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The EU MDR: A Challenge and an Opportunity
What Is the EU MDR?
In May 2017, the EU published the new European Union
Medical Device Regulation (EU MDR). The new
regulation replaces the MDD (Medical Device Directive)
and went into force on May 25, 2017. Medical devices
have three years to comply while in vitro diagnostics have
five years.
The reasons for the new regulation are admirable. As
stated, "This Regulation aims to ensure the smooth
functioning of the internal market…[it] sets high standards
of quality and safety for medical devices in order to meet
common safety concerns..." Essentially, the EU wants to
ensure that medical devices are safe, high quality, meet
stated expectations, and improve patient health. The EU
also wants to take advantage of the technological and
scientific progress made over the last 20 years.
Better Devices, but There’s Work to Do
While taking advantage of technology advancements will
lead to greater efficiencies for medical device companies,
becoming compliant will require work. The EU MDR wiki
states, "The new EU Medical Device Regulation (EU
MDR) is not radically different from the current Medical
Device Directive (MDD). That's not to underestimate the
amount of work that will be required to switch from the
current MDD to the new EU MDR.”1 The new regulation
is largely an extension of the existing regulation, but it
requires far more data. In many ways, the new

regulations require processes that medical device
companies should be following anyway, but have been a
challenge to implement, especially without the right
technology.
The Opportunity
Considering that every medical device company that
wants to do business in Europe will be undergoing efforts
to comply, this transition period represents an excellent
opportunity to restructure processes in ways that are
more efficient, but will also lead to more innovative and
higher quality devices. The transition may be challenging,
but those who are most successful will likely enjoy a
competitive advantage.
While the scope of the new regulation is quite broad, its
implications are especially significant for product teams
who will – either directly or behind the scenes –
participate in the product submissions process.
This eBook shares advice to prepare product data for
regulatory submissions through a programmatic and
extensible approach. In this view, EU-MDR compliance
serves as a catalyst for implementing sound product
design, change and configuration control best practices
across your product development lifecycle.
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Viewpoints on the Impact of EU MDR
As we determine how we can best
align to the EU MDR requirements,
it comes down to assessing our asis data model within PLM and
identifying what modifications or
enhancements we need. We also
need to keep in mind we will have
other countries' regulations coming
down the pipeline.
Director | Global Healthcare company

It is hugely important for Abbott to
understand the implications of the
EU MDR and manage it worldwide
because if we can't sell our
products, we don’t have a business.
We are taking into consideration the
MDR transition phase and being
very strategic about our certification
process.
Caroline Byrd | Director, Regulatory Affairs | Abbott

As companies prepare for the EU
MDR, they should put a robust
solution in place because other
countries such as China, Korea,
and Taiwan will soon be coming out
with their own regulations and
requirements and there will not be
as much of a grace period to
become complaint.
Jay Crowley | VP & UDI Practice Lead | USDM Life Sciences
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EU “More Data Really?”
While the EU MDR has many implications, the impact on product data will be significant. As you think through your strategies
to collect data and prepare submissions, consider the following EU MDR requirements:
• Recertification: To stay in the EU market, all medical
devices must be recertified under the new regulation.
Unfortunately, grandfathering is not allowed. Also, clinical
justifications based on device equivalence will be harder
to make. You will need to identify all devices requiring
recertification and collect all necessary data to build your
technical files. Notified bodies will also be recertified so,
you may be dealing with a new notified body as well.

• Eudamed: The creation of a European medical device
database (Eudamed) is a key aspect of the regulation. The
goal is to improve transparency and provide healthcare
professionals and the public with better access to detailed
information about all medical devices sold in Europe. Options
such as electronic templates may help to identify what's
required and what may be missing from the submission.

• EU UDI: Each device will need to have a Unique Device
Identifier (UDI) for the EU. The FDA has implemented this
requirement in the US, and now Europe will have its own
version. Medical Device manufacturers will need to
individually manage each UDI version as there will be
both overlapping and distinct requirements. Additional
countries are also expected to pass UDI requirements.
Managing these different UDI versions will be easier if you
can automate it.

• Quality and Risk Management: The regulation requires
manufacturers to implement both a risk and a quality
management system. Quality and risk need to be managed
as continuous processes through the entire lifecycle of the
device. `Managing this will be much easier if you integrate
them with a system that manages the product lifecycle.
Notified bodies are also required to audit the quality
management system to ensure that "devices at every stage,
from design through final quality control to ongoing
surveillance" comply with the regulation.

• Post Market Surveillance: The regulation requires
device manufacturers to systematically conduct postmarket surveillance on their devices. You must regularly
update technical documentation with the newly collected
data and lessons learned. If you can link your technical
documentation to the results from post-market
surveillance, it will be easier to maintain.

• Technical Documentation and Labeling: Documentation
will have to be clear and searchable. Labels and Instructions
for Use (IFUs) will also have to be available in local
languages. You will have to word IFUs so that a layperson
can understand and apply them. Manufacturers that link the
documentation to design source files may find it easier to
keep documentation up to date.
© Tech-Clarity 2018
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• Material Disclosures: The regulation seeks to
reduce the risks posed by substances and particles.
As such, manufacturers will need to justify the use of
restricted substances. Also, manufacturers will need
to disclose any materials coming into contact with the
human body. Technical document will need to include
the device's qualitative and quantitative composition.
Complying with all this will require accurate materials
lists, including everything provided by suppliers. This
will require good supplier collaboration.
• Configuration management: Technical
documentation will need to include a complete list of
all configurations and variants of the device you will
sell. You will need to manage the different
configurations and know which market you will sell
each. A solution that manages configurations, as well
as changes across those configurations, should make
this more manageable.

EU MDR compliance will be a
challenge for companies with
different documentation control
systems, content management
systems, ERP, etc. So much of this
data is in pieces of content that are
repeated, in many different ways,
across many different deliverables.
If you do not have a clear understanding of where the
master data definition is, who has authority to change it,
approve it, and where it is used, you will have a hard time
keeping documentation in compliance. If you operate in a
PDF world, it is a big challenge to know what is the
approved version.
Caroline Byrd | Director, Regulatory Affairs | Abbott

While this is far from a comprehensive list, it highlights
some of the more significant product data issues that
you will need to solve. A key aspect is that you will need
to manage this data throughout the entire lifespan of the
device. The data will also need to update as you make
changes. Traceability across the lifecycle will automate
these updates and reduce the risk of errors.
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Why Is It Hard?
While much of the EU MDR is not that different, several
realities will make it difficult for medical device companies
to comply.
Silos
Silos inhibit the smooth flow of data. Silos exist between
different departments, roles, and divisions. Each
department may also have its own systems for managing
data. Companies that grew through acquisition often have
silos between their acquired companies. With each
acquisition, new applications are added. As a result, it is
not uncommon to have multiple PLM, ERP, content
management, document control, MES, quality
management, and other systems that do not talk to each
other. Some documentation may even be in a stack of
papers in a filing room somewhere.
In this type of environment, it is impossible to have any
kind of traceability across the lifecycle of devices, let
alone get a complete picture of all the devices sold by
your company. Without traceability, changes can be a
nightmare. You can manually identify everything impacted
by a change, but it's easy to miss things, which leads to
inconsistency and creates a risk for quality issues. Plus, if
your technical file doesn't match the label, you will not be
able to ship your device into the EU.

Static Documents
Adding further complication, much of the data required for
submissions is document based as "dumb" PDFs. PDFs lack
the necessary meta-data to run searches to find needed data.
Consequently, collecting data for submissions is an incredibly
manual process.
Old Data
On top of this, with the EU MDR requiring you to recertify all
products, you will need to go back and find all the necessary
data for 30+ year old products, perhaps even before CAD
systems were in place. Finding everything you need will be a
challenge. Even if you find it, after years of undocumented
changes, some old 2D drawings may no longer be accurate.
Also, to submit it to Eudamed, you will need to convert old files
into an electronic format. In some cases, it might just be too
expensive to recertify old products.
Lack of Supplier Collaboration
Historically, suppliers have not provided material disclosures.
Now you will need to reach out to suppliers for composition. In
some cases, suppliers have proprietary materials and formulas
that they don't want to share. In other cases, suppliers may not
realize you are using their product for a medical application
and may prefer to stop supplying to you, so they don't have to
deal with the liability.
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Viewpoints on Why It’s Hard
Products that were approved using
an equivalence argument to a
competitors’ device will be a high
risk for recertification. We will have
to stand on our own clinical
evidence when we renew that
product. It will be challenging to
produce the entirety of the technical
documentation for products that are 40 years old,
especially because there are new requirements such as
process validation. What if a device uses a part that was
designed in the 80s? How do you show that your design
history is complete? It may be impossible to find some of
these documents so you may need to recreate your
design control deliverables.
Caroline Byrd | Director, Regulatory Affairs | Abbott
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Preparing Product Data for the EU MDR
As you get ready for the EU MDR, there are several steps
you should consider to prepare your product data for the
new regulation:
1. Put someone in charge.
The regulation requires you put a knowledgeable person in
charge. The person can make sure the rules are applied
consistently across your company and investigate the
impacts. He or she should also oversee training and
manage the communications so that everyone is aware of
the changes and new requirements.
2. Establish an enterprise project.
Complying with the EU MDR will require collaboration
across the enterprise, across business units. Set up a
project and define the milestones to capture all the data for
the recertification process. Compliance will likely require
organizational change management, which can be worked
into your project plan along with training.
3. Conduct a review of your portfolio.
First, review your product portfolio for profitability and
identify products that will be retired soon. You don't want to
incur the cost of compliance for products that are not
profitable or won't be around long. Then determine your
device classifications based on the new definitions and
when your MDD certifications will expire. Finally, conduct a
gap analysis for recertification to identify what data you
have and what's missing, including clinical evidence. This
review will help you prioritize and make better decisions.

4. Rethink core product management.
For many medical device companies, processes have
been structured to support regulatory compliance
documentation. EU MDR regulations present an excellent
opportunity to rethink your processes around how you
capture, manage, and maintain product data. Look for
opportunities to utilize technology to support and
automate processes to limit the amount of manual work.
5. Prepare for the EU UDI and beyond.
Supporting the EU UDI will be significantly more
manageable if you have traceability across your product
lifecycle. While you may have been able to support UDI
regulations with manual processes to meet FDA
requirements, that will become significantly harder when
you have two versions of UDIs to support. Use the
transition time to invest in a foundation to support a multistream submissions process instead of isolated, "one-off"
implementations.
6. Avoid data duplication pitfalls.
Companies with siloed processes that have adopted an
agency-driven approach by creating a unique product
version for each global market waste resources and
duplicate efforts. If instead, you structure and organize
your product data so that you have access to a single
source of product data, you can then package the data
according to agency requirements. You can then focus
more resources on adding value to your devices.
© Tech-Clarity 2018
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Viewpoints on Preparing Data for the EU MDR

We looked at the EU MDR and
then reviewed our portfolio product
line by product line. We did a gap
assessment to figure out what data
we have and what we don't. This
helped us identify where our big
risks are. We could then calculate
the cost to transition each product as well as the cost to
sustain it under the new rules. We then had the data to
make the hard decisions about our portfolio.
Caroline Byrd | Director, Regulatory Affairs | Abbott
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The Challenges of a Document Centric Approach to Regulatory Compliance
Industry has to realize the value of
data and quit thinking of everything
as a document. Efficient compliance
requires smart data management
solutions. Otherwise, to comply with
the EU MDR you have to deploy a
team to dig through SharePoint sites,
and manually look up every single
single one of these PDFs in the PLM system to document
the data in a way that is searchable, filterable, etc. for the
regulators. With centralized data, you can just click buttons
and run reports to get the data you need.
Caroline Byrd | Director, Regulatory Affairs | Abbott
The Challenges
Traditionally, many medical device companies operate
with a document centric approach. A document centric
approach typically uses a PDF representation of the
design, often a 2D PDF rendering, as the primary design
artifact. While this approach supports regulatory
compliance, the design details in the PDF are no longer
linked to the actual design. Breaking the associativity
results in a more siloed approach where the engineering
data is separate from the document control system. The
silos create a challenge when there are changes. With
siloed systems, it can be hard to identify everything that
has been impacted by a change so not everything is

updated properly and product information becomes
outdated. Updates become manual and resources focus
more of their efforts on documentation rather than
developing innovative, higher quality devices. There is
also a greater risk for errors that will lead to quality issues
that can have a negative and costly impact on the
business.
A New Approach Is Needed
These challenges will make it extremely difficult to
implement the outlined steps to support the EU MDR. It
also will not help you overcome the obstacles that make
the data submissions challenging. To be successful,
medical device companies should look at new
approaches.
As stated in Tech-Clarity's Medical Device Manufacturers’
Software Selection Guide for 2018, this challenge is
highlighted by McKinsey research which found that by
shifting current processes to focus more on quality best
practices, you can reduce quality-related costs by
20-30%. Dr. Jeffrey Shuren, Director of the FDA’s Center
for Devices and Radiological Health, stated that after
reviewing extensive research, the FDA has concluded, “A
purely regulatory approach that focuses on compliance
with quality system regulations is not enough and may
even create disincentive for device makers to innovate
device quality.” The conclusion is that medical device
© Tech-Clarity 2018
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companies need to restructure processes so that they can
focus more on the quality of the devices. Device
manufacturers can accomplish this with a product-centric
approach.
A Product-Centric Approach
Companies can use the new EU MDR requirements as an
opportunity to adopt a product-centric approach. A
product-centric approach uses the actual CAD model as
the primary design artifact instead of a PDF, eliminating
the silo between the engineering data and the
documentation. Not only will a product-centric approach
help with quality, but it will also create efficiencies that will
make it easier to adopt the practices required by the EU
MDR. In the end, compliance will be less burdensome
with this approach.

At Kalypso, we visit with many medical
device companies and we typically
observe highly segregated capabilities
spread across many systems. Our
vision is to bring almost all aspects of the
product lifecycle together, automated
and integrated, with a few well thought
out exceptions.
Dave Hadfield | Senior Manager | Kalypso

While it takes time, resources, and money to set up a
product-centric approach, the challenges related to
inefficiency, manual processes, inconsistent data, and
quality errors; waste time, money, and resources.
Implementing a product-centric approach should end up
paying for itself. Just consider the time spent manually
searching for records across different databases. Then
compare that to pushing a button to run a report. The
longer you wait, the harder it gets to restructure your
processes and data. The EU MDR presents an excellent
opportunity to make the investment to do it right.
© Tech-Clarity 2018

12

The Power of PLM
Product Lifecycle Management and the Digital Thread
Product development processes managed with end-to-end
traceability can provide a complete, accurate, and instant
snapshot of a medical product at any point in time. This is
a core concept of Product Lifecycle Management (PLM).
The digital thread, at the heart of PLM systems, ties
product information, decisions, and history together in a
structured, integrated way that captures product innovation
and knowledge throughout the product lifecycle. It
establishes traceability from early in the front end of
innovation through development, manufacturing, service,
clinical surveillance, and end of life. The resulting
efficiencies benefit the business with increased
productivity, improved quality, and more opportunities to
create new value from fully captured and searchable IP.
The digital thread keeps your data in sync, reducing the
risk for errors and quality issues due to outdated
information.
Extending the digital thread across the entire product
lifecycle allows you to better focus on device quality,
innovation, and support closed-loop CAPAs. Traceability
from patient needs, to requirements, design, test,
manufacturing, and service, makes it easier to generate
submissions reports because all data is linked to
searchable data rather than "dumb" PDFs. Support for
UDIs will be far more automated. It will also be easier to
support multiple versions for UDIs because you can pull
from the same digital definition of the product. A unified

source of product information will also make it far easier to
organize submissions by agency. The data will be structured
so that future requirements or new regulations from different
geographies will be easy to support.
Better Collaboration
When PLM processes span the enterprise, the entire team
including engineering, manufacturing, quality assurance,
regulatory, and service, has access to the same information,
improving collaboration. With cloud technology, it is also easier
to extend the thread to third-party partners and suppliers so
that everyone has access to what they need, when they need
it, making it easier to ensure changes from third-parties are
reflected in the latest product definition, as well as obtain
material disclosure information.
A Foundation for EU MDR
With dependencies understood, the impact of problems found
during post-market surveillance can be easily identified to
support required changes. Then the required data for technical
documentation, the Post-Market Surveillance Report (PMSR),
the Post Market Clinical Follow Up (PMCF), Periodic Safety
Update Report (PSUR), and other documentation can be
easily extracted without manual searches or hunting in multiple
locations.
While there is significant value in a product-centric approach, it
can be hard to make the transition. The remainder of this
eBook will reveal five steps to adopt a product-centric
approach.
© Tech-Clarity 2018
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Viewpoints on the Impact of PLM
You should have a data model in
your PLM system that meets all
the device identifier
requirements for UDIs. This can
be coupled with the production
identifiers from the MES/ERP
system. With this hub and the
right rules applied, you can pull
the right information from the source systems for your
regulatory submissions and UDI records.
Director | Global Healthcare company

With a better handle on regulatory data,
you can get to more markets faster. It
can be incredibly painful to pull all the
documentation together. We see the EU
MDR as just another compelling reason
to do what you should be doing anyhow.
There are huge business benefits to
adopting a product-centric approach
you can get to market faster, reduce the huge amount of
manual effort to support compliance, and you avoid the risk of
shipping to the wrong country.
John Hubert | Technical Fellow | Kalypso

I don’t think you can do a productcentric approach without the tools/
systems/software to support it.

Jay Crowley | VP & UDI Practice Lead | USDM Life Sciences
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1. Obtain Executive Support
The Importance of Executive Support
Strong executive support is a critical starting point. The
EU MDR represents a perfect opportunity for executives
to define their vision for how they want the company to
operate. Executives should view this as an opportunity to
establish a foundation for the future success of the
business.
Include the Entire Enterprise
Managing the complete product lifecycle impacts every
department that touches a medical product including
product development, production, quality, regulatory,
procurement, and service. Change can be hard, but if an
executive gets behind the initiative and makes it a
priority, it will be far more likely to be successful. An
executive whose responsibilities span multiple
departments will encourage them to collaborate and
adopt new processes and technology.

embraced a more digital approach. Companies with an
executive who promotes the right culture to support the
change will be far more successful overcoming the
resistance to change.
Future-Proof the Strategy
It takes time to execute on such a vision so it should be
forward-looking. It should remain relevant throughout new
acquisitions, business growth, and changes in
management so that the company can fully execute it and
realize the benefits. If the vision and strategy change
throughout the implementation or resources shift to
support a different IT initiative such as ERP, you lose
momentum and jeopardize the results.

Overcome Cultural Resistance to Change
Success requires the right culture, and culture comes
from an executive. It is natural for people to want to
continue to work the way they have. Unfortunately,
companies who are unable to adapt to a more digital
approach will have trouble competing with the speed and
efficiencies achieved by those who have successfully
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The Impact of Executive Support
Due to an executive initiative, we
are in the midst of an enormous
business transformation, coupled
with an IT transformation. We are
reducing our IT application portfolio
and coming up with a core platform
approach for each domain: R&D,
Production, Marketing, and Service.
With our platform centric approach, the IT systems aligned
at the executive level so decisions flow down to the
organization to support the business.
Director | Global Healthcare company
After over 20 years of working with
medical device companies, the
number one factor impacting
success is executive support.
Those that have it do well. Those
that do not almost always fail.

John Hubert | Technical Fellow | Kalypso
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2. Create a Definitive Hub of Truth
Choose the Right Solution Architecture
Creating a single source of access for product data
doesn’t necessarily mean the data has to be in a single
database. For some, a single database may be best.
However, you can also accomplish the same goal with a
platform that connects different sources of product data
from a single hub. If you go with a data hub, that hub
should understand the relationships and intricacies
between product data. A PLM system with a connectivity
platform is an example of a system that would support
such a strategy. This approach may be ideal if you would
like to preserve investments in solutions that are working
well, but complement and extend them to fill in missing
functionality gaps.
Standardizing on a single solution would be a better
option for those who want to leverage the benefits
associated with consolidated IT systems. It is also a good
option for a smaller or start-up company that does not
have legacy systems.
Given the tight timeframes for the EU MDR, the quickest
approach may be to keep what's working in place and link
everything with a data hub. The key is that you have a
single point of access that allows you to search across all
of your data sources and export what's required for
regulatory submissions. You want to avoid manually
collecting data and instead run reports and queries with a
push of a button to get the data you need in a systematic

and repeatable way that would make sense to an auditor.
You also want to avoid making changes in multiple
systems. Changes should be made once and propagate
everywhere.
Pick the Option That Works Best for You
You should determine which approach you take before
selecting the solution. With a single solution, you will need
robust data migration tools as well as process templates
to accelerate the implementation. With a data hub
strategy, consider a platform that supports connectivity
and integration combined with the intelligence to
understand your data.

Start by looking at your application
portfolio. What applications do you
have? How many are running change
and configuration management? If you
have multiple systems doing this, that's a
red flag you have opportunities to
consolidate. We saw many advantages
to using a core platform that went across
both R&D and Service rather than sustaining older legacy
systems that have a high maintenance contract. If you can't
consolidate, you need an aggregation layer or a hub to bring
everything together.

Director | Global Healthcare company
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3. Structure and Manage Data
Consider All Data for a Complete Design History
Searching for the required data to support submissions
for the EU MDR is a top challenge for manufacturers. To
overcome it, you should structure your product data so
that there is central access to it. Since processes will be
structured around the product lifecycle, consider starting
with the CAD data and digital product definition. It is not
necessary to standardize on a single CAD, but there
should be central access to the data. The CAD data can
then be the foundation for your product, and then you can
map your processes based on the product data.

Involving everyone that was key to
our success in recent large enterprise
PLM programs. We held workshops
where teams could use the system,
try it out, and give us feedback. Also
having the right leadership across
those groups was critical.
Dave Hadfield | Senior Manager | Kalypso

The most difficult part of UDI is
creating a basic process around the
data. You need to answer questions
like, where is this data? Who owns
it? What are the change rules for
the data? How does it get
managed? Companies who can
solve this will have a much easier
time complying with EU UDI as well as future UDI requirements
other countries will issue.
Jay Crowley | VP & UDI Practice Lead | USDM Life Sciences
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4. Identify a Cross-Functional Team
Use a Team of Experts
Involving the right team is also critical to success. Since a
product-centric approach crosses the complete product
lifecycle and involves multiple roles, it is essential to
assemble the right team to define how the process and
supporting technology should work. Your team should
include experts in multiple areas and across all
departments that touch product data.
Experts will be able to provide input on what works well
and what does not. They can identify data requirements
and proper data flow The cross-functional team will make
sure everyone's needs are considered, and your
processes are optimized.
Open Communication Channels
Hold workshops so that the value is clear and employees
have a chance to voice concerns and ask questions.
Employees need to feel heard and that their challenges
were considered with the new approach. Solicit feedback
from the team to understand bottlenecks and where there
are opportunities to automate manual processes.

It is important that the people
responsible appreciate the nuances
of product data. The strategy is
meaningless if people don’t
appreciate what it means to have
robust product data with good
governance. If your data is bad,
you’re not going to solve the
problem.
Jay Crowley | VP & UDI Practice Lead | USDM Life Sciences

Start with a solution IT architect who can
partner with the business to understand
the needs. An enterprise IT architect
should have the vision to set up a
strategy and execute. He or she should
understand the business requirements
not only at the 1000 foot level to come up
with the right proof points for a solution
and have different vendors show the business and the IT
team how they can meet the requirements.
Director | Global Healthcare company
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5. Automate Product Lifecycle Processes
Put Your Devices at the Center
Fresh approaches provide a valuable opportunity to think
through, what should you do differently? Take advantage
of the lessons learned over the years to optimize your
processes. This is also an excellent time to review best
practices and workflow templates available in PLM and
other systems. These templates are based on working,
time-tested implementations that should save time.

Consider an Agile Approach
An agile approach can be a great way to manage the shift
to a product-centric approach. An agile approach uses
small incremental improvements with continuous
feedback from the team. This helps team members feel
heard as the new approach is implemented and your
resulting processes will be more robust.

Map out your current processes and then how they
should work. This is where a strong cross-functional team
will be instrumental, especially when mapping out
processes that impact multiple departments such as
change management. As you optimize processes, the
team can provide the input on an ideal workflow.

Our process drives our
requirements in an enterprise
system like PLM. Our processes
drive what an IT solution needs to
do.

Automate Process through Technology
Consider how technology can support and enable your
processes. Manual processes consume time, waste
efforts, and take away from adding value to medical
devices. The more you can automate processes, the
more efficient they will be, and your data will be more
reliable. In particular, a design control process that
manages change as a natural extension of engineers’
everyday work activities is much more likely to provide
reliable, audit-worthy data than processes that rely on
manual “to do” lists.

Director | Global Healthcare company

Often the hardest part is getting
different groups to agree and find
common ground. An organizational
structure of leaders from each
division getting together and
working in a group works well for
PLM projects.
John Hubert | Technical Fellow | Kalypso
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Conclusions
For many medical device companies, complying with the
EU MDR with require much effort, and there is not a lot of
time left. The product data requirements are far more
stringent than they have been in the past. This represents
an excellent opportunity for companies to invest the time
and resources to restructure processes and implement
technology to streamline product related workflows.
Those who do it right will find themselves to be more
efficient with increased bandwidth to focus on higher
quality, more innovative devices. Those who do not, risk
the burden of significant effort wasted on manual data
collection and time-consuming updates.

An unclear vision, lack of executive
sponsorship, and resistance to
cultural change are the barriers to
successful adoption of a productcentric approach.

Howard Schimmoller |Technical Fellow | Kalypso

The EU MDR includes many impacts on product data that
cross the complete lifecycle of the device. Traditional
document centric processes will make it extremely
challenging to comply with the regulation. By adopting a
product-centric approach, you can establish a foundation
for compliance to the EU MDR as well as future
regulations, setting your company up to be more
competitive now and in the future.

Reference:
1. What’s Changed, EU MDR,
http://eumdr.com/whats-changed/ (retrieved July 2018)
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Recommendations
Recommendations
To establish a foundation to comply with the EU MDR,
medical device companies should look to adopt a
product-centric approach. Based on this research and
our experience, we recommend that medical device
companies do the following to support the EU MDR
and a product-centric approach:
• Use the EU MDR as an opportunity to improve product
related processes to improve efficiency and create more
bandwidth to focus on innovation and device quality.
• To meet the increased data requirements, consider a
product-centric approach. A product-centric approach
uses product data, specifically CAD models, as the
primary design artifact rather than a PDF. This
approach establishes traceability and breaks down silos
between the engineering data and documentation,
making it easier to collect the data for EU MDR
submissions.
• A PLM system will support this a product-centric
approach can serve as a foundation for EU MDR. A PLM
system supports the digital thread to tie product
information, decisions, and history together in a
structured, integrated way that captures product
innovation and knowledge throughout the product
lifecycle.

To adopt a product-centric approach, consider the
following steps:
• Obtain Executive support: An Executive is required
to support adoption across multiple departments and
make the initiative a priority.
• Create a product data hub: Your data needs to be
accessed from a central location with traceability
across the lifecycle. You can accomplish this with
either a single database or a data hub that connects
to multiple data sources. A PLM system with a
connection platform will enable the latter option.
• Structure and manage data: Structure your product
data so that it is centralized and you can find it.
Consider starting with your CAD data.
• Identify a cross-functional team: Take advance of
the collective expertise of your teams to help identify
bottlenecks and opportunities for improvements.
• Automate Product Lifecycle Processes: Map out
your current processes and then how you would like
them to work. Look for opportunities for technology to
automate the workflow to minimize the amount of
manual work.
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