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Hello and welcome to the latest edition of the QCS 
International annual brochure. 

An exciting year lies ahead for many of our clients with 
the forthcoming publication of new versions of both ISO 
9001 quality management and ISO14001 environmental 
management standards. These are both due to be finalised 
to form the basis of certification from autumn in 2015. 

DIS versions of both documents are now available and  
they form the basis of some new updated training 
courses that QCS can now offer. Remember to 
check our website regularly for news of these 
courses and the monthly special offers we  
have available.

We understand the workload, resources and time 
pressures on organisations when there are major changes 
to standards. QCS can ease the transition process with 
our new ‘Fixed Price Transition Package’ to update your 
ISO 9001 and ISO 14001 certified management systems 
within 6 – 10 weeks. Read about this exciting new package 
and feel free to contact us for a no-obligation discussion. 

For businesses in the Medical Device sector there are 
some major changes planned to ISO 13485:2012 with 
increased requirements in developing and maintaining 
technical data documents to ensure CE marking is retained 
for International markets. We are the specialists to assist 
you with all aspects of training, implementation, transition 
update and technical file preparation and review. You will 
certainly be interested in our article. 

We continue to attract businesses from a wide range of 
sectors, assisting in all areas of management system 
development and training. Read about one of our 
clients, The Gap Group, and their road to registration to 
OHSAS 18001, integrating into their existing ISO 9001 
management system. Hear how they have benefitted 
from installing a management system and the assistance 
received from QCS.

We are always happy to speak with you and are always 
available to discuss your needs and requirements for training, 
consultancy, outsource services and legal compliance. We 
are immensely proud of our record of retaining satisfied 
clients and we firmly believe that what we offer can, and will, 
make positive contributions to your organisation. 

Enjoy the brochure and we look forward to hearing from 
you soon.

My last day as Managing Director with QCS has come and 
gone. I am now well into my first week of retirement, and I 
can tell you that no bumper to bumper traffic to and from 
work, or being the only one in the office at 7.00 am is a 
real pleasure, however, what I will miss is the camaraderie 
I shared with my colleagues, fellow directors at QCS and 
our Group Companies.

Over my 25 years with QCS I have been fortunate to 
have been an integral part of a forward looking company 
and part of a team driving forward initiatives to ensure 
our expertise and qualifications are always of the highest 
calibre and our products and services are without 
exception a real benefits to our clients.

In a consultancy, our clients over the years have become 
very much part of the ‘QCS team’ and although too many 
to mention, I would like to thank you all for allowing me 
to ‘meddle in your systems’, learn about your businesses 
and exciting products and services, climb up far too many 
sets of scaffolding and trudge my way around construction 
sites, wind farms and factory units – all of which I have 
thoroughly enjoyed and I hope has been of benefit to you 
all!!  To say I will miss you all is an understatement.

I would like to wish the upcoming management team all the 
best and know that they carry forward years of experience 
to enable QCS to grow further with confidence and continue 
the amazing work they all do on a day to day basis.

Although retiring as Managing Director, I will remain with 
QCS as a Non-Executive Director and sincerely look 
forward to watching both QCS and all our clients prosper 
in 2015.

Many, many thanks to you all.

Editorial
Ian Phillips, MD

Retiral
Rosalynne Shields
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QCS – Your choice...

QCS International, with over 27 years of 
experience, offers a wide range of consultancy 
services in the fields of Quality, Environmental, 
Health & Safety and Medical Device Management 
Systems. You can be confident that we are the 
experts to turn ISO standards into real solutions 
for your business.

In our ever-challenging economic market, QCS 
recognises that each company is different. We 
tailor our approach to fit specifically with the 
needs of each client. Using only experienced 
consultants we can support your quality, 
environment, safety and medical device systems 
with an Outsource Service that gives you ‘peace 
of mind’ and continual business improvement.

We don’t just tell you we are the best, we back it 
up with a 200% guarantee for all our consultancy 
and training services to ensure your objectives 
are turned into real solutions to match your 
business needs.

Why use QCS for training...

As an IRCA registered training organisation we 
have invested heavily in our courses to ensure 
that we keep you involved in the learning 
experience with a blend of interactive case 
studies and live audits to ensure you ‘don’t fall 
asleep’.

All our trainers are highly qualified industry 
experts who are actively involved in consultancy 
over a range of sectors and can ensure they 
pass this experience on to you.

We strongly believe that if we keep you involved 
in the learning process, you will accomplish 
more and be able to apply it in a work situation.

QCS ensures that all forthcoming updates to 
ISO Standards are incorporated in our training 
courses to ensure our excellence in training for 
our clients.

When it comes to training we know that we offer you the most 
unique and complete service in the market. So when you book a 
course with QCS, we are happy to GUARANTEE that...

3  We will provide highly qualified, experienced trainers

3  Deliver the very latest information and standard updates

3  Deliver the agreed learning objectives

3  Offer a practical, interactive training experience

All this and your 200% money back guarantee
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QCS committed  
to excellence



On Site Training designed 
for you because we know 
one size doesn’t fit all

At QCS we know that one size doesn’t always fit 
all which is why we can offer you cost effective 
in house training saving you time and money. 
We listen to you and we develop and tailor the 
course to suit you which is then delivered at 
your site.

QCS can deliver all our courses at your premises 
giving you the advantage of :

3 FREE tailored course to meet your specific 
needs

3 Up to 40% per person savings PLUS 
added benefit of saving you time, travel and 
expenses

3 An experienced trainer matched specifically 
to your organisation

3 Peace of mind that your course is delivered 
by an IRCA registered training organisation 
to the highest possible industry standards.

All QCS public courses are 
available, PLUS a vast range 
of specialised courses

QCS is proud to have designed bespoke courses 
for hundreds of clients in the UK and Overseas. 
The undernoted is a sample of courses we can 
deliver for you:

3 Integrated Internal Auditor to ISO 9001/
ISO14001/OHSAS 18001 (Includes a live 
audit of your own management system)

3 NEBOSH Certificate

3 A wide range of IOSH sector specific courses

3 COSHH

3 Risk Assessment

3 Manual Handling

3 A wide range of Asbestos Training

To discuss your  training requirements and 
to get a ‘no obligation’ quick quote, just call
Audrey Smith, our Training Sales Director

who will be happy to give you all the 
assistance required to ensure your on-site 
training is exactly what YOU need to meet 
your company objectives.

Call us: 01236 734447www.qcsl.co.uk Call us: 01236 734447 Email: a.smith@qcsl.co.ukwww.qcsl.co.uk



Updates to both ISO9001 and ISO14001 have been 
planned for several years.  Standards are always reviewed 
on a regular basis and occasionally, as now, can be 
subject to significant update.  Of particular note is that 
these standards shall be the next (after ISO27001) to 
adopt the new common framework for all management 
systems – Annex SL.   

Common to all revised standards will be the Annex 
SL emphasis on leadership. Top management is now 
more clearly defined and there is greater obligation to 
demonstrate that quality and environmental management 
is considered in wider decision making and activity; quality 
and environmental management should not be seen in 
isolation.  There is no longer a need to have an appointed 
quality or environmental management representative; 
this is to avoid senior managers simply devolving all 
responsibility to another member of staff.  It does not 
mean, however, that there is no longer a need to have a 
quality /environmental manager!

Annex SL has also removed the need for preventive 
actions common in management systems previously.  
Instead, organisations are asked to consider their ‘context’ 
and the risks they face, taking actions to ensure there are 
no threats to their quality and environmental management 
systems.  

Also removed are the requirements for any mandatory 
documented procedures. This does not mean you can 
have a bonfire of procedures; you should continue to 
have documents within your management systems if their 
absence would expose you to unnecessary risk.

ISO9001 quality objectives comes in line with other 
standards – with greater evidence that resources are 
being applied to achieving them and that there is a 
timeline in place for their completion.  Other updates to 
9001 include new planning requirements and operational 
controls to replace the ‘product realisation’ sections of 
the old standard.

ISO14001 was originally hoped to become a revised 
standard in 2014 but this has was delayed through 
difficulties, amongst other things, in reaching agreement 
on its content and on the possible inclusion of mandatory 
reporting on environmental performance.  This reporting 
requirement has been watered down significantly from 
early drafts but some of the other key ideas to update the 
standard have been retained.  These include:

•	 Consideration	 of	 life	 cycle	 assessment	 in	 the	
identification of environmental aspects

•	 Greater	 clarity	 on	 the	 scope	 and	 context	 of	 the	
organisation – realising that environmental impact can 
occur well beyond the walls and physical boundaries 
of the activities concerned

•	 Consideration	of	wider	environmental	risk	–	similar	to	
the risk-management approach in ISO9001

These changes will require those with existing certification 
to look closely at what they do and what they may have to 
update or adjust to ensure continued certification. 

QCS are here to answer any questions about the 
updates. If you need any help or training within your 
organisations just get in touch and we shall be happy 
to discuss your requirements and what we can do  
to assist.  

Reminder...
QCS Introduction Courses to 
ISO 9001 and ISO 14001 will 

all run to the 2015 Draft 
International Standard (DIS) 

from January 2015

New revisions of ISO9001 and ISO14001



Audits are not simply a measurement but a means to 
drive continual improvement

Visit our website for additional on-line discounts at www.qcsl.co.uk

Introduction to 
ISO 9001:2015

£110+VAT

ISO 9001 can enhance customer satisfaction and drive your operational improvement. This practical 
and interactive one day course will help you to understand the key requirements of ISO 9001 and how 
this applies to your organisation.  

3 How to cut through the ‘ISO speak’ to give you a practical understanding of the real business 
benefits of ISO 9001:2015.

3 Destroying the myths of system documentation — what you actually need to run your system.

3 How to implement ISO 9001 into your business, not your business into ISO 9001.

3 How your ISO 9001 system will be assessed externally.

3 8 principles of Quality Management

QMS Auditor / 
Lead Auditor
(IRCA Registered A17031)

£980+VAT Early Bird

£1350+VAT Two for less 

This 5 day course is recognised by certification bodies as the qualification for auditors and quality 
managers and gives you the same qualification as your certification body assessor. This course is 
delivered by expert auditors with a wide experience of quality management systems and will give you 
the skills required to perform internal, supplier or certification body audits. 

3 How to get maximum benefits from quality audits.

3 A practical guide to the purpose of a Quality Management Systems

3 Become a value added quality auditor: The key steps you should follow to plan, prepare,  
 perform and lead effective quality management system audits.

3 How you can effectively perform quality audits by knowing the right questions to ask.

3 The secrets of becoming a ‘process based’ auditor and why this is important for ISO 9001 systems.

3 How you can write a non‐conformity, that will deliver an effective corrective action every time.

3 How to ‘calibrate’ your audit technique and your non-conformities with your certification body.

3 Move beyond strict ISO 9001 compliance…Use your quality audits to drive continual improvement  
 in your organisation.

Internal QMS 
Auditor
(IRCA Registered A17181)

£520+VAT Early Bird 

£860+VAT Two for less

Auditing is the basis to maintaining and improving your business. This practical and interactive two 
day course will give you all the tools necessary to perform QMS internal audits. This IRCA registered 
course will give you the very latest training in how to audit, in addition to giving you an internationally 
accredited qualification that your certification body and your customers will recognise. 

3 How to get maximum benefits from your internal quality audits.

3 Purpose of a Quality Management System.

3 Become a value added quality auditor: The key steps you should follow to plan, prepare and  
 perform an effective quality management system audit.

3 How to effectively perform your internal quality audit by knowing the right questions to ask.

3 The secrets of becoming a ‘process based’ internal auditor and why this is important for  
 ISO 9001 systems.

3 How you can write a non‐conformity that will deliver an effective corrective action every time.

ISO 9001: 2015 
(DIS) Update 
Seminar
Half Day

£65+VAT

The new high level structure, Annex SL, sets the blueprint for all future changes, aligning format, text 
and definitions in a generic format.

The key changes which should last up to 10 years are radical and using Annex SL, the revised 
standards will improve and align with other ISO Management Systems. 

3 Clarification on what the new 9001 standard will mean to your organisation

3 Analysis of the new requirements including leadership, risk management and setting the context of 
the organisation

3 Consideration of the documents you will change or need to update

3 Ideas on how to plan the update of your existing systems to the new version

CPD: 7 Hours

CPD: 3 Hours

CPD: 14 Hours

CPD: 40 Hours



Improving business efficiency by reducing waste 
and energy costs

Introduction to 
ISO 14001:2015 

£110+VAT

This one day course will give you a practical introduction to ISO 14001. By using an ISO 14001 
management system you will see how your organisation can be legally compliant and reduce your 
impact on the environment.  

3 Understanding of ISO 14001:2015 standard

3 The real business benefits of ISO 14001:2015

3 Legislation and how to be compliant and stay compliant

3 Meeting the needs of stakeholders

ISO 14001:2015 
(DIS) Update 
Seminar  
Half Day

£65+VAT

ISO 14001:2015 will have a new structure and ‘common text’ which is a fundamental revision of 
the standard.  Far greater implications for organisations than the previous 2004 version, there are 
seven major changes, and the seminar will cover these in detail to ensure a full understanding of the 
changes. 

3 Clarification on what the new 14001 standard will mean to your organisation

3 Analysis of some of the new requirements such as risk management, life cycle consideration and 
setting the environmental context

3 Review of the procedures, documents and records the new standard shall require

3 Ideas on how to plan the update of your existing systems to the new version

CPD: 7 Hours

CPD: 3 Hours

Internal EMS 
Auditor
(IRCA Registered A17251)

£520+VAT Early Bird 

£860+VAT Two for less

Recognised by ISO 14001 assessors as the qualification for internal auditors, this course will help you 
make sense of your environmental system (EMS) by first understanding how to use your EMS, manage 
and audit your system. 

3 Cut through the ‘ ISO speak’ to give you a clear understanding of ISO 14001.

3 Understand legislation that affects your business and how to stay compliant.

3 The key steps you should follow to plan, prepare and perform an effective audit.

3 How to effectively perform the audit by knowing the right questions to ask.

3 How you can write a non conformity that will deliver an effective corrective action every time.

3 Move beyond compliance: Use your audit system to drive continual improvement in your  
 organisation.

CPD: 14 Hours

On Line Special
Training Offers?

At QCS we like to reward our loyal 
customers with special monthly 

‘course discounts’ 
Don’t forget to check out our special 

offers on: Web/linkedin/twitter

qcsint

qcsinternational

www.qcsl.co.uk

Call us: 01236 734447

£



QCS - The experts in developing and strengthening 
your ISO 13485 medical device management system

Medical Devices 
QMS Auditor/
Lead Auditor
(ISO 13485 with ISO 9001)

(IRCA Registered A17037)

£980+VAT Early Bird

£1350+VAT Two for less 

This five day course is recognised by regulatory agencies as the qualification for auditors and quality 
managers and gives you the same qualification as your notified body assessor. This course is delivered 
by expert auditors with wide experience of the medical device industry and will give you the skills 
required to perform internal, supplier or notified body audits.

3 How to get maximum benefits from your audits.

3 The key steps you should follow to plan, prepare and perform an effective audit.

3 How to effectively perform the audit by knowing the right questions to ask.

3 The secrets of becoming a process based auditor.

3 How you can write a non‐conformity that will deliver an effective corrective action every time.

3 How to ‘calibrate’ yourself and your non‐conformities with your notified body.

3 Move beyond compliance: Use your audit system to genuinely improve the effectiveness of  
 your organisation.

3 Key system elements including; Links to ISO 9001, risk management, validation and post market  
 surveillance systems.

Introduction to 
ISO 13485:2003 
(2012)

£110+VAT

ISO 13485 can ensure regulatory compliance and drive your operational improvement and this practical 
and interactive 1 day course will help you to understand the key requirements of ISO 13485 What an 
effective Quality Management System should look like, and how this applies to your organisation. 

3 How to cut through the ‘ISO speak’ to give you a practical understanding of ISO 13485: 2003 
(2012).

3 Destroying the myths of system documentation - what you actually need to run your system.

3 Key System Elements: How to implement ISO 13485 into your business, not your business into ISO 
13485.

3 The links between ISO 13485 and the Medical Device Directive and CE Marking.

Medical 
Devices QMS 
Internal Auditor
(ISO 13485 with ISO 9001)
(IRCA Registered A17181)

£520+VAT Early Bird

£860+VAT Two for less 

Auditing is the basis to ensuring effectiveness and regulatory compliance in your organisation. This 
practical and interactive two-day course will give you all the tools necessary to perform internal audits 
to ISO 13485. This course will give you the very latest training in how to audit in addition to giving you 
an internationally recognised qualification that your notified body and your customers will recognise.

3 How to get maximum benefits from your audits.

3 Basic understanding of a process based quality/medical device management system.

3 The key steps you should follow to plan, prepare and perform an effective audit.

3 How to effectively perform the audit by knowing the right questions to ask.

3 The secrets of becoming a process based auditor.

3 How you can write a non conformity that will deliver an effective corrective action every time.

3 Relationship between quality management, production service conformity, regulatory requirements  
 and customer satisfaction.

ISO 13485 
Update Seminar
Half Day

£65+VAT

The new high level structure, Annex SL, sets the blueprint for all future changes, aligning format, text 
and definitions in a generic format.

The key changes which should last up to 10 years are radical and using Annex SL, the revised 
standards will improve and align with other ISO Management Systems. 

3 Explanation of the key changes to ISO13485 and their implications on your organisation

3 How to approach changes and update existing systems to ensure ongoing conformance to  
 the standard

3 Review of documentation, records and procedures relevant to the new standard

(Note the new revision of ISO13485 is yet to be released at time of print – check our website for  
further updates)CPD: 3 Hours

CPD: 7 Hours

CPD: 14 Hours

CPD: 40 Hours

Visit our website for additional on-line discounts at www.qcsl.co.uk



RISK - “A situation involving exposure to danger”

Risk 
Management 
Using ISO 
14971

£115+VAT

This practical and interactive one day course will give you the skills and tools to perform risk 
assessments and manage product and process risks using ISO 14971.  

3	 The	secrets	of	what	your	notified	body	is	looking	for	in	a	risk	management	system.
3 How to manage risk and the product lifecycle using ISO 14971.
3	 Why	a	Failure	Mode	Effect	Analysis	is	not	enough	to	pass	an	audit.
3	 The	key	links	between	product	design	and	controlling	your	processes.
3	 Tool	box	to	effectively	manage	and	control	risk.

CPD: 7 Hours

Introduction 
to OHSAS 
18001:2007

£110+VAT

Everyone in business requires an understanding of UK health and safety and this one day course 
will guide you through the benefits of implementing an Occupational Health and Safety Management 
System with a practical introduction to OHSAS 18000.

3 The key requirements of OHSAS 18001

3 How to develop your own Health and Safety Policy

3 The importance of hazard identification, risk assessments and your legal requirements

3 How to reduce organisational risk through your OH&S management system

CPD: 14 Hours

Internal OH&S 
Auditor
(IRCA Registered A17463)

£520+VAT Early Bird 

£860+VAT Two for less

This two day course will help you make sense of your occupational health & safety system by helping 
you to understanding your key workplace hazards, how to control these and then how to manage and 
audit your system. This IRCA registered course will give you the very latest training in how to audit, in 
addition to giving you an internationally accredited qualification that your certification body and your 
customers will recognise.

3 Cut through the ‘ OHSAS speak’ to give you a clear understanding of OHSAS 18001:2007.

3 Understand legislation that affects your business and how to stay compliant.

3 The key steps you should follow to plan, prepare and perform an effective audit.

3 How to effectively perform the audit by knowing the right questions to ask.

3 How you can write a non conformity that will deliver an effective corrective action every time.

3 Move beyond compliance: Use your audit system to drive continual improvement in your  
 organisation.

 
 

CPD: 40 Hours

What’s the difference  
between a hazard and a risk?

A Hazard is something in your 
business that can cause harm, ie 

electricity, chemicals and a Risk is a 
chance, large or small, of it  

happening that COULD  
cause harm.

HSE Launches  
asbestos web app  
to tackle workplace  
killer. Make sure  
you are aware of  
your mandatory  
duty of care.

New Explosives  
Regulations came  

into force on  
1 October 2014 to  

tackle this killer, make  
sure you download  

your copy of the new 
Regulations



QCS are able to work with you on a broad range of projects 
and activities.  Consultancy support is available to make 
sure that management systems are designed effectively, 
that they are maintained to deliver real benefits to your 
business and that elements are audited in accordance 
with standards to which you subscribe.

Our consultancy services have been provided to 
businesses across all sectors of industry and commerce 
in the UK, Europe, USA and The Emirates.   Using highly 
experienced sector specialists we can develop, install,  
implement and maintain quality, environmental, health 
& safety and medical device systems and we can also 
assist in combining these systems together to provide 
further efficiencies through integration.  

How QCS can help you...
3 Design and implementation of your management 

system.  QCS has an 8-step approach to bringing a 
management system to life.  We want the system to 
reflect the business and to contribute towards real 
improvement in your organisation.  

3 Gap analysis.  If you have aspirations to develop a 
certified system and just do not know where to start 
we can do a simple analysis against the standards 
you wish to achieve.  In doing so we will develop a 
report that lists the gaps you need to fill to achieve 
certification.  We can also issue you with an action 
plan on how these gaps can be resolved.

3 Out-sourced Management Services. If you are short 
on resource and need some assistance in maintaining 
your system we have consultants who can come and 
work within your business and be your system manager.  
This can include the delivery of your internal audits.

3 Audit Assist. QCS have available a team of IRCA 
Registered auditors who can act as your own resource 
in the delivery of your audit programme.  We promise to 
generate effective, clear and useful audit reports that 
will ensure there are no issues when your certification 
body visits.

3 Legal compliance. It is a requirement of some 
standards that you undertake an evaluation of 
compliance. QCS can undertake this compliance 
evaluation as well as review and update your registers 
and records linked to legal issues.

3 CE Certification Supplier. QCS can successfully 
achieve CE certification and the regulatory compliance 
required to bring your products to market within the 
European Union, from launching a new product or 
major changes to existing products.

ISO14001

ISO13485

CE MARKING

OHSAS 18001

LEGAL COMPLIANCE

ISO9001

LOST

Consultancy

To meet our 
experts for a chat about  

your systems and how we  
can help you - please call us on  

01236 734447 
or email info@qcsl.co.uk 

and let us take you through  
the process step by step.



Outsource
Let QCS become your management system 
manager.

We simply become your Quality, Medical Device, 
Environmental or Health & Safety Department, 
working with you to identify and tailor a service to 
exactly meet your needs over a 12 month period. All 
this for a fraction of the cost of an in-house team.

The service may be to cover all elements of your 
management system, from delivery of internal audits, 
corrective actions programmes, delivers specific 
programmes or activity for which you do not have an 
in-house resource.

With a wide range of experience of outsource 
services including integration, management 
review delivery, certification body visit support and 
corrective action management. You can be sure of a 
first class outsource service.

Audit Assist
As your Internal Outsource Auditors QCS will take 
the primary role to provide a fully managed internal 
audit system compliant to your certified management 
system to drive overall business improvement and 
maintain your system certification.

These can be audits of Quality, Environmental, Health 
& Safety, Medical Device or Integrated Management 
Systems.

All audits are completed by IRCA registered auditors, 
we deliver a report for input to management review 
and manage the corrective action process from audit 
findings. We can also audit your suppliers anywhere 
in the UK.

Consultancy

QCS International, over a 27 year period, has developed 
buisness processes to ensure conformance with 
management systems for clients throughout the UK 
and overseas. From gap analysis to final certification 
assessment, our 8 stages to certification ensures you 
progress at each stage of the process with confidence.

These stages include: Gap Analysis; System 
Documentation; Procedures and Records; Applicable 
Registers, Implementation Visits, Awareness Training, 
System Auditing and a Full Pre-certification Audit.

As industry experts we can implement a wide range 
of management systems to ISO 9001, ISO 14001, 
OHSAS 18001 and ISO 13485 and unlike other 
consultancies we guarantee our work with our 200% 
money back guarantee.

Legal Compliance

It is a requirement of holding certification to ISO14001 
and OHSAS18001 that you meet all of your legal and 
other requirements to which you subscribe. You are 
required to provide evidence that you have evaluated 
your business against identified regulations and that 
you take action where you think there may be a failure 
to meet these?

QCS are experts at ensuring you continue to fulfil 
the requirements of ISO14001 and OHSAS18001 by 
offering a compliance evaluation service.

We are able to review your existing legal registers 
(covering environmental and health & safety law), 
udpate these and then seek confirmation you 
are meeting statutory requirements. We generate 
all records and evidence required to meet the 
requirements of the standards.



Due to the large number of comments received and 
the timeline to consider them, the committee decided 
to reconvene in early December 2014 to continue their 
work and as a result, the new version of ISO 13485 
will be delayed beyond its originally projected Q1 2015 
publication. A new draft (DIS) may be released by the 
end of the year or the beginning of next year, and then 
that round of comments must be incorporated into a third 
revision. Thus we could be looking at availability of the 
new standard in Q1 2016.

This brings good and bad news. The bad news is that ISO 
13485:201X is now in danger of being published after the 
impending ISO 9001 revisions, which are expected by the 
end of 2015. ISO 9001 was last revised in 2008, but since 
ISO 13485 hasn’t been revised since 2003, it was never 
properly harmonized with ISO 9001.

If ISO 9001:2015 is published first, will further revisions, 
delays be necessary for ISO 13485? Or will companies be 
left trying to reconcile diverging standards? The picture 
isn’t clear at present, also the changes to the European 
directives come into force when the next version of ISO 
13485 is published, requiring to update the QMS on both 
sides at the same time

The good news is that the delay gives companies time 
to better prepare for the transition to 13485:201X. The 
proposed changes are considerable, and it’s important 
for companies to start preparing now. Even though the 
standard will continue to be developed as it moves 
toward publication, a high percentage of what is in the 
draft currently will likely end up in the final version.

What are the proposed major changes?

3  Management responsibility – possibly similar to the  
changes in ISO 9001:2015

3 Corrective Action Preventative Action (CAPA)

3 Software validation and use of Software for  
controlling the QMS

3 Supply chain and Outsourcing

3 Risk management

3 Post market activities

3 Process validation

3 Product lifecycle management

3 Annex Z to EN ISO 13485

3 Alignment with ISO 9001 (although ISO 9001 is 
changing in 2015)

The standard is being made more applicable to the entire 
supply chain in the medical device industry. While the 
existing version is mainly tailored to device manufacturers, 
the DIS aims to be  relevant to suppliers of components 
and services, as well.  This way, everyone can work off the 
same standard.  Exclusions are now allowed for sections 
6 and 8, in addition to section 7, of the standard if they 
are  not applicable to the activities undertaken by the  
organization or to the nature of the medical device  for 
which the quality management system is applied. 

Next version of ISO 13485 delayed until 2016?

QCS International 
will be at the forefront of 

reviewing these changes to 
ensure our ISO 13485 Update 

Seminar and Foundation 
Courses are available for all 

our clients during 2015.

Check out our website for 
details of the upcoming ISO 

13485:201X Seminars

Or - add your name to our 
waiting list to ensure you  
don’t miss out by calling  

01236 734447.



New for 2015

CE Certification

In 2006, QCS was the first training and consultancy 
organisation in the UK and Europe to design and implement 
IRCA Registered ISO 13485 Lead Audit and Internal 
Auditor courses for the medical device service. Based on 
our extensive medical device experience and expertise 
in the implementation of ISO 13485, CE Certification and 
Technical File preparation services, we are launching two 
new services for our clients.

How to get CE Certification

With our expert consultants, QCS can help you to 
successfully achieve CE Certification and the regulatory 
compliance required to bring your products to market 
within the European Union (EU).

We can assist in various ways from the launching of a new 
product to major changes to existing products, QCS can 
provide cost-effective expertise throughout the regulatory 
approval process.

Obtaining CE Certification of your medical device in the EU 
requires:

1. Preparation of a CE Marking Technical File or a 
Design Dossier (for a Class III device) that includes 
data demonstrating compliance with the MDD, IVDD 
or AIMD.

2. Obtain your CE Marking certificate from a Notified 
Body or self-certify your compliance with the MDD 
(Class I non-sterile, non-measuring devices).

Completion of these requirements allows you to claim CE 
Marking certification for your device and with QCS we can 
assist you to attain this in a shorter time scale using our 
experts.

Technical / Design dossier 
preparation
To ensure your EU Technical File and Design Dossier is 
complete and compliant, QCS can assist you with the 
certification process on all aspects including:

•	 Design	records	and	validations

•	 Formal	classification	reports

•	 Detailed	risk	management	studies	to	ISO	14971

•	 Clinical	efficacy	and	safety	reports	to	Guidance	
MEDDEV 2.7.1: rev 3, December 2009

•	 Clinical	evaluation:	A	guide	for	manufacturers	and	
notified bodies

•	 Essential	requirement	check	lists	creation/review

•	 Preparation	of	Declarations	of	Conformity

•	 Approvals	of	labels	and	instructions	sheets	including	
3rd party checked medical translations

•	 Own-branding	from	3rd	party	manufacturers

•	 Product	registration

•	 Working	with	you	alongisde	the	notified	body	of	 
your choice

To meet our 
experts for a chat about  

your systems and how we  
can help you - please call us on  

01236 734447 
or email info@qcsl.co.uk 

and let us take you through  
the process step by step.

Call us: 01236 734447www.qcsl.co.uk Call us: 01236 734447 Email: info@qcsl.co.ukwww.qcsl.co.uk



Case Study GAP Goup

Glasgow-based GAP Hire Solutions is one of the UK’s 
leading equipment hirer with over 100 depots nationwide.  
GAP hires a diverse range of plant, tools, lifting, welfare, 
non-mechanical and survey equipment to local and 
national construction companies. In addition to this, 
GAP’s newly formed Event Services division provides a 
one-stop-shop to supply the events industry with all of 
their equipment requirements.

Trust, integrity and honesty underpin GAP’s national 
operations and their people are committed to the 
‘GAP Code.’  The ‘GAP Code’ outlines the company’s 
values and serves as a compass for their actions and 
business behaviours.  Completely focused on providing 
exceptional service, GAP offers their customers value for 
money, reliability and total peace of mind. To help GAP to 
grow and develop they have successfully developed and 
gained certification to a wide range of sector-specific and 
international standards.  

Already holding certification to ISO9001 (Quality 
Management) and ISO14001 (Environmental Management) 
the business made a decision early in 2014 to seek 
recognition for their health and safety management 
systems.  The company had previously been commended 
for their work in delivering health and safety advice to 
clients as well as staff – with bespoke tool-box-talks and 
downloadable content available on their website.  With 
help from QCS the business built on this foundation to 
gain certification to the British Standard for health and 
safety OHSAS18001.

QCS had been working with GAP Hire Solutions to 
assist in the maintenance of quality and environmental 
management requirements.  This included advice and 
training on audit delivery, maintaining legal compliance 
and the identification of improvements to ensure the 
full benefits of management system certification.  QCS 
were asked to help the business to gain OHSAS18001 
certification; this included visits to review and update 
existing documentation, reviews of hazards throughout 
the network of company depots, training of staff on the 
requirements of the standard and assistance during the 
certification process.  

GAP successfully gained certification to OHSAS18001 in 
October 2014 and now expects to further develop all of 
their management system elements to gain further benefit 
from integration.  Certification will also strengthen their 
position in the market place.  QCS were proud to have 
worked with them.

GAP Hire Solutions demonstrates that embracing 
management system principles can bring real benefits 
through improved risk management, training and 
performance monitoring.  The tools developed in quality, 
environmental and now health and safety management 
give senior management the tools and information they 
required to deliver continual improvement within the 
business and for their customers.

“QCS has provided GAP Hire Solutions with a 
level of help and expertise to make the maintenance 
and award of management system certification a 
simpler and more effective process.  QCS consultant 
Ian Phillips worked closely within our QHSE team to 
impart knowledge and to make sure that on completion 
of the project we were confident of maintaining 
the system into the future.  We highly recommend 
QCS and hope to work with them again should we 
need any assistance in further improving our quality, 
environmental or health and safety systems….”
Allister Maxwell
Head of Safety, Risk & Compliance
GAP Hire Solutions

GAP Group – Beneftting from management 
system implementation
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Call us: 01236 734447

ISO 9001:2015 Update
ISO 14001:2015 Update

Reduce your workload and time pressure by using our

UPDATE TRANSITION PACKAGE
of Consultancy and Training

Call us on 01236 734447 or visit www.qcsl.co.uk
to arrange a visit or quote

We’ve done it for ourselves (and many others) 
let us do it for you!

QCS can offer a specialist service to make the transition to the 2015 standards 
for your Quality and / or Environmental Management Systems as smooth as 
possible. With our cost-effective fixed price package, completed in 12 weeks, 
it includes these vital components:

Update Gap Analysis

3 Reviewing your current system against new 
requirements to establish what gaps exist and 
what requires to be done to ensure transition.  
Particular emphasis on the changes to 
leadership and risk management.

Manual Rewrite
3 Update to manual to ensure it reflects changes 

to the standard.  Although a manual is no 
longer required it will continue to be core 
to demonstrating how you deliver quality 
management.

Review and Update Existing Procedures
3 Despite the removal of mandatory procedures 

from the new standard you will probably retain 
some or consolidate others in the update 
process.  We are able to do this for you.

Risk Management (ISO 9001)
3 Provide guidance on achieving the new, 

risk management elements of the Quality 
Management System

Aspect Identification and Life Cycle 
Consideration (ISO14001)
3 Make adjustments to your existing aspect 

identification procedures to ensure you are 
conforming with the requirements to consider 
the life cycle of your product or service

Final Audit
3 Completion of an audit of your systems against 

the new standard.  Issue audit report.

Update Auditor Training
3 Provide training to your existing internal auditors 

so that they are familiar with the requirements of 
the new standards

We already know that one of the core aims of 
the update is to improve the level of integration 
between management systems.  For many of our 
clients we can assist in the integration process and 
we are happy to review your existing arrangements 
for this purpose.  Updating your systems offers 
a great opportunity to integrate and make more 
effective your management systems.
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