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QCS has had a very busy 2017, with clients 
and delegates taking full advantage of our services 
to help them get the most from their management 
systems; it looks like 2018 shall be equally as busy! 

Last year we were reminding our clients that early 
planning and implementation was required as part 
of the preparations for transition to the NEW 2015 
ISO 9001 and ISO 14001 standards for Quality and 
Environment. The majority of our clients have  
now completed transition, or have in place the 
elements that will allow them to host a transition 
audit in 2018. With experienced consultants, QCS 
is ideally placed to offer organisations not yet 
prepared the necessary guidance and advice for 
re-certification. Certification bodies will not  re-
certify you to the old standards from early in 2018.

We are currently awaiting the introduction of a 
brand new standard for Health and Safety 
Management System – ISO 45001:2018. 

It should be noted that this is a NEW standard and 
NOT an update to the British Standard OHSAS 
18001:2007. Publication of the International 
Standard ISO 45001 is scheduled for Spring 
2018 and QCS will provide both consultancy and 
training services to support the new International 
Standard and Migration from OHSAS 18001. 

Upcoming ISO 45001:2018 courses are detailed in 
the brochure.  

QCS is delighted to welcome a new member 
of staff, Jim Dunsmuir.  Jim joins the team with 
unrivalled experience in management system 
implementation and improvement.  We all welcome 
Jim to QCS and know that both his clients 
and training delegates will value his extensive 
experience and knowledge.

At QCS our ISO 9001 and ISO 14001 Foundation 
courses are all fully CQI/IRCA certified. IRCA 
guidelines for those wishing to register as an 
auditor have been refreshed and registration now 
requires attendance at a Certified Foundation 
course.  

IRCA is currently considering the introduction of a 
Registration Scheme for Medical Device Auditors.  
When this is finalised, QCS International will be 
committed to the delivery of all necessary training 
allowing those working in the medical device sector 
to gain this valuable recognition of their skills and 
experience. We shall communicate these changes 
on our website and also directly to those clients 
and delegates who work in this sector.

Finally, I wish you all a very successful 2018.  
If there is ever anything you think we may be able 
to help you with then do get in touch. Our door is 
always open.

Editorial
Ian Phillips, MD

In 2017 QCS celebrated our 30th anniversary, joined by our clients on a celebratory boat trip on Loch 
Lomond.  It was an excellent evening and we thank those that were able to come along on our cruise 
to make this an anniversary worth celebrating.  

A little photographic reminder of our trip.



QCS – Your choice...

QCS International, with over 30 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 
objectives of each client. Using only experienced 
consultants we can support your Quality, 
Environment, Health & Safety and Medical 
Device Systems with Training, Outsource & 
Consutlancy Services that give you ‘peace of 
mind’ and continual business improvement.

All this and your 100% 
money back guarantee

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, industry 
experienced trainers

3 Deliver the very latest information and 
standard updates

3 Deliver the agreed learning objectives

3 Offer a practical and interactive training 
experience

QCS Public Course Locations

Why use QCS for training...
•	 CQI/IRCA	 Approved	 Training	 Partner	 for	 all	

auditor courses

•	 Ongoing	investment	in	ALL	courses

•	 Interactive	 Courses...	 involving	 you	 in	 the	
learning experience

•	 Highly	trained	and	qualified	industry	experts

•	 Access	at	highest	level	in	all	sectors

•	 Competitive	prices

•	 100%	guarantee

• AUTOMOTIVE QUALITY MANAGEMENT SYSTEMS • ISO 9001:2008 • QUALITY MANAGEMENT SYSTEMS • 
ISO 14001: 2004 • ENVIRONMENTAL MANAGEMENT SYSTEMS • OHSAS 18001: 2007 • HEALTH & SAFETY 
MANAGEMENT SYSTEMS • ISO 13485: 2003 • MEDICAL DEVICES QUALITY SYSTEMS • PAS 99 • INTEGRATED 
MANAGEMENT SYSTEMS • ISO/TS 16949: 2009 • AUTOMOTIVE QUALITY MANAGEMENT SYSTEMS • ISO 
9001:2008 • QUALITY MANAGEMENT SYSTEMS • ISO 14001: 2004 • ENVIRONMENTAL MANAGEMENT SYS-
TEMS • OHSAS 18001: 2007 • HEALTH & SAFETY MANAGEMENT SYSTEMS • ISO 13485: 2003 • MEDICAL 
DEVICES QUALITY SYSTEMS • PAS 99 • INTEGRATED MANAGEMENT SYSTEMS • ISO/TS 16949: 2009 • AUTO-
MOTIVE QUALITY MANAGEMENT SYSTEMS • ISO 9001:2008 • QUALITY MANAGEMENT SYSTEMS • ISO 14001: 

“Excellence is an art won by training”...

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

APPROVED TRAINING PARTNER

Kent
The Old Church, 
31 Rochester Rd.,
Aylesford, Kent 
ME20 7PR.

Glasgow
Suite 9  
Cumbernauld  
Business Park
Wardpark Road
Cumbernauld
G67 3JZ



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 will develop and tailor 
the course to suit you which is then delivered at 
your site of preference.

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

3 FREE tailored course to meet your specific 
needs (within IRCA guidelines)

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 and sector

3 Peace of mind that your course is delivered 
by an CQI/IRCA Approved Training Partner 
to the highest possible industry standards

3 Dedicated point-of-contact at QCS

3 Discounts for 2 or more courses

In-house training

QCS has an array of additional bespoke training 
courses for delivery at your premises, to suit 
your own sector requirements and linked to your 
own processes and procedures.  

QCS bespoke training covers integrated auditing 
health & safety practices, medical device 
specialisms and many include certification by 
CQI / IRCA, IOSH and NEBOSH.

We are happy to discuss your individual course 
requirements across the following management 
systems;

3 Quality Management

3 Environmental Management

3 Risk, Health & Safety Management

3 Medical Device Management

Training requirements

To discuss your training needs, advice on 
specific course criteria, bespoke courses and 
importantly, special training offers call Audrey 
Smith our Training Sales Director

Audrey has worked with QCS clients in the UK 
and overseas for 15 years and can give you all 
the assistance required to ensure:

3 You get exactly what you need to meet your 
company objectives

3 A price promise and 100% money back 
guarantee

3 Confidence that your training needs are in 
the hands of an experienced Training Sales 
Director

 Call for an ‘no obligation’ quick quote today

• AUTOMOTIVE QUALITY MANAGEMENT SYSTEMS • ISO 9001:2008 • QUALITY MANAGEMENT SYSTEMS • 
ISO 14001: 2004 • ENVIRONMENTAL MANAGEMENT SYSTEMS • OHSAS 18001: 2007 • HEALTH & SAFETY 
MANAGEMENT SYSTEMS • ISO 13485: 2003 • MEDICAL DEVICES QUALITY SYSTEMS • PAS 99 • INTEGRATED 
MANAGEMENT SYSTEMS • ISO/TS 16949: 2009 • AUTOMOTIVE QUALITY MANAGEMENT SYSTEMS • ISO 
9001:2008 • QUALITY MANAGEMENT SYSTEMS • ISO 14001: 2004 • ENVIRONMENTAL MANAGEMENT SYS-
TEMS • OHSAS 18001: 2007 • HEALTH & SAFETY MANAGEMENT SYSTEMS • ISO 13485: 2003 • MEDICAL 
DEVICES QUALITY SYSTEMS • PAS 99 • INTEGRATED MANAGEMENT SYSTEMS • ISO/TS 16949: 2009 • AUTO-
MOTIVE QUALITY MANAGEMENT SYSTEMS • ISO 9001:2008 • QUALITY MANAGEMENT SYSTEMS • ISO 14001: 

“The best time to train your staff is when you feel your 

organisation is so busy it doesn’t have time to train them.”...

Audrey Smith
Training Sales 

Director

QCS Training Suite

www.qcsl.co.ukwww.qcsl.co.uk  QCS International Ltd



ISO 14001:2015 
1 Day Transition 
Workshop for 
Auditors

IRCA Certified 
ISO 9001:2015 
Auditor 
Transition 
Training Course
(CQI/IRCA Certified 18090)

£320 + VAT Early Bird

£565 + VAT Two for less 

£550 + VAT Early Bird

£910 + VAT Two for less 

The one day auditor transition workshop is designed to ensure auditors have  
the necessary knowledge of the new standard to allow them to audit within  
your organisation.

This course meets the criteria for your certification body.

3 Introduction to Annex SL and the structure of ISO 14001

3 Key changes to the standard for auditors

3 Exercises to establish what new items of objective evidence auditors  
 should seek

3 Information on risk management, setting context and life cycle analysis  
 (all part of the new standards)

3 Legal compliance

As an CQI/IRCA-approved training partner QCS is pleased to offer certified auditor 
transition training to the ISO 9001:2015 standard. This is for auditors of all grades 
who wish to retain their CQI/IRCA registration. It is a requirement that you complete  
an CQI/IRCA certified course, and successfully complete a short exam, before  
September 2018.

This is a two-day course and covers the full IRCA syllabus.

3 Introduction to Annex SL as a framework for ISO management  
 systems standards

3 The requirements of ISO 9001:2015

3 Key changes to the standards for auditors

3 Exercises to establish what new items of objective evidence auditors  
 should seek 

3 Providing the knowledge and skills required to audit against ISO 9001:2015  
 effectively

ISO 9001:2015 
1 Day Transition 
Workshop for 
Auditors

£320 + VAT  Early Bird

£565 + VAT Two for less

The one day auditor transition workshop is designed to ensure auditors have  
the necessary knowledge of the new standard to allow them to audit within  
your organization.

This course meets the criteria for your certification body

3 Introduction to Annex SL and the structure of ISO 9001

3 Key changes to the standard for auditors

3 Exercises to establish what new items of objective evidence auditors  
 should seek

3 Information on risk management, setting context and life cycle analysis  
 (all part of the new standards)

CPD: 7 Hours

CPD: 7 Hours

CPD: 14 Hours

• AUTOMOTIVE QUALITY MANAGEMENT SYSTEMS • ISO 9001:2008 • QUALITY MANAGEMENT SYSTEMS • 
ISO 14001: 2004 • ENVIRONMENTAL MANAGEMENT SYSTEMS • OHSAS 18001: 2007 • HEALTH & SAFETY 
MANAGEMENT SYSTEMS • ISO 13485: 2003 • MEDICAL DEVICES QUALITY SYSTEMS • PAS 99 • INTEGRATED 
MANAGEMENT SYSTEMS • ISO/TS 16949: 2009 • AUTOMOTIVE QUALITY MANAGEMENT SYSTEMS • ISO 
9001:2008 • QUALITY MANAGEMENT SYSTEMS • ISO 14001: 2004 • ENVIRONMENTAL MANAGEMENT SYS-
TEMS • OHSAS 18001: 2007 • HEALTH & SAFETY MANAGEMENT SYSTEMS • ISO 13485: 2003 • MEDICAL 
DEVICES QUALITY SYSTEMS • PAS 99 • INTEGRATED MANAGEMENT SYSTEMS • ISO/TS 16949: 2009 • AUTO-
MOTIVE QUALITY MANAGEMENT SYSTEMS • ISO 9001:2008 • QUALITY MANAGEMENT SYSTEMS • ISO 14001: 

Auditor Transition Courses

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

CERTIFIED COURSE



ISO 9001: 2015 Training Courses

Introduction to 
ISO 9001:2015
(CQI/IRCA Certified 1787)

£225 + VAT Early Bird 

£425 + VAT Two for less

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 ‘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 7 principles of Quality Management

 

CPD: 7 Hours

Internal QMS 
Auditor (2015)
(CQI/IRCA Certified 17996)

£575 + VAT Early Bird 

£999 + 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 QCI/IRCA Certified 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 How you can write a nonconformity that will deliver an effective corrective  
 action every timeCPD: 14 Hours

QMS Auditor / 
Lead Auditor 
(2015)
(CQI/IRCA Certified 18082)

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 How you can write a nonconformity, that will deliver an effective corrective 
 action every time
3 How to ‘calibrate’ your audit technique and your nonconformities with your 
  certification body
3 Move beyond strict ISO 9001 compliance… Use your quality audits to drive 
  continual improvement in your organisation

 

£1090 + VAT Early Bird

£1990 + VAT Two for less 

CPD: 40 Hours

www.qcsl.co.ukwww.qcsl.co.uk

CERTIFIED COURSE

CERTIFIED COURSE

CERTIFIED COURSE

 QCS International Ltd



ISO 14001:2015 Training Courses

Introduction to 
ISO 14001:2015
(CQI/IRCA Certified) 

£225 + VAT Early Bird 

£425 + VAT Two for less

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

CPD: 7 Hours

Internal EMS 
Auditor (2015)
(CQI/IRCA Certified 18105)

£575 + VAT Early Bird 

£999 + 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 nonconformity 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

Integrated 
Management 
Systems 
Auditor Training
(in-house)

£3,200 + VAT - 
for up to 6 Delegates 

This three-day course is designed for delegates who will be required to carry out 
internal audits. 

The course will cover ISO 9001 and ISO 14001 and the principles and practice of 
effective auditing using ISO 19011.  On Day 3 the delegates will carry out a LIVE 
AUDIT. 

3 Describe the principles and practice of integrated internal process auditing 

3 Explain the purpose and structure of ISO 9001 and ISO 14001 

3 How an Integrated Management System drives continual improvement 

3 Plan and prepare for an on site coached internal audit 

3 Gather objective evidence during an audit 

3 Write factual reports that drive improvement of the system 

3 Verify the effectiveness of corrective actions 

3 Describe how internal auditing can maintain and improve a management system 

     

CPD: 21 Hours

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

Unlike many of our competitors, QCS International has retained IRCA status for all Foundation and Auditor 
courses to ensure the high standard of teaching delivered by QCS.
All IRCA courses come under the auspices of the Chartered Quality Institute and QCS continues to be be at 
the forefront of Certified Auditor course delivery.
QCS will continue to keep our clients fully up to date via our website and newsletters on all course status.

CERTIFIED COURSE

CERTIFIED COURSE



Medical 
Devices QMS 
Internal Auditor
(ISO 13485 with ISO 9001)
(CQI/IRCA Certified 18203)

£725 + VAT Early Bird

£1290 + 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 noconformity that will deliver an effective corrective action 
  every time

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

 
   

CPD: 14 Hours

Introduction to 
ISO 13485 
2016

£275 + VAT Early Bird

£485 + VAT Two for less 

ISO 13485 can ensure regulatory compliance and drive your operational 
improvement. 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

CPD: 7 Hours

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

(CQI/IRCA Certified 18229)

£1525 + VAT Early Bird

£2850 + 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 nonconformity 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

CPD: 40 Hours

ISO 13485: 2016 Training Courses

www.qcsl.co.ukwww.qcsl.co.uk

CERTIFIED COURSE

CERTIFIED COURSE

 QCS International Ltd



OHSAS 18001:2007 Training Courses

Risk 
Management 
Using ISO 
14971
£275 + VAT Early Bird

£485 + VAT Two for less 

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

Internal OH&S 
Auditor
(CQI/IRCA Certified 17463)

£575 + VAT Early Bird 

£999 + 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 CQI/IRCA Certified 
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

Introduction 
to OHSAS 
18001:2007

£225 + VAT Early Bird 

£425 + VAT Two for less

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

OHSAS 18001:2007 will be withdrawn on publication of ISO 45001:2018 and organisations currently certified 
to OHSAS 18001:2007 will have a three year period to migrate to ISO 45001:2018. QCS will continue to keep 
clients updated with the development of this standard and training courses available to support the migration. 

See new courses on page 14 for more details.

WITHDRAWAL OF COURSES

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

CERTIFIED COURSE



How QCS Can Help You

QCS can work with you on a broad range of projects 
and activities.  Consultancy support is available to make 
sure that the management systems you have in place 
are designed effectively, implemented and maintained 
to deliver real benefits to your organisation. In addition, 
we can support with audits to ensure you meet all the 
requirements of the 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, Africa and The Emirates.  Using 
highly experienced sector specialists we can meet the 
needs of your quality, environmental, health & safety 
and medical device manufacture management systems.  
We also specialise in assisting clients to integrate 
management standards to gain further efficiencies.

The first step is an opportunity for us to discuss your 
needs directly with you.  We offer a free consultancy visit 
to your organisation to establish how best we can work 
with you to meet your business objectives.  Our service 
is always bespoke to your organisational needs, which 
ensures you never have a ‘one-size-fits-all’ management 
system from QCS International.  

We are proud of our record on client retention.  This is 
achieved by delivering what we promise.   

All QCS proposals includes the following key deliverables:

1 We will assign qualified, experienced and 
effective consultants 

2 We thoroughly review your management 
systems prior to conducting audits

3 We translate ‘ISO speak’ into plain language 
relevant to your business.

4 We keep you up to date with project 
progress

5 We deliver the agreed project objectives, 
on time and on budget

Our Services...

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 Out-sourced Management Services. If you are short 

on resource and need some assistance in maintaining 

your system we have consultants who can 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. QCS can undertake your 

compliance evaluation as well as review and update 

your registers and records linked to legal issues.

3 Fixed Price Transition Package. QCS offers a 

specialist service to help organisations update their 

management systems to new standards.  We continue 

to do this for ISO 9001 and ISO 14001 (2015 versions) 

and also offer this for the new standard for Health and 

Safety (ISO 45001:2018).  With a fixed-price for this 

service most transition can be completed in 3 months.  

 The transition package includes:

	 •	 Gap	analysis	against	the	standard(s)

	 •	 Manual	update	(where	relevant)

	 •	 Review	and	update	of	procedures

	 •	 Risk	 management	 (ISO	 9001),	 aspects	 

 identification and life cycle consideration 

 (ISO 14001)

	 •	 Final	audit	and	Auditor	Training

	 •	 Management	review	support

Consultancy Services

To meet our experts for a chat  
about your systems  and how we can 

help you -  please call us on 

01236 734447



Outsource
Let QCS become your management system 
manager.

An experienced QCS consultant becomes your 
System Manager with responsibilities for Quality/
Environment/Health and Safety or Medical Device, 
as required.  We develop and tailor a service to 
your exact needs, ensuring conformance, legal 
compliance and ongoing certification.  This, at a 
fraction of the cost of an in-house team.

The level of service is negotiated and deliverables 
set out in a clear agreement.  This may include 
all audits, documentation updates, management 
review, corrective action programmes, hosting 
your Certification Body or even introducing 
Environmental and/or Health and Safety controls.  

The service often acts as a catalyst to change and 
improvement within your existing management 
systems.  Our clients have also enjoyed better 
integration between different systems and the 
wider organisational structure.  

Audit Assist
Some organisations have difficulty sourcing the 
resources and personnel they require to deliver an 
effective audit programme.  QCS consultants are 
all IRCA registered and are available to complete 
and deliver all your internal audit functions, as you 
require them to suit your organisation.

The audit service includes audit programme design, 
audit checklist preparation, audit objective evidence 
and completion of all necessary report.  Audit report 
analysis for input to your management review and 
also advice and assistance with corrective actions 
that may be required from both internal audits and 
certification body audits.

Consultancy
For over 30 years QCS has provided a wide range 
of consultancy services to organisations all around 
the world.  We are happy to discuss your specific 
needs – just get in touch!

Our consultancy services can include the 
development and certification of a management 
system, advice on improvements to current 
arrangements or to take on board actions resulting 
from a certification body visit.

As experts in a wide range of sectors we can 
design, implement and audit system to ISO 9001, 
ISO 14001, OHSAS 18001/ISO 45001 and ISO 
13485.  

Unique from other consultancies, we guarantee 
our work will gain you certification at the price we 
quote.

Legal Compliance
ISO 14001 and OHSAS 18001 (and ISO 45001:2018) 
have requirements for organisations to demonstrate 
compliance.  Organisations must demonstrate that 
they have identified relevant legislation to their 
activities and that they develop actions to meet 
compliance where relevant.

QCS can offer a compliance evaluation service.  

We review your existing legal registers to ensure 
that you have identified all compliance obligations.  

We then review all requirements against the current 
arrangements in place, issuing a comprehensive 
and detailed report suitable to demonstrate the 
company’s conformance with ISO 14001/OHSAS 
18001/ISO 45001.

The Choices are Neverending...

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



The European Medical Device Regulations 
(2017/745 for general medical devices and 
2017/746 for IVDs) were published on the 25th of 
May 2017. As a result, they have been introduced 
into each member state’s legislation.  They add 
an additional burden on manufacturers, who 
are already looking to resource the additional 
requirements imposed by ISO 13485:2016.    

The new regulations affect all medical device 
manufacturers that sell products into Europe 
and constitute the first whole sale change in the 
way medical devices have been regulated in the 
community since 1993.

•	 It	requires	each	medical	device	to	have	a	Unique	
Device Identifier (UDI) displayed on the label. 
This will provide the general public the ability 
to search for safety information provided in the 
manufacturers’ Periodic Safety Update Review 
(PSUR) relating to the device on a publically 
available database called Eudamed. 

•	 Class	 III	 medical	 devices	 and	 class	 IIb	 devices	
that administer drugs will have to go through a 
process of review by the EU Commission, which 
could seek further ‘scientific opinion’, before the 
notified body gives approval for CE marking. 

•	 The	 ability	 to	 claim	 equivalence	 to	 competitor	
products in relation to clinical evidence of safety 
and efficacy is limited to organisation that have 
access to the full technical documentation of 
the device. In practice, this means that claims 
of equivalence will be limited to devices that are 
produced by the same manufacturer.

•	 Includes	regulation	of	devices	used	for	aesthetic	
purposes such as collagen fillers, dermabrasion 
and tattoo removal.

Important changes to 
European Medical 

Device Regulations
The new regulations replace the existing directives 
in May 2020 for general medical devices and 2022 
for IVDs. Any devices that are CE marked in the 
transition period will have a valid certificate for 4 
years after the transition period or for 2 years if 
they are classed as an IVD. It looks likely that the 
legislation will be repealed into UK legislation, 
prior to exit of the UK from the European Union, 
resulting in parallel regulatory systems for UK 
and the rest of Europe.

Alongside the changes introduced by the new 
Medical Device Regulations, organisations are 
required to be certified to the new requirements 
of ISO 13485:2016 by March 2019. These are 
the first substantial changes to the standard since 
2003. There are specific new requirements in the 
revised standard for device manufacturers’ Quality 
Management systems including:  

•	 Adopting	 a	 risk	 based	 approach	 to	 all	 QMS	
processes

•	 Validation	of	the	application	of	all	software	to	the	
QMS

•	 Agreements	required	to	 inform	manufacturers	of	
any changes planned by suppliers to ordered 
components or raw materials

•	 A	documented	procedure	required	for	design	and	
development transfer

•	 Increased	traceability	for	non-active	implantables.

Additionally, the introduction of the new Medical 
Device Single Audit Program (MD-SAP) will allow 
manufacturers to use one QMS audit to meet the 
regulatory requirements of a number of different 
regions. From 1st January 2019 Canada will only 
accept audits performed that meet the requirements 
of MD-SAP.

Planning and resource management to meet these 
new requirements is essential to ensure a smooth 
transition. Ensure you take account of the increased 
workload your notified body will have during this 
busy period.  

QCS specialist medical device consultants can 
provide advice, support and training to help you 
demonstrate compliance to the new regulations 
and standards.

Dr Ed Staunton
Senior Medical Device Consultant

Ed can provide advice  
and support to help you  

demonstrate compliance. 
Arrange a consultation call on 

01236 734447



ISO 13485

ISO 13485 is the international standard for quality 
management for the design and manufacture of medical 
devices.  QCS offers clients a full service to ensure they 
meet the requirements of this standard.  We can deliver 
all of your system requirements including design and 
implementation of a system, document maintenance and 
updates, training and all auditing services. 

There has been a major update to ISO 13485 in 2016. This 
has required companies to review the changes in relation to 
their existing quality management systems. An emphasis 
on Risk Management has been introduced in the revised 
standard, QCS offers comprehensive training and support 
in relation to the risk management processes for medical 
devices.  

CE Marking for Medical Devices

QCS can assist in the process of CE marking medical 
devices including IVDs. There are many routes open to 
achieving a CE mark for a medical device. Factors that 
influence the route include the classification of the device, 
the costs involved in clinical investigation or clinical 
evaluation and the intended use of the device. 

We can assist in gaining a CE mark by providing services 
including: 

•	 Identifying	the	required	technical	documentation	and	
applicable standards. 

•	 Validation	of	processes	used	in	development	and	
manufacture 

•	 Ensuring	critical	suppliers	and	processes	are	 
identified and controlled

•	 Ensuring	risk	management	processes	meet	the	
requirements of applicable standards (including  
ISO 14971)

•	 Verifying	labelling	and	information	supplied	to	users	
meets the required standard

•	 Assistance	in	dealing	with	Notified	Bodies

Auditing

QCS has a team of fully qualified, experienced and IRCA-
Registered auditors who can complete audits on your 
behalf.  This may be to deliver internal audits within your 
organisation or second party audits of your suppliers.  

Our audits are designed to offer wider benefits to your 
organisation; we do not simply audit, we drive improvement. 
With the benefit of their experience and expertise, QCS 
auditors can improve your QMS by making it more 
integrated with your specific business practices. 

By identifying opportunities for improvement through the 
audit system, your systems administration will be more 
manageable and therefore reduce the resource required to 
ensure conformity with ISO 13485.

Regulatory Advice

At QCS, we provide guidance on meeting current and 
planned regulatory requirements relevant to your product.  
This can include advice on meeting requirements in markets 
throughout the world.  We can also develop the relevant 
documentation and evidence that is required to support 
any application required to enter a new market. 

In Europe, legislation regarding Medical Devices is 
changing. The three existing medical device directives will 
be condensed into the ‘Medical Device Regulations’. There 
is expected to be additional hurdles related to verifying that 
devices meet all relevant legal requirements.

QCS is at the forefront with the necessary expertise to 
advise on how these changes may affect your existing 
products and help to develop plans that would allow 
continued regulatory compliance. 

Medical Device Consultancy

100% Guarantee
All QCS Training and Consultancy Services 

carry a 100% Money Back Guarantee…

That’s how confident we are...

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



New Courses for 2018

European 
Regulatory 
changes 
affecting 
Medical Devices 
(EU 2017/745) 

One Day Course comprises:
3 Requirements for Persons responsible for Regulatory Compliance
3 Claims of equivalence with another marketed medical device
3 Unique Device Identifiers and own brand labelling and EAR
3 Conformity routes for Class III and Class IIb devices
3 Electronically programmed systems
3 Implant cards
3 EUDAMED and statutory reporting (PSUR)
3 Changes relating to in-house manufacture (NHS)
3 Identification within the supply chain 

ISO 45001:2018 
1-Day Migration 
Workshop for 
Auditors

This one day course is designed to ensure auditors experienced with OHSAS 
18001 gain the necessary knowledge of the new ISO 45001 standard to allow 
continued effective audits within their organisation.  Course includes:
3 Introduction to Annex SL and the structure of ISO 45001
3 New requirements within ISO 45001and the implications for auditing
3 Updating audit programmes
3 Preparing to deliver updated audits and collection of objective evidence

NEW

£495+VAT

European 
Regulatory 
changes 
affecting IVDs 
(EU 2017/746)

One Day Course comprises:
3 Requirements for Persons responsible for Regulatory Compliance
3 Claims of equivalence with another marketed IVD
3 Unique Device Identifier and own brand labelling and EAR
3 Risk Classification of IVDs
3 Clinical Evidence Requirements for different risk classes
3 Electronically programmed systems
3 EUDAMED and statutory reporting (PSUR)
3 Identification within the supply chain  £495+VAT

ISO 45001:2018
Foundation 
course 

This one day course is designed to provide delegates with an introduction 
to ISO 45001:2018.  It will guide you through the benefits of implementing an 
occupational health and safety management system along with a practical 
explanation of what the international standard means.
3 Key requirements of ISO 45001:2018
3 How to develop your own health and safety policy and arrangements
3 The importance of hazard identification, risk assessments and legal requirements
3 How to identify and reduce organisational risk through your OH&S Management  
 System

£225+VAT Early Bird 

£450+VAT Two for less

£225+VAT Early Bird 

£450+VAT Two for less

(CQI and IRCA 
Certified) 
ISO 45001_2018

(Note: this course will  
be live from May 2018)

This two-day course will help you make sense of your occupational health & 
safety system within the context of ISO 45001.  Its emphasis is on providing 
you with the necessary skills to complete effective audits that contribute to real 
improvements in health and safety management.  The CQI and IRCA certified 
course will give you the very latest advice and training on how to audit together 
with a qualification recognised by both your certification body and your customers. 

3 Clear understanding on the requirements of ISO 45001
3 The key steps to follow – plan, prepare, perform and deliver an effective audit
3 How to establish the correct questions to ask and actions to observe
3 Reporting auditing findings to deliver effective corrective actions
3 Using your audit system to drive continual improvement in your organisation

CERTIFIED COURSE

£575+VAT Early Bird 

£999+VAT Two for less



We’re often asked ‘what does success look like?’, and in 
trying to capture the journey, an organisation embarks 
on is often useful to look back at where they start and 
where they want to be. RCS is one such organisation 
that has seen fantastic business growth in recent times 
with a clear idea of where it was and where it needed 
to be. By adding support and consultancy from QCS 
International they provided the focus and knowledge 
needed to really find out “what success did look like”. 

Russell Consulting Scotland Ltd (RCS) offer a LEV 
(Local Exhaust Ventilation) engineering service. 
A highly trained team provide consulting, design, 
installation, maintenance and testing of LEV 
systems. LEV systems capture and filter dangerous 
airborne substances, ensuring the continued health 
& safety of staff and reducing the impact of industrial 
processes on the environment.

In addition to safeguarding the health and safety of 
the RCS operators by considering environmental 
emissions, other improvement opportunities can 
include efficiency of operation, reducing factors in 
running costs and maximising productivity, space 
optimisation, staff training etc.

RCS had already identified, as the business grew 
and blue chip clients became more demanding, 
that it needed to consider a framework to not only 
ensure consistency in existing projects, but to 
provide a platform for new opportunities and growth 
of the business. Engaging QCS International was the 
first step in realising the potential for a formalised 
approach to its management system with the aim of 
achieving certification.

Throughout the development and introduction of the 
management system, the team at RCS demonstrated 
a strong commitment to implementation of the 
Integrated Management System and were quite 
clear as to their aims of customer focus and ongoing 
improvement.

The Challenge
•	 Gain	 certification	 to	 ISO9001,	 ISO14001	 and	

OHSAS18001 as an integrated system.
•	 Provide	 a	 framework	 to	 capture	 procedures,	

ensuring consistency.
•	 Introduce	a	mechanism	to	facilitate	company	growth.
•	 Demonstrate	a	robust	management	system	to	clients.

Results
•	 A	fully	integrated	management	system.
•	 Successful	certification	across	two	ISO	standards	

in addition to OHSAS18001.
•	 Alignment	 of	 all	 company	 documentation	 to	

management system.
•	 RCS	key	clients	assured	of	organisational	compliance.

“It hasn’t simply been a matter of applying for 
certification and then hanging the all-important 
certificate on the wall”. RCS has shown a great deal 
of commitment working hard to implement an effective 
management system. RCS achieved management 
system certification across three standards in a 
timescale that allowed the business to demonstrate, to 
key clients, just how focused it is on meeting challenging 
targets and continually improving its services.

With QCS guidance in both the implementation 
and integration of management systems, RCS has 
profited from the formalisation of many of their 
processes which has resulted in tangible benefits 
and new opportunities. 

QCS is proud of our partnership with Russell 
Consulting Scotland Ltd to meet the requirements 
of the standards.  Developing this mutually 
beneficial partnership with an organisation that 
has a great business model and has ensured that 
UKAS accredited certification body knew just “what 
success looks like”
Craig Tannoch 
Operations Manager

Russell Consulting Scotland Ltd
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