Q& A

Implementing &
Maintaining PMS and
Performance Evaluation
under the IVDR

James Shearn



https://www.celegence.com/
https://www.celegence.com/

' celegence

Q: If any clinical evidence that is an “EQA” data

clinical sqmple. For example, IQM-positive for herpes simplex
virus is available. How can | produce clinical evidence of the validity
of my device?

It falls into the one element of what you would pull into your clinical performance report. You would bring
that in as a reference, and you would discuss that as an element of data in the context of any other supporting
information you have. For example, something that you identified in a literature review, can be pulled in and

reviewed within the clinical performance report and then within a performance evaluation as a result.

Q: Must the intended use be listed on the
various reports, or can the report reference the
DHF which contains the intended use?

It is not a requirement for you to have intended use in your document, but | highly recommend you make
one. It means you don't have to write it out all the time. You can then reference that from your other sections of

the documentation.

Q: How do you demonstrate State of the Art
(soTA). Would you recommend preparing

a separate document for SOoTA as it is also
repeated content or are there other solutions?

You could do it either way. You are required to describe the state of the art within the performance
evaluation process. However, you could do that as a separate document to reference it, or you could do it in
the same document. | think it would be very much dependent upon you and your business and how that works
best in your QMS.

Q: Do you think if we defined PMPF as not
applicable, if our product has already been
sold for many years and has international
standards for the product?
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It depends. If you have a lot of data in the market about a product, and you do not see a massive amount
of change through your PMS, then it's going to be easier for you to make the argument that it's not required.
It's one of those things that you have to come back to every year or every time when running your cycle. If you
are not finding anything new in your cycle, then you may be able to continue to make that argument. You have
to be aware, that your post-market surveillance cycle may throw up things that you were unaware of before,
and that may change what’s required. You may, as the output of a cycle, find that you have a new piece of
information that requires you to go and investigate a particular aspect and potentially do some active work like

running a study. You have to answer that question every time you're in the cycle.

Q: How many details are required for
complaints? Is it just a general number or do
we heed to talk about each failure mode?

It will largely depend on the kind of business you are in and how many complaints you get. If you're
in a business that gets a lot of feedback, you will have much more numeric summaries. If it's only like ones
and twos, you may find that kind of thing. If you're getting 3, 4, 5, or 10 complaints or reports in a given cycle,
then you may end up providing more detail. It depends on the PMS reports, | would tend to go more towards
summarization than extreme detail. Then you might be looking at what your top issues are when you go into
that cross-functional review. Then that's going to inform the areas where you might potentially want to go and
do further investigation to get a better understanding of those particular aspects or potentially update your

design to address those issues.

Q: How does CAPTIS™ generate the
documentation to be delivered to the notified
body and in which format?

is a tool that allows you to tag and track different sections of text as you compile that
documentation that then needs to be transferred into whatever sort of document control process you are using

yourselves. It's probably very dependent upon you and your business.

Q: Do we need to conduct analytical studies for
legacy products?

It depends on how much evidence you have. You need to go through your performance evaluation plan
and establish a strategy to review the data that you have. Additionally, you need to understand your gaps,
which will help you decide your following action. You need to identify your gaps, and that will then tell you

whether you need to perform additional studies.
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Q: For controls, do we need clinical
performance reports as per IVDR? (These are not
essays and do not aid in diagnostics or measure the analyte, so
we can’t avoid writing CPRs for controls, which are third party
independent controls)

You can justify that. You can make it just because your control doesn’t have a clinical application in

itself.

Q: There is a great degree of overlap in ANNEX
X1l of IVDR, between PMPF and PER. Any
strategy to manage the overlap?

When conducting your literature reviews, do you need to do some of the performance evaluation and
some of the PMS? If we take that as an example, you can help yourself by synchronizing those and doing one

set of literature reviews that meet the requirements of both.

Q: Can we write SoTA in SVR documents as
some of the companies are asking for the
same?

For the requirements, it has to be in the right place. If you were to include it in SVR as well and then
references, that would be alright. But you need to make sure that each of your deliverables, each of the 3
reports has all the sections in it that are required by the regulation because they need to be there for part of

the review by the notified body.

Q: Can we replace sales volume with another
parameter such as number of tests, patients,
samples managed?

You need to select what is going to be the most appropriate sort of data depending on your kind of
device. It will be reviewed by your notified body, so they will have a view as to whether that is adequate or not.

When you look into things like usage frequency, which can be extremely different between different kinds of
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devices. When you're thinking about data associated with complaints, you need to think about how quickly
your devices get on the market from when you manufacture them. You need to look at individual case for case

basis. If you devise a strategy, check that with your notified body as you get to that stage.

Q: If we can't find the relative peer-to-peer
literature of our brand product and we can
only search the competitor’'s product to the
leading brand. Will it be a problem in scientific
validity?

It will depend on how similar your product is, and can you demonstrate that? If you have two of the same
products at work, then you can start to make some of that argument. If they work differently, that will be harder
to make. It's about building that evidence, putting that together, and making the argument in your scientific

literature report to a credible extent.
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Helping You With
Full Spectrum Services for Medical
Device & IVD Manufacturers

CELEGENCE CAN PROVIDE:

" Experience and resources to help manufacturers transition their QMS
" Templates for key PMS and Performance Evaluation deliverables

" The CAPTIS™ technology solution to aid in PMS Documentation

Maintenance, including Systematic Literature Review

Celegence’s comprehensive support for creating and maintaining
required documentation can help ensure your organization’s IVDR

compliance.

For more information reach out to us at
info@celegence.com

or contact us online at
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