s about more than just “certification” 

“Certification to ISO 9001” should be a result of a well-
implemented quality management system!  
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TC 176/SC 2 Vision 

“SC2’s products are recognized and 
respected worldwide, and used by 
organizations as an integral component 
of sustainable development” 
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TC176/SC2 Mission 

 To develop, maintain and support a portfolio of 
products that enable organizations to improve their 
performance and to benefit from the implementation of a 
robust quality management system. 

 To establish generic quality management system 
requirements that provide the foundations to build 
confidence in goods and services delivered throughout the 
supply chain to organizations and people worldwide. 

 To provide guidance and support, where needed, to 
ensure the continued credibility of our products. 
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Management System 

 

“Set of interrelated or interacting elements of an 
organization to establish policy and objectives and to 
achieve those objectives” (ISO 9000:2015 definition)  

In other words……..  RESULTS FOCUSED 
 ISO 9001 – “Consistent, conforming products” 
 ISO 14001 – “Prevention of pollution” 
 ISO 45001 – “Safe working conditions” 
 ISO 50001 – “Efficient energy usage” 
 ISO 22000 – “Safe food” 
 etc 
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“Quality Management System” 

A “documented system” –  
NOT a “system of documents” 

 

IMPORTANT: 

 System should not be 
“carved in stone” 

 Should allow flexibility 
and agility to: 
 seize opportunities as 

they arise 

 adapt to the risks posed 
by the ever-changing 
business context 

Hardware 
(equipment) 

Software 
(methods) 

Humanware 
(people) 

Interact within processes 
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“Cause and effect” 

Quality Management System 
“CONSISTENT, 
CONFORMING 
 PRODUCTS” Committed top management 

Calibrated equipment 
Competent people 

Monitoring & measurement Work instructions etc 

Internal audits Documented procedures 

Management review Etc etc etc 

Effectiveness =  
“Ability to achieve 
 planned results” 

Environmental Management System 
“POLLUTION PREVENTION,  
LEGAL REQTS, IMPROVED 
ENV. PERFORMANCE ETC” 
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Three Core Concepts in Modern 
Management Systems  

 Identify the processes needed to achieve 
the planned results 

 Continually monitor the risks (“Risk-based 
thinking”) 
 Understanding “Cause and Effect” 

 Manage the processes and the system 
using “PDCA” 
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Act 
• How to improve 
 next time? 

Plan 
• What to do?  
• How to do it?  

Do 
• Do what was 
 planned 

Check 
• Did things happen 
 according to plan? 
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Generic Process 
How to carry out Process” – documented or not) 
Extent of planning depends on RISK 

INPUTS “Set of interrelated  
activities” 

• Effect on Product conformance 
• Environmental Aspects / Impacts 
• Health and Safety Risks 
• Social implications 
• Energy usage 
• Etc etc  

DESIRED 
OUTPUTS 

“PRODUCT” 

 

UNDESIRED OUTPUTS 
(“WASTE” / “POLLUTION” etc.) 

CUSTOMER 
(Internal or external) 

Other Interested 
Parties 

MONITOR/MEASURE (Also depends on risk) 
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Generic Process 

“Set of interrelated 
activities” 

 INPUTS CUSTOMER 
(Internal or external) 

DESIRED 
OUTPUTS 

“PRODUCT” 

• Effect on Product conformance 
• Environmental Aspects / Impacts 
• Health and Safety Risks 
• Social implications 
• Energy usage 
• Etc etc  

) P A 

C 

D 

MONITOR/MEASURE (Also depends on risk) 
 

How to carry out Process” – documented or not
Extent of planning depends on RISK 

UNDESIRED OUTPUTS 
(“WASTE” / “POLLUTION” etc) 

Other Interested 
Parties 
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System of processes 
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Harmonization of 
management system 

standards 

15 



Sustainable 
Development 

Environmental 
integrity 

Social 
responsibility 

Economic growth 

AS 9100 

Aerospace 

(OHSAS 18001) 
Future ISO 45001 Health &  

Safety 

(SA 8000) Social resp.  
Requirements 

ISO/TS 16949 

Automotive 
TL 9000 

Telecomm 

ISO 50001 

Energy 

ISO 39001 

Road  
safety 

ISO 37001 
Anti- 
bribery 

ISO 19443 

Nuclear supply 
chain mgt. 

ISO 20121 

Sustainable  
event mgt 

ISO 50501 

Innovation mgt. 

ISO 21001 
ISO 9001 in  
Education 

ISO 21101 

Adventure  
tourism 

ISO 22000 

Food safety mgt 

ISO 22301 

Business  
Continuity mgt 
 

ISO 24518 

Water utilities  
crisis mgt 
 

ISO 24526 

Water efficiency  
mgt 

ISO 30301 

Info & 
Documentation  

ISO 55001 

Asset mgt 
 

ISO 20001 

IT Service 
delivery 

Supply chain  
security 

ISO 28001 

ISO 27001 

Information 
security 
 

ISO 14001 

Environmental  
(Reqts) 

ISO 14004 

Environmental  
(Guidelines) 

ISO 18617 

Sustainable  
purchasing 
 

ISO 9001 

Quality  
(reqts) 

ISO 18091 

ISO 9001 in   
Local Govt 

Positioning of 
Some ISO  
(and other) 
Standards 
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Alignment of management 
system standards 

 ISO Joint Technical Coordination Group 
(“JTCG”): 
 Joint vision for management system standards 
 High level structure for all ISO management systems 

standards 
 Identical sub-clause titles under the high level 

structure 
 Generic core vocabulary for management system 

standards 
 Aim is to make life easier for those who wish to 

have a “single management system” 
17 



ISO Directives “Annex SL”  

 Incorporates the recommendations of the JTCG 
work 

 Defines the common structure and format for all 
new ISO management system standards and 
revisions to existing standards 

 Common text (approx 30% or more of each 
standard will be identical text) 

 Significant impact on revisions of ISO 9001 and 
ISO 14001 

 
18 



“Annex SL” High Level Structure 

1. Scope  
2. Normative references  
3. Terms and definitions  
4. Context of the organization  

• Understanding the organization 
and its context  

• Needs and expectations of 
interested parties 

• Determining the scope  
• Management System  

5. Leadership  
• Leadership and commitment 
• Policy  
• Roles, responsibility and 

authority  
6.  Planning  

• Actions to address risks & 
opportunities  

• Objectives and plans to achieve 
them  

7. Support  
• Resources  
• Competence  
• Awareness  
• Communication  
• Documented information  

8. Operation  
• Operational planning and control  

9. Performance evaluation  
• Monitoring, measurement, 

analysis & evaluation  
• Internal audit  
• Management review  

10. Improvement  
• Non conformity and corrective 

action  
• Continual Improvement  
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“Matrix” structure of 
Management System Standards 

Core structure, format and text (“Annex SL”) 

Quality (ISO 9001) Environment (ISO 14001) HSMS (ISO 45001) etc 

Automotive Aerospace Telecomm Oil & Gas etc 

Ford Peugeot BMW etc 

+ 

+ 

+ 

 yticifi
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i
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s

r
ncI
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ISO 9001:2015 
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The standards development process 
VERIFICATION 

NEEDS & 
EXPECTATIONS 

PREPARATION 

SPECIFICATIONS 

WDs CD DIS FDIS 

VALIDATION 

PROJECTS 
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Key inputs into ISO 9001:2015 

 TC176/SC2 Strategic Plan 
 Greater emphasis on organization’s ability to provide 

conforming products – “Output Matters!” 
 12,000+ responses to online user survey 
 Revision of the Quality Management Principles 
 Output from the “Future Concepts” Task Group 
 Included suggestions that could not be incorporated in 

the 2008 revision 
  Output from the ISO Joint Technical 

Coordination Group (“Annex SL”) 
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Basis for Quality Management 
 7 (Yes, now only SEVEN!!) “Quality 

Management Principles” 
 Customer Focus 
 Leadership 
 Engagement of  people 
 Process  approach 
 Improvement 
 Evidence-based decision  making 
 Relationship management 
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Some of the topics addressed by the 
“Future Concepts” Task Group* 

 Integration of “risk based thinking” 
 More emphasis on the Quality Management Principles 
 Better alignment with business management processes 
 “Output matters” (Product conformity and process effectiveness) 
 Knowledge management  
 Life cycle management (LCM) 
 Improvement and innovation 
 “Time/Speed/Agility” 
 Technology and Changes in IT 
 Incorporation of “Quality Tools” like 6σ, QFD, benchmarking etc 

 

 

*  NOTE: Not all of these concepts were incorporated into ISO 9001:2015 
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Some Changes Introduced in        
ISO 9001:2015 

 Complete reformatting to align with “Annex SL” 
 “Products and services” 
 More requirements for top (and other) management 
 Need for alignment of QMS with business processes 
 Less prescriptive in terms of documentation 
 Requires greater customization - “Context” 

 Every organization is different! 
 Identification of “interested parties” 

 Relevant needs and expectations of relevant Interested parties 
 Customer continues to be primary interested party 

 “Actions to address risks & opportunities” 
 Not all processes have the same impact  
 Don’t all need the same level of planning and control 

 Organizational knowledge 26 



Some “deleted” requirements........ 

 Elimination of the term “preventive action” 
 the concept still remains, and is actually reinforced 

throughout the standard (by addressing “risk”) 
 Elimination of specific (prescriptive) 

requirements for 
 A “Quality Manual” 
 A “Management representative” 
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Implementation guidance 

 ISO 9001 Annex A provides clarification of new 
structure, terminology and concepts for ISO 9001:2015 

 Work is underway to develop generic implementation 
guidance for ISO 9001:2015  
 numbered as ISO/TS 9002 
 DTS (Draft Technical Specification) due out soon 

 ISO/TC176 “Small Business Handbook” is also being 
updated 

 Plus a lot of free guidance on the ISO website 
www.iso.org   
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TC176/SC2/WG23 Communication 
and product support 

 Presentation on the ISO 9001 revision (no 
copyright restrictions!) 

 Presentation on ISO 9001 and “Risk Based 
Thinking" 

 Paper on ISO 9001 and Risk 
 Transition Planning Guidance 
 Correlation matrices between ISO 9001:2008 

and ISO/DIS 9001 
 http://isotc.iso.org/livelink/livelink/open/tc176SC2public  
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http://www.iso.org/iso/home.htm  
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http://www.iso.org/iso/home.htm
http://www.iso.org/iso/home.htm


http://www.iso.org/iso/home/standards/ma
nagement-standards/iso_9000.htm  
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http://www.iso.org/iso/home/standards/management-standards/iso_9000.htm
http://www.iso.org/iso/home/standards/management-standards/iso_9000.htm


http://www.iso.org/iso/home/standards/ma
nagement-
standards/iso_9000/iso9001_revision.htm  
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http://isotc.iso.org/livelink/livelink/open/tc1
76SC2public  
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Transition to ISO 9001:2015 
th ISO 9001:2015 published 15  Sept 2015 

 Same date as ISO 14001:2015 
 ISO/TC176, ISO/CASCO and IAF have 

approved a 3-year transition period 
 All organizations are strongly encouraged to 

start the transition as soon as possible 
 Aim is to avoid “peak” of audits to the new standard 

near end of transition period 
 Avoid overload of CB resources  

 Detailed guidance in IAF ID9:2015 (www.iaf.nu)  
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Conclusions 

 ISO is aligning its portfolio of management system 
standards 
 Aim is to facilitate integration 

 ISO 9001 has undergone a “major revision” 
th Published Sept 15  2015 

 Significant changes in structure and clause sequence 
 “Process Approach + PDCA + Risk-based thinking” 
 Some new requirements 

 Find out more by consulting  www.iso.org 
 Start preparing for the transition NOW! 
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THANK YOU! 

 
nhc@tcaglobal.org  
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