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Compliance Alert - MDR, IVDR & Notified Body Update
The upcoming new MDR (Medical Device Regulation) and IVDR (In Vitro Diagnostic Medical Device) will cause an overhaul for manufacturers and considerable challenges for the Notified
Bodies.

Are you aware that:
•

•
•

Your devices currently on the market will
need to be re-evaluated and certified under the new regulation as the existing
certificate under the current directive expires? No large-scale grandfathering has
been included.
Clinical equivalence will be significantly
restricted?
Notified Bodies will be designated under
the new MDR/IVDR, potentially shaking
out many underperforming entities operating under the current legislation?

The MDR will change the role of your Regulatory
department.
The changes are multiple, ranging from re-classifications, reprocessing rules, regulations in
the supply chain, increasing demands for vigilance, and many more.

Qserve will publish a series of papers on the
new Regulations. This paper discusses the following:
1) Current State-of-the-Art in the development
of the MDR, and;
2) Current situation of Notified Bodies and
the foreseen changes in the pathway to the
MDR.
In other publications, Qserve will discuss changes that are related to clinical data and to the
grandfathering principle for devices currently
on the market.
The IVD directive will also change increasingly and part of our series will cover the major
changes to the new regulation for IVD’s (IVDR).
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About the MDR.
The MDR will provide a new regulatory framework
for medical devices in the EU. The new regulation
will cause important changes for all companies in the
field. Started years ago, the regulation is now in its
final word-smithing and formal approval. It is expected that final approval will be reached at the end of
2016.
Formally at that time, but likely already in the interim, the process of designation of Notified Bodies will
start. The first steps in this process are already ongoing, as discussed further in this paper.

For how much longer is your CE Marking valid?
The length of time that medtech companies have to
continue to CE mark their products under the current
three medical device directives is critical given the
significant, time consuming and costly adjustments
they need to make to become compliant with the future Medical Device and IVD Regulations.
However, the texts of the MDR and IVDR are difficult to interpret when it comes to transitional arrangements; clarification is going to be needed. It is
particularly difficult to read in parts where multiple
cross-referencing exists.
This article attempts to bring some clarity in the case
of the MDR, although further interpretation will be
needed. An article focused on the IVDR is to follow
shortly.

Qserve Group | White Paper | Page 4

The length of the transition period is particular
important as Notified Bodies in the medtech
space are already struggling to meet demand.
Capacity is going to be even more of an issue as
they simultaneously adjust to the requirements
of new Regulations themselves, and then have
to re-audit clients against other aspects of the
new Regulations. They need time to do all this
too.
Because of all these pressures, there has been
much concern that many products would not
be in compliance with the new Regulations by
the time they are fully enforced – likely in early
2020 for the Medical Device Regulation and early 2022 for the IVD Regulation. And if they are
not in compliance, these products would have
to be pulled from the market until they were CE
marked under the new regime.

Clarification of compliancy dates
A close look at the MD and IVD Regulations
raises some questions about what apparently
appears to be significant concessions that have
been made to give many products already on
the market time to comply. There is need for
clarification.

The tables below indicate is how the text seems
to read at first glance. The dates are interpreted
based on an estimated adoption date of early
2017 for both the MDR and IVDR.

Should this adoption date change then the
dates below would need to be recalculated
backwards or forwards in the light of the extent
of the early adoption or delay.

Table 1: Clarification of compliancy dates

Question

Answer

How long can products Certificates issued by NBs under MDD/
remain on market?
AIMDD up until early 2017, when the Regulation enters into force, will be valid until the
end of the period on the certificate

Additional information
But companies whose products have conformity assessment certificates issued
under Annex IV of either
Directive will not be able to
place their product on the
market after early 2020

Can devices still be
audited against the
MDD/AIMD after the
Regulation enters into
force in early 2017

Certificates issued by NBs under the MDD/ But they will become obsoAIMDD after early 2017 and until early 2020 lete at the latest in early 2024
will remain valid until the end of the period
indicated on the certificate, which shall not
exceed five years from its delivery.

How soon can products be placed on the
market ?

Devices that comply with the MDR may be This is by way of derogation
placed on the market before its date of ap- from the MDD/AIMDD;
plication
discussions are ongoing
whether this will also apply
to devices that currently fall
outside of the MMD/AIMDD
scope
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Question

Answer

Additional information

How long can devices
that have been lawfully put on the market
be made available on
the market or put into
service?

Devices lawfully placed on the market under
the MDD/AIMDD prior to early 2020 may
continue to be made available on the market
or put into service until early 2025

Key discussion is focused on
seeing this as sell out of existing stock, or if production in
this period can just continue

Can Notified Bodies by
designated and notified under the MDR
before early 2020?

Yes, and if so, they can audit manufacturers
and issue certificates in accordance with the
MDR before early 2020

What about high-risk
innovative devices
subject to the clinical
evaluation consultation? When can these
be assessed under that
scheme?

The necessary appointments will need to be
made at the Medical Device Coordination
Group and the expert panels before these
consultations can take place. Setting up this
structure will be important to ensure that
these products can be assessed as necessary
in readiness for CE marking and being put
on the market.

This applies to implantable
Class III devices and Class
IIb active devices intended to
administer and/or remove a
medicinal product

How soon will manufacturers have to use
the new Eudamed
medical device database and UDI?

Manufacturers, authorized representatives,
importers and Notified Bodies who comply
with the MDR with respect to the necessary
registration of the information in the electronic system, during the period from early
2020 (or until 6 months after the electronic
system is officially established - whichever
is the later), until 18 months after this date
will be considered in compliance registration
requirements of the MDD and AIMDD too

This will encourage companies to start using the electronic database from the
start of the data of application of the Regulation, even if
they have not yet had to have
their products re-audited under the MDR
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Question

Answer

Additional information

Who will be the entities GS1 AISBL, HIBCC and ICCBBA will be considassigning UDI?
ered as designated UDI assigning entities until the Commission has officially designated
the UDI assigning entities
When will current designations of Notified
Bodies under the MDD
and AIMDD expire

Notified Body notifications under the Medical Devices Directive and the Active Implantable Medical Devices Directive will expire in
early 2020

What about devices
manufactured utilizing
derivatives of tissues
or cells of human or
animal origin which
are non-viable or are
rendered non-viable

As long as they have been legally placed on
the market or put into service in accordance
with the rules in force in the Member States
prior to early 2020, they may continue to be
placed on the market and put into service in
the Member States concerned

What about custom-made devices
that are already on
the market under the
MDD/AIMD

These keep the validity indicated in the au- No final date is given.
thorization

The MDR does not apply
to same devices which are
manufactured using viable
tissues or cells

What about the validity Clinical investigations underway in accor- As of early 2020, the reportof clinical investigadance the MDD or AIMDD prior to early 2020 ing of serious adverse events
tions
may continue to be conducted
and device deficiencies must
be carried out in accordance
with the MDR
Note: It is also worth noting the terminology used in the Regulations – in Article 97 - makes it clear that:
* “enters into force” means adoption and the start of the transition phase – which is expected to be early 2017; while
* “application” means the date by which full compliance must be achieved, which is expected to be early 2020.
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Extra validity for Notified Bodies sake?
Commenting on the longer validity for MDD/
AIMD certificates, Gert Bos, executive director
and partner at Qserve consultancy questioned
whether the extra years of validity of certificates
after early 2020 have been built in to give notified bodies time for carrying out assessments
and issuing certificates.

Moreover, he noted that there is a question of
whether notified bodies during the transition
will continue to accept transfers from companies where the existing certificates of that company expire earlier due to the seizure of notified bodies not applying to be notified under
the MDR.

“The requirements for manufacturers to comply
with new essential principals are not specifically
mentioned, so the suggestion is circulating that
manufacturers need to comply at the end of the
transition i.e. by early 2020 and that only authorities and notified bodies have use of the extended
periods,” Bos told Clinica.

Bos suggested that, as there are many unknowns in the equation, manufacturers should
best keep their regulatory implementation
plans focused on the date of application, and
utilize the additional time for effective phasing
out of stock and of products that will be discontinued.

He also observed that “state of the art” is likely to
rapidly move, and some elements of MDR compliance will creep into the notified body assessments under the continued MDD/AIMD phase.

Focus on Notified Bodies

On the bright side, it means that there is more
time to get all notified bodies through the
re-designation, as existing products may remain on the market under MDD/AIMD for a
longer period, he said.
But Bos warned that delays can be expected
where new products outside the scope of the
current certificates are brought to market,
as well as first time products from startups,
amongst others.
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Following especially the PIP breast implant
scandal in France which emerged in 2010, the
criticism of all stakeholders and the media focused heavily on functioning of Notified Bodies.
The downsides of the Notified Body system
were highlighted, notably the significant variation in size and competence of Notified Bodies
, the element of competition in Notified Body
services, the different levels of oversight by National Authorities and the scrutiny level of audits and product assessments.
These discussion points were heavily debated as
part of the ongoing discussion on the new MDR
and at the same time various stakeholders came
to action, feeling they had to do something now

ahead of the long process of EU legislation. This
lead to a series of initiatives:

•

•

•

In 2010, a group of Notified Bodies came together to develop their own voluntary Code
of Conduct with harmonized criteria for auditing, product reviews, Notified Body personnel, certification decisions and introducing voluntary compliance audits among each
other. This lead to the NB Code of Conduct,
which is now enforced upon all members of
Team-NB, the branch organization of EU Notified Bodies.
In February 2012, then EU Commissioner
John Dali called for immediate action and announced a number of measures such as:
- A revisit of the current designation of some
Notified Bodies leading to reductions in
product scope and cease of operation.
- A review of the criteria of designation of
Notified Bodies
- Introducing Unannounced Inspections
- Access of Notified Bodies to incident reporting
- More emphasis on transparency and identification, leading to increasing efforts on
the implementation of the UDI system and
the EUDAMED database.
In January 2013, the first Joint Inspections of
Notified Bodies started in the UK and Germany. Up till then the National Authority of
a Notified Body would be the only one overseeing their Notified Bodies.

With the Joint Inspections, Notified Bodies
were now audited by 3 Member States and
representatives from the European Commission.
This increased the scrutiny of the assessment of Notified Bodies significantly.

•

In September 2013, two Recommendations
came out from the European Commission,
providing additional detail to the way in
which Notified Bodies should conduct their
assessments including new elements such
as Unannounced Audits, and providing more
criteria for Notified Body organizations.

A lot of these new measures have since been incorporated into the new MDR. Also implementation of these measures started already ahead of
the new MDR.
This has placed significant additional pressure
on Notified Bodies:
• The competence requirements for their staff
has been increased
• The expectation on compliance levels were
raised
• More emphasis has been placed on how Notified Bodies review clinical evaluations
• Notified Bodies needed to recruit more inhouse staff and rely less on external contractors, who are often consultants.
• Much stricter consequences of non-compliance such as more major nonconformities,
suspension of CE certificates or even refusing
to renew certificates.
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The Joint Assessments, and the upcoming tightening of the system has led to de-designations,
reductions in scope, voluntary withdrawals and
mergers of Notified Bodies.
Around 25 percent of Notified Bodies have disappeared in the last years, and more are expected
to follow. Immediate effect is serious for Notified
Bodies and manufacturers involved, especially
as transfer of CE certification is hindered by both
unclarity on reasons of removed designation, as
well as by a restricted number of Notified Bodies still willing to issue quotes and accept further
applications.
On the upstream is the notion that those Notified
Bodies that successfully passed a joined assessment are better prepared for the next round of

Designation

assessments following the MDR requirements.
Such initial assessments are of the same nature
as the current joint assessments in the mandatory re-designation phase that is ongoing: i.e. up
to 50 man-days worth of auditor attention.
Key debates are on the designation criteria that
need to be finalized on the details of designation
once the legislation is confirmed, as well as the
scheduling of audits (which Notified Body comes
first, which one last).
A critical change in the system is that in contrast
to the current system, decisive on allowance to
perform the conformity assessment will be the
acceptance of notification in the Nando database, whereas now leading is the designation
letter from the local government.

MDR / IVDR

Gap Analysis
Devices
on the Market
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Notified Bodies

Manufacturers are increasingly seeing the effect of these changes in the behavior of their
Notified Bodies and the consequences for their
business.

In the 35 pages of the completely rewritten ANNEX VI (Requirements for Notified Bodies) we
note the following elements:

Table 2: Change and impact

Change

Impact

Independence and impartiality valid for global
group structure to which the Notified Body
belongs.

This might restrict some Notified Bodies scope.

Ex-consultants cannot perform conformity
assessments for companies and competitors
they served for 3 years.

Restricting intake as new in-house Notified Body
staff of any consultant.

Notified Body liability insurance to cover withdrawals, restrictions and suspensions.

Adding to the cost of conformity assessments.

Specific qualification required on further fields:
functional safety, packaging, ingested products,

Smaller Notified Bodies will find it hard to hire
pharmacists for some of the work.

Details on clinical experts as part of assessment and certification decisions.

More expensive staff needed in notified body,
raising costs of assessments.

Define acceptable languages.

This might further restrict choice of Notified Bodies, as they may restrict the languages they will
accept in (high risk) dossier reviews mainly.

Procedure for advertising.

Potentially the end of fast track priority programs.
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Change

Impact

Clinical procedures and documentation part of
CE audit.

New requirement adding time and focus to the
assessments.

Design examination section removed; assessment of technical documentation (sampling
all files).

More extensive and costly reviews of low risk
products picked up in the sampling regime.

Detailed change control, reviews before and
after change.

Extending the scope of the assessment.

UAVs, screening safety data, action on vigilance, all changes reviewed on renewal, data
from registries part of review.

Enhanced compliance review work from the Notified Bodies.

Separately, as follow up on the PIP scandal
court cases, the European Court of Justice is
evaluating the liability of Notified Bodies towards the patients receiving treatment with
medical devices they have certified.

What impact is expected for Manufacturers?

The outcome of this ruling might have an increasing effect on the price structure used by
Notified Bodies moving forward.

How to prepare yourself?

In addition, the delay in designation of Notified
Bodies will cause uneasiness within manufacturers, and will enhance confusion. Wait for
your Notified Bodies to be designated, or look
around to those already approved under the
MDR?
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The Notified Body designation process can
have a huge impact on your certification.
The following table shows some of the scenarios for manufacturers.

Impact analysis report - the RA compliance
team of the Qserve Group can help you in supporting a quick-scan of the impact of the MDR
/IVDR, using a 360° analysis of your devices on
the market and in the pipeline.
This tool will be used to analyze the impact by
manufacturers, and conclude on the risks and
list the actions needed to comply with the requirements of the MDR and IVDR.

Table 3: Scenario and Certification Impact

Scenario

Certification Impact

Notified Body is designated for
full scope of MDR/IVDR.

This will have no impact on manufacturers who have this Notified
Body, as all their products can be certified with their NB.

Notified Body is partly
designated.

Depending on the products, manufacturers may have to choose
another Notified Body for some of their product portfolio or transition to a Notified Body with a larger scope. If portfolio is containing products where scope designation might be tricky for Notified
Bodies, consider using more than one Notified Body already now
to have easier task in shifting products back and forth between
separate Notified Bodies.

Notified Body will not be designated under the MDR/IVDR.

The manufacturer must seek another Notified Body. Early start is
essential, as Notified Bodies will not have much extra capacity for
additional clients once the transition reviews start.

Notified Body designation is
delayed.

This will give insecurity to manufacturers; wait for designation of
your Notified Body or transfer out timely? Can the Notified Body
start doing the reviews early and finalize once designation is in
place?

Notified Body voluntarily withdraws.

Your Notified Body cannot be forced to apply for MDR/IVDR. If early
withdrawal per contractual arrangements, the only option left is
to look for a smooth transfer to another Notified Body; one that is
likely to be able to serve also under the MDR/IVDR.

Notified Body has merged.

Full merger will not be an issue as right and title of the contracts
will move and certificates will stay valid; closing one and integrating certificate holders in another Notified Body involves change of
contracts and additional top up review. Understanding the reason
for integration and evaluating chances of successful MDR application of the new combined entity will be essential on choice to stay
on board or move ahead to another Notified Body
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Sources:
• Council of European Union, 9365/3/16 Rev 3, Proposal for a Regulation of the European Parliament
and of the Council on In vitro diagnostic medical devices.
• Council of European Union,10617/1/16 Proposal for a Regulation of the European Parliament and
of the Council on medical devices, and amending Directive 2001/83/EC, Regulation (EC) No 178/2002
and Regulation (EC) No 1223/2009.
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