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The next version of ISO 9001 (Quality Management Systems — Requirements) will
soon proceed to the DIS (Draft International Standard) stage, after a significant vote
of approval of the Committee Draft that was circulated for ballot and comment among
ISO Member Bodies in 2013. The Working Group responsible for the revision process
met in November 2013 and again in March 2014 to address the various comments
received, and the DIS is expected to be published in May this year. The DIS still
does not represent the final version of the new standard, however, which will undergo
at least one more round of comment and voting within the ISO consensus-building
process, but it does signify the first time that the draft has been made available for
access by all users outside of the ISO technical community.

More in line with modern business practices

As Chair of ISO/TC176/SC2, the ISO subcommittee responsible for ISO 9001 and
ISO 9004 (among other standards), | am very excited about this revision, which
aims to update I1SO’s flagship standard to be more in line with modern business
practices. Some of the improvements that are being incorporated are as follows:

e |SO 9001:2015 will use the new harmonised High Level Structure that has been
developed by ISO’s Joint Technical Coordination Group, and published in Annex
SL of the ISO Directives (available for free download from http://www.iso.org/sites/
directives/directives.html). This will make life easier for organisations that choose
to have a single (“integrated”) management system to meet the requirements
of multiple standards such as ISO 9001 (Quality), ISO 14001 (Environmental),
ISO 27001 (Information Security) and the future ISO 45001 for Health and Safety
Management Systems (which is expected to replace OHSAS 18001), among
others.

e We are placing much more emphasis on the service sector, by making the
overall language of the standard more user-friendly for service organisations,
and adapting some of the traditional clauses to focus more on the needs of the
service sector. Not only have we given more attention to requirements related
to service design and development, and “measuring equipment” as it relates
to the service sector, but the standard will now specifically use the terminology
“products and services” instead of just “products”, as before.

e We are maintaining a strong emphasis on the “Process Approach” that has
been so successful in the 2000 and 2008 versions of the standard, whereby
an organisation needs to manage its processes in order to achieve the desired
outcomes (which, in the case of ISO 9001, means providing customers with
“consistent, conforming products”).

* |nterwoven into the new standard is a focus on “risk-based thinking”, whereby
an organisation needs to identify the risks (and opportunities!) associated with
its activities, and take actions to mitigate the risks of generating non-conforming
products (including, of course, services). All processes needed for the quality
management system have to be managed using the Plan-Do-Check-Act cycle, but
some need a higher degree of control than others if they are to contribute to the
organisation’s ability to meet its objectives. Itis not the intention of ISO 9001:2015
to require all organisations to adopt formal risk management methodologies, but
rather to provoke a mentality of “risk-based thinking”. Put simply, this means
considering risk qualitatively (and, depending on the organisation’s context,
quantitatively) when defining the rigour and degree of formality needed when
planning and controlling individual activities and processes.

Dr Nigel H. Croft
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Structure of the new version FERTRREY AN S8
The structure of the new version of ISO 9001 will follow the following overall “Annex FEETHRISO 9001 2R B[ M {FSLI Ty M ES & HE R
SL” sequence: = SEAImT

1. Scope Ei[H 7. Support X &

2. Normative references 3| 12 %
3. Terms and definitions % 7 E =
4

. Context of the organisation # &% 5
e Understanding the organisation and its context
TR R EBRIR
¢ Needs and expectations of interested parties
MR A =5 B B8 1Y 7 SRANER 2
¢ Determining the scope SR i€ & 12 88 R 7 & B
e Management System & 12 8 X

5. Leadership %8&

e Leadership and commitment 4B & & 2=

e Policy 77 &t

e Roles, responsibility and authority BkaE - Bk = ELH#EFR
6. Planning 3% &l

e Actions to address risks & opportunities J& %t |k A # & & 48 e
e Objectives and plans to achieve them B =2zt & & 17

¢ Resources &R

e Competence 8 T/

¢ Awareness B T E &%

¢ Communication /&

¢ Documented information X {72 8%

8. Operation & &

e Operational planning and control (This is where most of the
requirements of the current Clause 7 of ISO 9001:2008 will be
incorporated)
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9. Performance evaluation #& ¥ ¥ &

e Monitoring, measurement, analysis and evaluation
ER . AE - oWmEFE

e Internal audit R EBE%

e Management review & 12 5138

10. Improvement &
 Non conformity and corrective action N & H E24U [F 57
e Continual Improvement 48 e i

Other important revisions

¢ No specific requirement in ISO 9001:2015 for a “Management representative”
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Of course this does not mean that all Management Representatives will need
to start looking for a new job! Their role in coordinating the deployment of the
system between the various functions and levels of the organisation will remain
an important one. In the past, though, we have found that the top management
of some organisations have effectively abdicated their responsibility for the
providing leadership regarding the quality management system to the “MR”. ISO
9001:2015 will place more requirements on “top management”, with a focus on
ensuring they provide leadership at all levels throughout the organisation. ISO
9001:2015 will provide some flexibility in the way in which top management may
choose to delegate some of the responsibilities for the system and reporting back
on its performance, whilst at the same time maintaining overall responsibility for
themselves.

No more requirement for a “Quality Manual”

Many organisations today have their quality management systems housed on their
company intranet, and integrated with other components such as environmental
or health and safety management. ISO 9001:2015 will therefore no longer require
a specific “Quality Manual”, though in some economic sectors this may continue
to be a customer or sector-specific requirement. Equally, if some organisations
find it to be of benefit to maintain their Quality Manuals, because of their own
specific context, they will be perfectly entitled to do that.

No more separate clause on “Preventive action”

This change was made intentionally, and should not be taken to imply that
preventive action is no longer important — quite the contrary! The overall focus
of a quality management system should be on preventing problems and this
idea is now incorporated throughout the standard in the “risk-based thinking”
approach mentioned earlier, whereby risks should be taken into consideration
on an ongoing basis, and subject to mitigation wherever necessary to prevent
nonconforming products or services. We have also noticed in the past that there
is a poor understanding in many organisations about the difference between
“correction”, “corrective action” and “preventive action”, and the wording of ISO
9001:2015 has been simplified to try to address this. In Clause 10 of the new
standard, the organisation will be required to:
* react to the nonconformity, and as applicable:

take action to control and correct it and deal with the consequences
* evaluate the need for action to eliminate the causes of the nonconformity, in order

that it does not recur or occur elsewhere, by

reviewing the nonconformity

determining the causes of the nonconformity, and

determining if similar nonconformities exist, or could potentially occur
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Finally, there will be time for users to make any adjustments necessary to their quality
management system — a three-year transition period has already been agreed
with ISO/CASCO and the IAF, after publication of the new version, during which

certifications to ISO 9001:2008 will continue to be recognised.





