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Public health: Commission proposes a progressive roll-out of the new In
Vitro Diagnostic Medical Devices Regulation
Brussels, 14 October 2021
Today, the European Commission has proposed a progressive roll-out of the new In Vitro Diagnostic
Medical Devices Regulation to prevent disruption in the supply of these essential healthcare
products. The unprecedented challenges of the COVID-19 pandemic have diverted resources from
Member States, health institutions and economic operators towards addressing the crisis, thereby
hampering the capacity to comply on time with the changes introduced.
Stella Kyriakides, Commissioner for Health and Food Safety, said: “The COVID-19 pandemic has
shown how essential it is to have accurate diagnostics and a robust regulatory framework for in vitro
medical devices. Shortages at this point in time are unthinkable. The pandemic has imposed
unprecedented challenges also for our medical devices industry. With more time to prepare for the
application of the EU new rules, we will ensure there is a continuous supply of essential in vitro
diagnostic medical devices on the market, while not compromising on safety. I call on all
manufacturers to prepare for certification under the new Regulation as soon as possible and not wait
until the end of the transition period.”
The proposal does not change any requirements of the In Vitro Diagnostic (IVD) Regulation in
substance but only changes the transitional provisions to allow the Regulation's progressive rollout.
The length of the proposed transition periods depends on the type of device: higher risk devices such
as HIV or hepatitis tests (class D) and certain influenza tests (class C), have a transition period until
May 2025 and 2026, whilst lower risk ones such as class B and A sterile devices, have a transition
period until May 2027.
The IVD Regulation introduces substantial changes in the regulatory framework for in vitro diagnostic
medical devices, such as HIV tests, pregnancy tests or SARS-CoV-2 tests. Conformity assessment
bodies (‘notified bodies') will play a more important role: they will independently monitor whether
devices comply with the safety and performance requirements before they reach the EU market.
The IVD Regulation was planned to apply as from 26 May 2022. However, there is a serious shortage
of notified body capacity, making it impossible for manufacturers to conduct the legally required
conformity assessment procedures in time. Without any legislative action, there is a risk of
significant disruption in the supply of various essential in vitro diagnostic medical devices on the
market, affecting the diagnosis of patients and their access to relevant health care. Hence today's
proposal to ensure a progressive roll-out of the IVDR.
No change is proposed for CE-marked devices that do not require notified body involvement under
the IVD Regulation or for devices that are ‘new', i.e. devices that have neither a notified body
certificate nor a declaration of conformity under the current Directive 98/79/EC. For those types of
devices, the IVD Regulation will therefore apply from 26 May 2022 as planned.
The Commission also proposes a deferred application of the requirements for devices manufactured
and used within the same health institution (‘in-house devices').
The Proposal will now go to the European Parliament and Council for adoption.
Background
Medical devices have a fundamental role in saving lives by providing innovative healthcare solutions
for the diagnosis, prevention, monitoring, prediction, prognosis, treatment or alleviation of disease.
The In Vitro Diagnostic Medical Devices Regulation (EU) 2017/746 (IVDR) establishes a new
regulatory framework for in vitro diagnostic medical devices, such as HIV tests, pregnancy tests or
SARS-CoV-2 tests. It is estimated that around 70% of clinical decisions are made using in vitro
diagnostic medical devices.
The IVDR will replace the current Directive 98/79/EC on in vitro diagnostic medical devices from
26 May 2022, and introduce substantial changes in the sector. The Regulation aims to ensure a high

level of protection of public health, patients and users and the smooth functioning of the internal
market taking into account the high number of small and medium-sized enterprises (SMEs) active in
this sector.
One of the main changes is to increase the involvement of independent conformity assessment
bodies (‘notified bodies'). Currently, under Directive 98/79/EC, only a relatively small number of
high-risk devices (about 8% of all in vitro diagnostics on the market) is subject to notified body
control. Under the IVD Regulation, around 80% of in vitro diagnostic medical devices will be under
the control of notified bodies, the vast majority of them for the first time.
The IVD Regulation also introduces a set of common rules for in-house devices, i.e. those that are
manufactured and used in the same health institution. The new rules include requirements for
justification for the use of these devices and rules to ensure their safety and performance, such as an
appropriate quality management system.
The European Parliament, in a letter of 11 May 2021 called on the Commission to submit a legislative
proposal to ensure a smooth transition to the new regulatory framework and thereby the availability
of in vitro diagnostic medical devices on the EU market. Stakeholders representing the medical
device industry, notified bodies, healthcare professionals, clinical laboratories, and not-for-profit
blood establishments also called for urgent action.
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