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Goals for the presentation
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Answers are available at colin@cavendishscott.com.  Pick my brain
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After its been out a while ISO surveys the users to get their comments as to 
what works and what doesn’t with the standard.

That is the basis of the next development.  

Issues with the last standard are…
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And of course the solutions attempt to address the problems.
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ISO is responsible for thousands of standards.

One frequent example is management system standards (27001, 9001, 
14001, 45001, 22000)

One complaint against ISO was the subtle difference between the standards, 
which are not substantive but which cause effort to address.

Also an organization has a single way of operating.  A single management 
system.  That system has to/could meet different standards but with 
meaningful differences in standards it is difficult and costly to maintain.

The solution is to publish a guide for the developers of all ISO standards that 
are management system standards.  This resulted in a document (annex SL) 
that outlines the structure of an organizational management system.  The 
structure will cope with different objectives (quality, environmental control, 
information security, safety, etc.) but assures consistency.  All management 
system standards will be developed around this structure and common 
terminology.  Standards developers may change the content of the 
requirements but they have to justify the change and the change has to be 
restricted.
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Annex SL is the solution.  It ensures consistency between different standards, 
assures common terminology and greater consistency (changes will be rarer)

This has been incorporated into 9001:2015

Interestingly this development solved many of the problems in ISO 9001:2008
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Many standards are committed to this new approach while others have not.

For instance 13485 does not adopt the new approach and sticks with the old 
structure of 9001:2008.

Their argument, among others was that they were ahead of the 9001 
development and thus they had to stick with their approach.

Eventually we will see all management systems adopt this approach.  “it just 
makes sense”

17025 will not adopt 9001 or annex SL but it is stated in it that meeting 9001 
will fully meet the management requirements (about half of the 17025 
standard)
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During development of ISO 9001:2015, the committees and groups voiced 
their logic about the development. They talked about how they expected the 
new standard to be adopted.

Some of these expectations got the backing of specific requirements in the 
standard.  Others got commentary in Annex A and others got less traction.

These are the areas that are the most significant changes.  They are all 
backed by requirements – so you have to follow them.
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DEMONSTRATE – leadership and commitment (two pieces of evidence?) and 
don’t think it is acceptable to address all of these with verbal evidence.  Verbal 
is less reliable than other forms of evidence.  Auditors will want more.

Note – a) is similar to g) (but different of course – one says that our system 
must be successful, the other says that we must be successful by design not 
by accident)

a. Accountability is new and may be difficult to implement.  Consider having 
top management deal with unhappy customers.

c. Not a separate system – managements fault if it is.

d. Must lead and commit to the process approach (no more ISO numbered 
procedures, focus on processes [inputs, outputs, controls, metrics, objectives, 
etc.] and risk (preventive thinking)

g. Focus on success. 
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i. Demonstrate leading and committing to the principle of improving things.

j. Demonstration of support 
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Note the early introduction of purpose and strategic direction.  You have to 
have them

Then context and interested parties are about research and data gathering 
and if they have to lead to the development of the management system then 
they are really about the business planning process.  These requirements are 
best addressed as part of the business planning process
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Note that the information in these systems is required to be maintained.  
Typically a mechanism to update when changes occur (change management) 
and also (perhaps) an annual review to catch things that slipped through.

A good approach for both of these processes is to break the organization into 
processes, functions, even physical areas – and brainstorm outputs in small 
chunks.
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Risk and opportunities are part of the strategic business planning process too.  
Address all of these requirements in one process.

Note that you may find that opportunities are “different” from risks and you may 
want to do them differently 

Note that risk is clearly more than just strategic. Risks (and opportunities) also 
occur tactically and operationally throughout the organization.
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Don’t forget to review and update risks as necessary when changes occur 
(change management), nonconformances happen and at other times when 
they will be impacted.  Risk is relevant throughout the organization but also 
that means that when things changes…..risks need to be reviewed.
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A single strategic process that addresses the requirements for context, 
interested parties and risk/opportunities, is business planning.  This can be 
based on SWOT or other similar business planning tools.  Ensure the business 
planning process is documented, covers all requirements and explicitly 
includes content titled “Quality”.
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Summary of the changes 

Note that knowledge and People are both new.  Knowledge will be challenging 
(because its new) but people is a simple statement about providing them.

Objectives, change and communication were in the 2008 standard as simple, 
one line requirements.  They were not well addressed usually.  Now they are 
about half a page of requirements each.  Its time to address them seriously

Control of externally…..is still going to be purchasing and supplier control but it 
is now also applicable to actiivies and services provided by corporate or sister 
companies or other organizations.  They cannot be brushed under the carpet.
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Real objectives, real metrics.  More and more meaningful measurements.

18



A formal process to ensure that quality is maintained, customers remain 
happy, while changes are happening.
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While not explicit, this is about having a plan for communication.  Thinking 
about it proactively and documenting a plan
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Knowledge exists in employees and that is an easy concept.  Probably job 
descriptions are the best place to record knowledge requirements.  But other 
knowledge exists – databases, specifications, technical documentation, etc.  
That too needs to be identified and controlled.

It is not a bad thing to include knowledge as a resource that must be 
managed… but it will be challenging in some orgnaizations.
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Note that 7.1.2 acknowledges people as a resource.  But it does not require 
much to address.
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It is expected that people will continue to call the processes “purchasing” and 
“supplier control” and the requirements are very similar – possibly a little 
better.  It emphasizes “control” and it also allows corporate, sister company 
and other organizations who provide elements of our processes.  We have to 
justify how we control that.
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One of the most controversial elements of the new standard is the lack of any 
“mandatory” procedures.

But common sensed says that you have to have procedures – not ISO.  
Organizations must not rush to get rid of procedures.  Procedures are good for 
the right reasons, not because of anything that ISO says.
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These are the requirements that say – you not only have to be good, you have 
to prove it.  And proving it will be difficult without documentation.  And more 
than that.  Common sense says that you wont be successful as an 
organization if you don’t have documented (defined) processes.

Common sense says we need documents and plans and procedures.  ISO 
says exactly the same thing.

If you have no documents then you are going to lose control and you wont 
easily demonstrate to an auditor or customer that you are successful.

It is possible to have some processes with no procedures.  For instance, you 
don’t need a procedure for a meeting (management review?) if that meeting 
has an agenda, minutes, action items, charter, etc.  But where there is any 
complexity you need a procedure.  If you have not procedure for risk and no 
records your only recourse is to “explain” this to the auditor and the audit will 
be less convinced that there is a process if the only evidence is verbal and 
appears anecdotal.

25



This is a great standard.  Like many others not perfect and this one is even 
more controversial than normal. But it is moving ISO in the right direction.
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Here is a list of potential pitfalls
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Attention of management.  Properly resourced, clear authority, focus on 
tangible business success.  This is a great standard that will drive quality in a 
meaningful manner. Management can finally get fully involved in QMS 
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Ask your Certification Body.  Soon.

They would ideally provide a document that explains how they will treat some 
of the issues mentioned earlier – how will they look at “less or no” 
documentation, what about verbal evidence?  What will/wont they accept to 
demonstrate “accountability”.  They don’t have to do this but its not 
unreasonable to ask.  Actually if they don’t do this they will have huge variation 
in how their auditors perform.
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It’s a great standard with only good to come out of it.  Do it now.
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