
This interview is the second of a two-part series where Susan shares her thoughts on the new  ISO 13485:2016 
medical Quality Management System (QMS) standard, and how it impacts manufacturers.

The New ISO 13485:2016  
Key changes to ISO 13485:2016 (Medical Devices - Quality 
Management Systems - Requirements for Regulatory Purposes)

What do you think is the 
single most important 
change within the new 
ISO 13485:2016 standard?
There are a number of 
important changes. If I had 
to single out one, it would 
certainly be the adoption of 
a risk management based 
approach throughout all areas 
of the QMS - from design 
development, purchasing and 
outsourced processes, to training 
and competence.  It is a change 
that cuts across all touch points 
within an organisation.

Would you say that there 
is another aspect of the 
revised standard which 
requires more attention 
moving forward? 
In terms of outsourced processes, 
there is a tremendous increase 
in responsibility for more 
management of outsourced 
processes and suppliers, as 
well as a greater need for 
accountability.

Ultimately, this should provide 
manufacturers with a higher 
degree of assurance and 
confidence in the services or 
products that they are 
purchasing.

The scope of  
ISO 13485:2016 now 
references its applicability 
to more stages of the 
product life cycle. What is 
the significance of that? 
The intent is that the standard 
is now applicable to more and 
various providers throughout 
the entire product life cycle.

So there are more and more 
organisations that can benefit 
from achieving this certification, 
and hence enhancing their 
marketability.
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So, for decisions which are 
made and processes that are 
implemented, management 
needs to consider what the 
potential impact and risk of 
their decisions is in all areas 
of their QMS.

Can you give an example 
of this happening within 
an organisation?
One example is a training 
programme.  

The ‘old’ standard states that 
training requirements should  
be defined, training should be 
provided, records should be  
kept, and that there should be  
a method to gauge the 
effectiveness of training 
delivered.

With the new ISO 13485:2016, 
the risk effectiveness method 
should be considered in 
proportion to any potential risk 
or impact.  

Therefore, if the gauge 
of a training requirement 
is proportional to risk for 
something that has low 
complexity, then its evaluation 
should be lower level and 
relatively simpler.  

However, if it’s a process that 
is potentially high risk or 
complicated, then that method 
to gauge effectiveness should be 
more complex, more involved.  

So you’re linking competency 
and evaluation to a process 
output; it also becomes more 
measurable and the potential 
impact of something being 
ineffective is magnified.

You mentioned that 
the phrase ‘regulatory 
requirements’ has 
increased from 9 to 36. 
What was the rationale 
behind this and what 
does it mean for 
manufacturers?
Well, the significance is that 
the standard, with its latest 
evolution, has really become 
the regulator’s choice of 
standard.

In other words, it puts the 
burden of conformance 
and compliance with 
manufacturers.

Medical device organisations 
must place the highest level 
of awareness and commitment 
to conformance with the 
applicable regulatory 
requirements within the 
jurisdictions where their 
products or services will be 
marketed. 
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How should organisations 
consider the Global 
Harmonised Task 
Force (GHTF) guidance 
documents’ philosophy 
from risk management 
to supplier management 
as part of the regulatory 
framework for  
ISO 13485:2016?
The significance of those 
guidance documents, regulations 
and programmes is that many 
of their suggestions, rules and 
requirements have actually 
been identified, addressed and 
incorporated within the new  
ISO 13485:2016 standard.

The compliance process becomes 
more streamlined and it also 
gets easier to provide some 
pointers to particular parts of 
the regulations where they are 
appropriate throughout the 
standard clauses.

Can you explain the 
risk-based approach 
within ISO 13485:2016?
The bar has been raised 
significantly with this new 
version of the ISO 13485:2016 
standard.  

In the ‘old’ ISO 13485 standard, 
there is reference to risk 
management in a limited 
number of clauses.

Within ISO 13485:2016, there 
are now a lot of reminders or 
restatement requirements to use 
a risk-based approach as part of 
all the processes of a QMS from 
beginning to end.

The bar has 
been raised 
significantly 
with this new 
version of the 
ISO 13485:2015 
standard.
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We know that 
implementing corrective 
action without undue 
delay seems obvious, 
but why does the new 
ISO 13485:2016 standard 
spell this out specifically?
Based on history and regulatory 
authority findings, very often 
during an inspection or audit, 
there seems to be a trend 
with corrective action being 
ineffective or aging beyond a 
reasonable amount of period.  

This was likely a direct response 
to making manufacturers and 
service providers accountable 
for taking corrective actions in a 
timely manner towards effective 
and satisfactory resolutions.

Tell us more about the 
increased requirements 
of implementing 
controls on suppliers.
In ISO 13485:2016, there is a 
lot more focus and definitive 
requirements on suppliers.  
For instance, in relation to 
a supplier agreement, if 
a supplier fails to address 
any particular requirement, 
then there should be an 
analysis or a reaction which 
is commensurate with the 
potential risk of providing a 
defective, non-conformant or 
non-compliant part, product 
or service.

How does the Medical 
Device Single Audit 
Program (MDSAP) relate 
to ISO 13485:2016?
They are symbiotic; they fit 
like a glove. The MDSAP is a 
programme that is based on the 
framework of ISO 13485:2016, 
and the standard’s framework 
really facilitates global 
alignment of all the regulatory 
requirements of the five 
jurisdictions participating in 
the MDSAP.

   About Susan Mecca

Susan Mecca has over 25 years’ experience in the medical 
device and clinical laboratory industries as well as certification 
body and Notified Body systems.

As Technical Manager in the medical device sector at LRQA, 
Susan is a technical expert for ISO 13485 quality management 
systems and associated regulatory programmes, including 
the Canadian Medical Devices Conformity Assessment System 
(CMDCAS), In Vitro Diagnostic Devices Directive (IVDD) 
CE marking programme, and Medical Device Single Audit 
Program (MDSAP).

She has extensive clinical laboratory testing experience in the 
areas of infectious diseases, transfusion medicine and blood 
banking, clinical chemistry, hematology, clinical microscopy 
and microbiology.

Susan holds degrees in biology, medical technology and 
management, and she is a State of California licensed Clinical 
Laboratory Scientist and certified Medical Technologist with 
the American Society for Clinical Pathology.

   About ISO 13485:2016

ISO 13485:2016 is the international standard that defines 
quality management system requirements for organisations 
that design, develop, manufacture, install and service medical 
devices as well as design, develop, and provide related 
services, including manufacturers of materials or component 
parts that are used in medical devices. 

It is derived from the same basic principles as ISO 9001, but 
places additional emphasis on areas such as documentation, 
the work environment, risk management, design control and 
medical device reporting to meet regulatory requirements.



For more information on our range of ISO 13485:2016 services,
visit lrqa.co.uk/13485, email enquiries@lrqa.co.uk or call 0800 783 2179

How LRQA can help
With the constantly changing regulatory environment comes a need to stay up-to-date with the latest 
regulatory intelligence and how the changes impact your organisation.  

LRQA’s medical technical experts and industry specialists provide best-in-class medical quality assurance, 
CE Marking certification, and training services that will equip you with the relevant knowledge at any 
stage of the product life cycle, towards a timely market launch.

ISO 13485:2016 Assessment and Training Services
LRQA provides a range of online and face-to-face assessment services suitable for organisations 
of all sizes and locations, and can help achieve a smooth transition to the new standard.

Gap Analysis

LRQA’s Gap Analysis assessment examines and 
reports on your management system’s readiness for
transition to the new ISO 13485:2016. 

It focuses on how your management system 
has addressed, or plans to address, the changes 
introduced through the publication in 
ISO 13485:2016. 

Based upon the findings, your assessor will advise 
whether your organisation is ready for assessment 
or indicate areas requiring further attention.

Certification

If your organisation is ready to undertake Initial 
Assessment against ISO 13485:2016, the two-stage 
initial assessment process will look to see that your 
management system addresses all of the 
requirements within ISO 13485:2016. 

Once you have all the requirements in place, an  
LRQA assessor will certify your organisation 
against ISO 13485:2016, following a successful 
transitional assessment visit.

Training

LRQA’s range of bespoke and packaged training services 
offers organisations the best start to transitioning to the 
new standard. 

Our range of training courses include:

• Appreciation and Interpretation
For anyone in the organisation who wants an overview and 
understanding of the intent and requirements for ISO 13485:2016 

• Update Workshop
For managers, process owners and internal auditors responsible 
for an ISO 13485:2003 / EN ISO 13485:2012 based QMS and 
want an overview of the new and enhanced requirements in 
ISO 13485:2016

• Preparing for ISO 13485:2016
For QMS managers responsible for managing their organisation’s 
transition to the new ISO 13485:2016 standard

• Implementation
For management systems practitioners in the medical devices 
sector who need to implement a QMS based on ISO 13485:2016

• Internal Auditor Training
For anyone who wants to become an internal auditor, for auditors 
who want to update their ISO 13485 QMS audit skills, and for 
QMS managers who want to transfer audit skills to others within 
an organisation

• Auditor and Lead Auditor Training
For auditors or quality system managers in the medical devices 
sector who want to audit QMS against ISO 13485:2016.
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