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Introduction
The Medical Device Regulation (MDR [5]) has been in force since 25 May 2017 and
the specified transition period is soon coming to an end. For the economic operator
there is the question of how the legal regulations are applied.
In principle, MDR REGULATES THE MANUFACTURE AND PLACEMENT on the
market of medical devices for the entire EU without having to first be transposed
into national law (as was the case for the Medical Device Act [MPG)] [2].
Whereas directives are transposed into national law, EU regulations become
immediately enforceable as law. In Germany, for example, the EU Medical Device
Amendment Act (MPAnpG-EU) transposes to German law the provisions of EU
regulations that are valid throughout Europe [3].

THE MDR REGULATES THE MANUFACTURE and placement on the market
of medical devices for the entire EU.

However, there are certain issues that are regulated at national level. In the case of
Germany, these are as follows:
The Medical Device Implementation Act (MDG) and transferred regulations:
are still under preparation
Medical Device Operator Regulation: the currently valid version from 29 November 2018 remains unchanged
Changes introduced by MDR for economic operators
The medical device identification system (MDR Article 2(15)) changes with
the incorporation of a Unique Device Identifier [UDI])
Additional documentation obligations may apply because of the new cla ss III
devices.
Changes introduced by MDR for manufacturers
Classification system
More stringent requirements for collection of clinical data
More stringent requirements for certification
Traceability of implants over their entire life cycle
EUDAMED database
Unique device identification system
With the EUROPEAN DATABASE for medical devices (EUDAMED Database) there
will be greater device transparency. The database follows a resolution of the EU
Commission (2010/227/EU) in which the EU states the purpose of EUDAMED as
follows:
The European Medical Device Database aims to improve market surveillance by giving competent authorities quick access to information about manufacturers and their authorized representatives, products and certificates, and vigilance data; it is also intended to contribute to the exchange of information on clinical trial data and to the uniform
application of the above-mentioned guidelines, in particular with regard to reporting requirements.

THE EUDAMED DATABASE will lead to
greater device transparency.

All changes are aimed at increasing patient safety and, at the same time, at harmonization of medical device regulations.
The MDR timeframe is complex (here only the most important aspects):
26 May 2020 is considered a critical deadline since it marks the end of the transition period for placement on the market of class I devices in accordance with
MPG.
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The committee for environmental issues, public health and food safety of the European Parliament decided to extend that transition period
on 3 December 2019 by means of a corrigendum to the European Medical Device Regulation. (https://www.aerzteblatt.de/nachrichten/108309/
EU-Parlament-verlaengert-Uebergangsfristen-fuer-Medizinprodukte-niedriger-Risikoklassen)
Class II and III devices can still be placed on the market until 26 May 2024 provided they have a valid certificate as per MPG (if no major changes are made to
them).
The manufacturers should register their UDI data (codes) for class III devices
by 25 May 2021 with EUDAMED (class I by 2025), but delays are possible
The UDI codes should be affixed to reusable class I devices as from 25 May
2027.

AS SOON AS CHANGES are made to
the class and, accordingly, the conformity assessment procedure, the manufacturer must overcome specific challenges.

Implications of changes to the classification system
Class I devices for which a conformity declaration was issued pursuant to Directive
93/42/EEC before 26 May 2020 and for which, pursuant to MDR a notified body
must be involved, may still be placed on the market and operated provided that no
major changes have been made to their design or intended purpose.
CHANGES TO THE CLASSIFICATION system: As soon as changes are made to
the class and, accordingly, the conformity assessment procedure, the manufacturer
must overcome specific challenges. Several changes are made to the device classification system. In addition to the introduction of the new class Ir for reusable surgical instruments, the requirements for implantable class IIb devices, in particular,
have been tightened. Furthermore, numerous device categories have been assigned
to a higher risk class.
In addition to tighter requirements for the manufacturer, the notified bodies,
too, are now forthwith subject to more stringent regulations. Various additional requirements must now be fulfilled to approve medical devices. There is no need for
the involvement of the notified bodies in the conformity assessment procedure for
class I medical devices. Besides, MDR does not require certification of the quality
management system by a notified body for class I medical devices. An exception to
that rule is class Is, Ir and Im medical devices:
Is: Devices placed on the market in a sterile condition
Ir: Reusable surgical instruments(r denotes “reusable”)
Im: Devices with a measuring function
For these “class I*devices” the manufacturer must involve the notified bodies in the
conformity assessment.
Hitherto class I devices now assigned to a higher class (class Ir, material medical
devices, software) as well as all class I devices must meet the provisions of MDR. To
date, few notified bodies have been accredited for MDR, something that can result
in a bottleneck situation since all existing devices assigned to a higher class will
have to be newly approved.
MDR requires manufacturers to greatly extend the scope of testing and documentation, including for example:
More devices come within the remit of the medical device regulations (e.g. software)
The essential requirements are extended (biocompatibility, etc.)
More extensive burden of proof
Mandatory clinical tests for class III devices
Some devices are assigned to a higher class (MDR risk class)
Documentation on medical device, market surveillance
Periodic safety reports must be compiled
Information on the medical device service life (end of life)
Detailed requirements for the instructions for use
The original equipment manufacturer (OEM [4]) business (supply of devices
from a different manufacturer under one’s own name) will be more stringently
regulated
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The manufacturer‘s monitoring and liability obligations will be extended
The procedures of the various notified bodies are to be harmonized to a greater
extent
Monitoring of manufacturers will be intensified
For devices belonging to the new CLASS IR (primarily reusable surgical instruments) the manufacturer now requires a certificate with details of reprocessing
from a notified body. The devices will then no longer feature the “CE” but rather
the CE marking and the identification number of the notified body (e.g. CE0123)

FOR DEVICES BELONGING TO THE
CLASS IR the manufacturer requires a
certificate with details of reprocessing
from a notified body.

But devices already in the possession of the economic operator may continue to be
used without restriction.
In general, MDR regulates the obligations of manufacturers and contains little information on those of the economic operator. Those mentioned include:
Registration of custom-made class III devices (MDR, Article 27(8))
Stricter regulation of custom-made manufacture. These include, among other
things, a combination of medical devices not provided for by the manufacturer
or the use of a medical device contrary to its intended purpose. Custom-made
manufacture is only possible if no equivalent device is available on the market
for the specific requirements.
Reprocessing of single-use devices can be regulated at national level
The more stringent burden of proof and documentation requirements will have implications for the content of the instructions for use. The instructions for use must
be expressed and explained in more precise terms. That includes:
A more succinct and precise description of the intended purpose
A more detailed description of validated reprocessing processes
Limitations of the device service life (reprocessing cycles)
In Germany, the Medical Device Adjustment Act (MPAnpG-EU)/ Medical Device
Implementation Act (MDG) shall apply for country-specific regulations but these
are currently available only in draft form. They regulate (among other things):
Incident reporting and monitoring requirements (largely unchanged, includes the regulations from the previous Medical Device Safety Regulation
(MPSV))
Hospitals that reprocess “single-use devices” (here: devices not declared for reprocessing by the manufacturer) must be registered
Clinical trial regulations
Regulations on penalties and fines
It is often mistakenly thought that MDR regulates TRACEABILITY. But in terms of
MDR that only applies to the medical device manufacturer. For the economic operator traceability of medical devices is described in Annex 2 of the Medical Device
Operator Regulation (MPBV) and no changes have been made to date.
Summary
With the resolution of 25 May 2017, the new MDR will come into force at the end
of May 2020. That applies to class I medical devices. This introduces many changes
regarding the documentation and verification obligations for the manufacturer of
these devices. There continue to be some uncertainties as regards interpretation of
MDR as well as of the associated national regulations.
ONE RISK FACED BY THE ECONOMIC OPERATOR is assurance of the availability of medical devices because not all class I devices will conform to MDR
by the deadline of 25 May 2020. In such cases, it is recommended to contact the
manufacturer of these medical devices and enquire beforehand about their availability.
Another change for the economic operator relates to the instructions for use.
Due to the additional requirements addressed to the manufacturer, the instructions for use will be formulated in more precise and detailed terms but may also
impose limitations on the user.

THERE ARE NO CHANGES regarding
traceability of medical devices for the
economic operator.

ONE RISK FOR THE OPERATOR is assurance of medical device availability.
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THE ROLE OF THE KRINKO/BFARM
Recommendation* remains unchanged.

A new Medical Device Operator Regulation is expected but to date no draft of that
is available. The role of the KRINKO/BFARM RECOMMENDATION* remains unchanged.
*KRINKO/Farm Recommendation*: Hygiene requirements for processing medical devices,
jointly compiled by the Commission for Hospital Hygiene and Infection Prevention at the Robert Koch Institute (KRINKO) and the Federal Institute for Drugs and Medical Devices (Farm)
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