
This interview is the first 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.

You recently gave a 
talk at the RAPS Texas 
Chapter, and another one 
at this year’s global RAPS 
conference. What would 
you say is driving the 
conversations you’ve had 
at these events? 
They are both just as interesting 
in terms of the quality of 
discussions and issues raised.  

The changes to the European 
Union (EU) medical device 
regulations have definitely 
generated lots of buzz, as has 

the transition process for the 
new version of ISO 13485:2016 
which was revised in March 2016.

Was there anything in 
particular that caught 
your attention whilst 
at the global RAPS 
conference? 
Just being there, I was more in 
touch with the medical device 
manufacturers’ perspective than 
ever before.  

For me, the discussions around 
the new EU regulations and 
the new ISO 13485:2016, all 

point to the challenges that 
manufacturers face in terms 
of regulatory hurdles to get 
their products into the market, 
and the level of anxiety that 
they must be experiencing in 
the ramp up to the transition 
deadlines.

Consequently, it has reinforced 
my belief that there is quite a lot 
of scope for certification bodies 
and Notified Bodies like LRQA 
to help these manufacturers 
understand what they need to 
do under the new regulations 
and standards.
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What should 
manufacturers take 
note of with regard to 
transitioning to the 
new ISO 13485:2016?
More than eight months 
have already passed on the 
three-year ISO 13485:2016 
transition deadline.  

Ideally, manufacturers 
should already have started 
developing a transition 
plan with the help of their 
Certification Body.  

This should ideally include 
some form of training, and 
open discussions with their 
certification body regarding 
any concerns about their 
existing QMS or the 
assessment process. 

LRQA’s range of assessment 
and training services can help 
manufacturers determine 
what would best suit their 
organisation’s current needs.

How do you view the 
new ISO 13485:2016 
standard as a whole?
I think there is a strong positive 
recognition that ISO 13485:2016 
has a high level of regulatory 
authority influence, all of which 
has been embedded within the 
standard.  

It has really raised the bar 
on alignment of global 
requirements for medical 
device manufacturers.

Why did the standard 
need to change, in your 
view? Why now?
I think it was a long time 
coming.  

One of the main reasons 
behind the revision was a 
result of regulatory authorities 
around the world wanting to 
increase the level of awareness 
and prescription, wanting to 
raise the bar, wanting to 
actually embed parts from 
their own regulation into 
the international standard 
to make it widely applicable 
internationally.  

Improving performance, 
reducing risk

Ultimately, being certified  
against the new ISO 13485:2016 
provides a good level of assurance 
that manufacturers are either 
designing, manufacturing, or 
servicing a product that meets 
conformity and regulatory 
requirements, and it is both safe 
and effective for use.

How else should 
manufacturers  
view a certification to  
ISO 13485:2016, apart 
from it being a licence  
to operate?
Of course, every organisation 
has to be economically viable.
But if they take a step back and 
consider their mission statement, 
their objectives, their reason 
for being in the medical device 
industry; are they looking to 
protect health and safety, and 
the lives of patients and users? 

Ultimately, they have to supply 
a safe and effective device that 
conforms to multiple regulatory 
requirements, so all of this 
should assist them in meeting 
their organisation’s economic 
and social goals.

   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 for 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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