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Gap Analysis – At a glance

LR’s Gap Analysis assessment 
examines and reports on your 
management systems’ readiness for 
certification. Based upon the findings, 
your assessor will advise whether 
your organization is ready for 
assessment or indicate areas 
requiring further attention.

How will it benefit my organization?

By clearly identifying any weaknesses 
or ‘gaps’ in your management system, 
our assessors will be able to discuss 
what needs to be addressed as well as 
any concerns you may have regarding 
your system or the assessment 
process.

Our assessors will also be able to 
estimate realistic timescales for your 
transitional assessment based on the 
Gap Analysis. Should our visit reveal 
any major deficiencies, you can then 
plan and budget for a period of 
consolidation and maturity before the 
actual transitional assessment.
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How does ISO 13485:2016 impact your organization and what does it all mean 
for your quality management system? Where do you start in determining how to 
implement this standard?

LR helps to unlock the power of your
management systems to improve
organizational performance and reduce risk.

Do I get a report?

The Gap Analysis is reported using 
our Transition Tool which will ask you 
for responses to probing questions 
regarding your understanding of 
the changes and how you plan 
to implement them into your 
management system.

You will receive sufficient 
documented commentary to enable 
you to plan your next steps towards a 
successful transition.

Please note that the Gap Analysis 
is not a full assessment against the 
new standard requirements and does 
not directly contribute towards ISO 
13485:2016 transition. Consequently, 
no certificate can be issued.

ISO 13485:2016 
assessment services

In addition to our Gap Analysis 
assessment service, LR provides a 
range of face-to-face assessment 
services suitable for organizations of 
all sizes, which help to determine your 
organization’s state of preparedness 
to ISO 13485:2016.

Preparing for the Gap Analysis visit

In advance of the Gap Analysis visit, 
you should familiarize yourself with 
the new and changed requirements 
within ISO 13485:2016.

During the visit, through a series of 
questions, our assessor will 
determine your understanding of the 
new requirements and their 
implications on your management 
system and hence your organization’s 
readiness to complete the transition 
successfully.

Maximize the Gap Analysis visit by 
having a representative from your 
organization who understands your 
management system accompany our 
assessor. This way, your 
representative can both clarify any 
points raised and also note any areas 
of weakness or concern.

Our assessors will be open and 
helpful, and will follow a practical 
approach, adding value to the 
assessment process beyond 
straightforward compliance.



About Lloyd’s Register:

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 
industry 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.

Start your journey.
Speak to a member of the team on  
866 971 5772 or email inquiries-usa@lr.org 
to arrange a free consultation. 
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