
A comprehensive
framework for medical
device manufacturers.

ISO 13485 sets out the requirements for a quality management system 
specific to the highly-regulated medical devices industry.
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What is ISO 13485?
ISO 13485 is the international 
standard that defines Quality 
Management System (QMS) 
requirements for organisations 
involved in the design, production, 
installation and servicing of medical 
devices and related services.

The primary objective of the standard 
is to facilitate harmonised QMS 
requirements for regulatory purposes 
within the medical device sector.

ISO 13485 was originally derived 
from ISO 9001 and shared the 
same basic principles, but required 
greater documentation and placed 
additional emphasis on areas 
such as the work environment, 
risk management, design control 
and regulatory requirements.

The latest revision, ISO 13485:2016, 
shares the same QMS principles and 
also reflects the increased emphasis 
on risk management shown within
the range of QMS standards. It has 
not, however, adopted the Annex SL 
high level structure utilised within 
ISO 9001:2015.

Whilst ISO 13485:2016 retains the 
structure of the previous versions, 
it introduces several new elements 
placing greater emphasis on:

–  The need for a risk based 
approach to the QMS

–  The responsibilities and 
commitment of top management 
to comply with applicable 
regulatory requirements

–  Increased controls over supplier 
and outsourced activities 

–  Risk management throughout 
the product life cycle

The European version of the standard, 
EN ISO 13485:2016, provides updated 
informative Annexes which relate to 
the EC Medical Device Directives. 

When establishing a QMS in respect 
of the following directives, these 
Annexes should be considered in 
conjunction with the normative 
elements by device manufacturers 
that adopt ISO 13485:2016 
requirements:

–  European Medical Device 
Directive (MDD) 93/42/EEC

–  European In-Vitro Diagnostic 
Directive (IVDD) 98/79/EC

–  European Active Implant 
Directive (AIMD) 90/385/EEC

ISO 13485:2016 also provides an 
effective base model for compliance 
with requirements of other 
regulatory bodies around the world. 

Why is it 
important for your 
organisation?
More and more medical device 
manufacturers require suppliers and 
service providers to be certified to 
ISO 13485 as a pre-requisite for doing 
business. 

ISO 13485 certification is therefore 
important to differentiate your 
organisation from the competition 
and improve marketability.

Patient safety greatly depends 
on the quality and consistency of 
medical products. So the value 
of ISO 13485 is not just in its 
implementation, but in the higher 
level of confidence it provides a 
medical device manufacturer that 
an organisation will consistently 
achieve and maintain compliance 
with regulatory requirements.

ISO 13485 certification can also 
help to mitigate incidents from 
occurring which might adversely 
impact patient safety and cause 
reputational damage.

How can LR help?
To win in the highly regulated and 
high stakes world of medical device 
manufacturing, it is crucial to beat 
the competition to market, and 
minimise any potential losses from 
surprise product launch delays.

Our thorough yet streamlined 
approach ensures you get the right 
type of guidance at any stage of the 
product life cycle, towards a timely 
market launch. 

To determine whether certification 
to ISO 13485 is right for your 
organisation, you will need to 
confirm at least one of the following:

–  You are a medical device 
manufacturer and place products 
on the market in your own name

–  You design or manufacture 
medical products for supply to 
other organisations

–  You carry out activities that 
are related to medical device 
manufacturing

Application

You will need to complete a simple 
form letting us know about your 
company and your products or 
services. We will use this information 
to verify the requirements relating 
to your products, and to work 
with you to determine the best 
options for certification against 
ISO 13485. We can also highlight 
whether any other assessment or 
training services would be applicable.

Optional gap analysis

This assessor-delivered activity 
offers the opportunity to focus 
on critical, high-risk or weak 
areas of your system in order 
to create a certifiable QMS.
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It can also look at how existing 
management systems or 
procedures can be used within 
your chosen standard.

Whether you are in the early 
stages of implementing your 
management system or looking 
to go for a ‘dry run’ before the 
assessment visit, the scope of the 
gap analysis can be decided with 
either your business development 
manager or assessor to give you 
more flexibility in choosing the 
scope and duration of the visit.

Certification

The formal two-stage certification 
process ensures you have a 
quality system that meets the 
requirements of ISO 13485.

The assessor will establish that 
you have correctly identified which 
essential requirements apply to your 
products, have fully integrated 
the requirements into the QMS 
system, and have taken the 
necessary steps to draw up the 
technical documentation.

Surveillance visits

Once certified, we will regularly 
review your system and sample 
your technical files to ensure 
ongoing effectiveness and 
compliance with the requirements 
of the standard and applicable 
regulations. This gives you, and your 
top management, the assurance 
that your QMS is on track and 
continually improving.

LR helps to unlock 
the power of your 
management 
systems to improve 
organisational 
performance and 
reduce risk
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Our expertise
As a leading Notified body with 
more than 20 years’ experience in 
the medical arena, LR is actively 
shaping the medical regulations and 
associated harmonised standards 
through our experts’ participation 
in the Medical Device Regulation 
(MDR) and In Vitro Diagnostic 
Device Regulation (IVDR) technical 
committees and associations. 
These include the European Forum 
of Notified Bodies Medical Devices 
(NB-MED) and British In Vitro 
Diagnostics Association (BIVDA).  

LR is recognised by almost 50 
accreditation bodies and we deliver 
our services in more than 120 
countries worldwide. We hold global 
accreditation to ISO 13485:2016, 
awarded by United Kingdom 
Accreditation Service (UKAS). We 
are also accredited by Standards 
Council of Canada (SCC) to provide 
ISO 13485:2016 certification and are 
an Authorised Auditing Organisation 
under the Medical Devices Single 
Audit Program (MDSAP).

About us
We started out in 1760 as a marine 
classification society. Today, we’re 
one of the world’s leading providers of 
professional services for engineering 
and technology – improving safety 
and increasing the performance of 
critical infrastructures for clients in 
over 75 countries worldwide. The 
profits we generate fund the Lloyd’s 
Register Foundation, a charity which 
supports science and engineering-
related research, education and public 
engagement around everything we 
do. All of this helps us stand by the 
purpose that drives us every  
single day: Working together for  
a safer world.

In a world of increasing complexity – 
overloaded with data and opinion – we 
know that our clients need more than 
technology to succeed. They need 
an experienced hand. A partner to 
listen, cut through the noise and focus 
on what really matters to them and 
their customers. Our engineers and 
technical experts are dedicated to 
assurance. 

That means a commitment to 
embracing new technology, and a 
deep rooted desire to drive better 
performance. So we consider our 
customers’ needs with diligence and 
empathy, then use our expertise and 
over 250 years’ experience to deliver 
the smart solution for everyone.

After all, there are some things 
technology can’t replace.

To learn more about our range of 
medical device assessment and 
training services visit www.lr.org/uk 
or email enquiries.uk@lr.org

https://www.lr.org/uk
https://www.lr.org/uk
http://twitter.com/lrqauk
http://linkedin.com/showcase/lrqa/

