
14 | Quality World | July 2016 thecqi.org | 15

Progress  
report:  

transition   
to ISO 
9001

IRCA Lead Auditor Keith 
Hamlyn,CQP FCQI, tells 
Andrew Holt about the 
challenges of auditing 
against the requirements 
of ISO 9001:2015, why 
it’s crucial to understand 
modern business and 
how organisations are 
coping with the transition

A new era for the quality management 
system began in September last year 
when the revised ISO 9001 standard was 
released to widespread interest from the 
quality and auditing profession. While 
new themes were quick to emerge, the 

application of  the new standard in practice is only now 
becoming clear. Keith Hamlyn is an IRCA Lead Auditor and 
became certified to audit against ISO 9001:2015 in April 

this year, using IRCA’s transition 
training led by the BSI. He also 
attended similar training based 
around the draft standard during 
Autumn 2015. He has wide 
practical experience in the design, 
development, implementation and 
auditing of  quality management 
systems in the manufacturing 
and service sectors. Here, Keith 
shares his insight into the new 
standard and his experience of  
the transition so far.

As a lead auditor, what are 
the principal challenges 
you face in auditing an 
organisation’s  quality 
management system against 
the new requirements of   
ISO 9001:2015?
Initially, there is likely to be a lack 
of  understanding of  the shift in 
attitude towards quality that the 
new requirements engender. This 
could well lead to a potential 
conflict of  understanding between 
the views of  the auditee and 
the strict requirements of  the  
revised standard. Whereas it 
was possible to have a ‘minimal 
system’ under the 2008 version of  
the standard (ISO 9001:2008), this 
is no longer the case. The quality 
management system now has to be 
engrained within the DNA of  the 
organisation. There is, therefore, 

the possibility that the context and risk assessment aspects 
of  the latest revision of  the standard have not been fully 
undertaken. It is also possible that top management may 
not have fully understood the implications of  Clause 5 
(Leadership), which will need to be handled carefully 
and with tact by both implementers and auditors.
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How did you prepare yourself  
to audit against the standard? 
I attended two IRCA Certified  
ISO 9001:2015 Transition Training 
courses. The participants were all 
seasoned quality professionals, most 
of  whom had a good understanding 
of  the standard, which meant the 
trainer could expand on the formal 
text and discuss the ramifications 
of  the new revision, which was very 
useful.  In my view, the basic auditing 
technique is unlikely to change very 
much but the direction in which an auditor 
should audit, especially around Clause 4 
(Context of  the organisation) and Clause 6 (Planning), 
is important. The new requirements surrounding the 
context of  the organisation mean that the organisation 
has to identify explicitly any external and internal issues 
that may impact their quality management system’s 
ability to deliver its intended results. They must also 
understand the needs and expectations of  ‘interested parties’  
(or stakeholders) – those individuals and organisations 
that can affect, be affected by, or perceive themselves to be 
affected by, the organisation’s decisions or activities. Clause 
6.1.1 is a new and key requirement – the organisation is 
required to consider their context when planning for their 
quality management system.  

The discussions during training about these clauses 
and their implications for the auditee gave us an insight 
into how an organisation should prepare and hence, 
what the auditor should be seeking as evidence of  robust 
implementation.

Risk-based thinking is one of  the underpinning 
themes of  ISO 9001:2015. How has your approach 
to this element changed?
Risk never featured highly in ISO 9001:2008. It was 
not a matter that concerned basic conformance to that 
standard and as a result it did not feature highly in my 
approach to auditing. Certainly, the potential for loss of  
funds through rework or poor practice featured, but not 
necessarily in risk terms. 

The introduction of  the new standard widens this to 
cover not only the potential cost and time implications, 
but the overall management of  the business in its ability to 
meet the needs and expectations of  all interested parties, 
inside and outside the organisation.

The introduction of  a risk-based approach to quality will 
also require an organisation to go back to basics and decide 
what it does for a living. The quality management system 
can no longer be a bolt-on to the way we do business – it 
is the way we do business.  

will be well. There are important factors that may be being 
taken too lightly, such as determining the context of  the 
organisation, working out who impacts on the organisation 
and upon whom it impacts, the issues this raises and the 
risks that may have to be managed. The implications of  
Clause 4 and Clause 6 are significant if  transition is to be 
done properly.

The level of  understanding is probably better in larger 
organisations, especially those whose quality professionals 

are more closely in touch with the CQI at a local level. 
When I was active on the committee of  the CQI North 
London Branch, there was a positive effort to provide 
information to members to keep them in touch. I’m sure 
the same is true of  other branches today.  

This could be a good time to canvass members and 
top management to attempt to gauge their preparedness. 
The big issue will emerge towards October 2018 when 
there is a sudden realisation that the change has to be 
completed by then, and the registration bodies are likely 
to be inundated with requests.  

One organisation I am assisting is aiming to be complete 
to all intents and purposes by autumn this year, which means 
they will have plenty of  time to clear up any problems 
that may arise.

How prepared is top management to be audited 
against the requirements of  ISO 9001:2015? Are 
business leaders doing enough to understand 
what is required of  them?
This is a big question. As yet, I’m not convinced that the 
message has got through to many top managers. It may still 
be difficult for quality professionals to get the ear of  their 
bosses and to be taken seriously over what is required. In 
the past it has been common to hear from senior managers: 
“It’s only quality – tell me what I have to do and then let 
me get on with running the company.” 

Unless there is a convincing argument that persuades 
top management to get as involved as the standard 
requires, I can see there may be some major  

The new standard means 
auditors need to have a much 
better understanding of  an 
organisation’s context. What 
do auditors have to do to be able 
to address these requirements? 
Auditors will need to have a good feel 
for the industry sector in which they 
are to audit. As a result of  this, it will 
be far less easy to transition from one 
sector to another. About 20 years ago, I 

was part of  a team that was undertaking 
audits in the construction industry on 

behalf  of  a client. With a background in 
electronics, it was a steep learning curve as the 

language of  construction and the techniques that are used 
are very different to those which I was used to. 

The level of  understanding of  each specific industry 
and the organisation itself  is now much deeper. If  an 
auditor is working in a specific sector, the context in 
which the organisation within that sector is operating 
will generally be well known. For example, in the 
construction industry, the organisation may be working 
on housing projects, major infrastructure or minor works. 
The organisation will offer specific skills: electrical, civil 
construction etc. From this, the auditor can make a 
good first assumption of  the context. However, it is 
important to understand each individual organisation.  
Stage one in the audit will become more important now as it 

is an opportunity to gather evidence from the organisation’s 
view of  their own context and the risks that the issues 
engender. The auditor can use the face-to-face element of  
stage one to enquire about both the results of  the context/
risk analysis and the methods used to undertake it.  

How well do you think organisations have 
understood the revisions to ISO 9001:2015? And 
what are the biggest challenges they will face in 
improving their quality management systems?
I suspect that there are organisations who still believe that 
all they have to do is to update a few procedures and all 

   “ The quality management system 
can no longer be a bolt-on to 
the way we do business – it is 
the way we do business” 

  “ Unless there is a convincing 
argument that persuades top 
management to get as involved as 
the standard requires, I can see 
some major non-conformances 
being raised during audits” 

Keith Hamlyn:  
In his own words
I started properly in quality when I joined  
the quality department of GEC Avionics in 
1983. Here I learnt my trade and studied 
at night school for entry into the Institute 
of Quality Assurance (now the CQI). I was 
promoted into the Nimrod AEW project 
as quality manager until it closed in 1986, 
transferring into a project with Marconi 
Underwater Systems.  

I then spent a year with Northern Telecom 
as quality manager for the manufacture and 
design of personal computers. When this 
company was taken over by STC, I moved 
to Neville Clarke (subsequently PERA), 
initially implementing a quality management 
system in the Directorate General of 
Projects and Engineering within the National 
Air Traffic Services. 

Later with the same organisation, I 
provided IRCA accredited auditor training 
in 17 countries around the world, including 
Japan, Malaysia, India, the US and Brazil.  

After a rewarding 10 years with them, I 
moved to Modular Technology, a company 
designing and manufacturing modems. This 
was a rocky ride and, despite implementing 
an ISO 9001:2000 registered quality 
management system within three months, 
mistakes were made by the workshop 
manager and the company went under  
after a year in operation.  

I joined Bechtel in 2001 and worked 
as a quality manager on iconic projects, 
including HS1, Tube Lines, Hinkley Point 
Nuclear Power Station, as well as carrying 
out functional tasks, including auditing 
Bechtel’s projects in the UK, the US and the 
Middle East.  

In April this year, I retired from Bechtel 
and have taken on the chairmanship of 
Circle Green Energy Services, an innovative 
energy services business dedicated to 
helping its clients in both private and public 
sectors to reduce their energy costs through 
measurement and control of usage. 
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non-conformances being raised during transition audits. 
Hopefully organisations will seek help from their registration 
bodies early in their transition process so the message can 
get through early enough.

How can auditors best prepare to audit top 
management commitment?
Firstly, auditors must understand the way in which the 
minds of  top management work. This may be heresy, but 
top management is not really interested in the technical 
aspects of  quality per se. They’re interested in what quality 
can bring to the advancement of  their organisation, and, 
in particular, how this will affect the performance level 
assessment at the end of  the year, when they have to report 
to the board and their shareholders. 

Auditors should now study, or at least have some 
understanding, of  how a business operates. In the same way 
the new revision of  the standard is about how to manage a 
business, so an auditor must understand the theory of  how 
to run a business. Should this include an understanding of  
how a company reports financially? Perhaps.

Learn it 
Find out more about IRCA Certified Transition Training here:  

irca.org/transition-training

What is the biggest threat to effective transition 
at this moment in time?
I’m concerned that the registration bodies appear to be 
underplaying the implications of  the new standard. They 
have a business to maintain and, if  they decide to play up 
the importance of  each requirement, then organisations 
may turn to other bodies that appear to give them an easier 
ride. It will be interesting to analyse the results of  the first 
and second round of  audits conducted during transition 
to see how many organisations get it right first time.

Finally, Annex SL has been described as ‘the big 
opportunity’ for ISO standard-based management 
systems. How do you think organisations, business 
leaders and auditors can realise this opportunity?
Firstly, there’s an opportunity to set in place a single 
management system to manage the business. Consider 
for a moment a spillage of  a liquid substance onto tiling 
that is being laid. There is a health and safety implication 
as it could cause a slip hazard, there is an environmental 
implication as there is now a fugitive discharge and there 
is a quality implication as the tiling could be damaged 
and require replacement as well as a potential process  
nonconformance. Should the organisation deal with it 
as three separate issues? Surely it’s more cost effective 
to manage issues once and once only. Similarly, routine 
activities, such as document control will be managed the 
same way, regardless of  discipline. 
       Secondly, more importantly, there is a huge opportunity 
to review how the organisation is operating, as any assessment 
of  the context of  the organisation will result in uncovering 
activities that can be undertaken more effectively. Waste 
material, time and effort can be reduced and risks to the 
financial and operational performance can be identified 
and mitigating action taken where appropriate.

The views expressed here are those of  the interviewee. 

  “ Auditors must understand the 
way in which the minds of top 
management work – they are not 
really interested in the technical 
aspects of quality per se” 
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eLearning Quality Academy
ISO 9001: 2015 and 14001 : 2015 Auditor and 

Organization Transition Courses — eLearning, fl exible 
with live audit.

Book your place:
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