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Major changes in the final text of EU Regulation on In Vitro 
Diagnostics (IVDR) compared to the June 2016 version

Final text of the IVDR is out: what has changed? 
On 7 March 2017, the Council of the European Union formally voted on the IVDR text1 that was published on its 
website on 22 February 2017. At a first glance, it would seem that the final text is very different from its June 
2016 predecessor, given that the number of pages has increased from 306 to 477 and the number of Articles from 
90 to 113. However, a deeper analysis shows that no major changes were introduced in the final adopted text. 
The increased number of pages is mainly due to formatting decisions, whereas the additional articles were, in fact, 
already included in the June version as sub-sections of other articles (e.g. Art. 5a has now become Art. 7; Annex 
IIa has become Annex III).

Although the latest version of the IVDR presents no major changes compared to its June 2016 version, there are 
some changes that still need to be taken into account by manufacturers. The main change concerns:

• Transitional periods and provisions: this relates to recital 99 (new) and Art. 110(3).

The requirements in the IVDR will apply to all devices on the market from the application date of the Regulation 
(mid-2022). In order to ensure a smooth transition, it will still be possible for manufacturers to put a device on 
the market pursuant to Directive 98/79/EC (IVDD), from the entry into force (June 2017) until the application 
date (June 2022, 5 years). During this transitional period, manufacturers will be able to choose whether to comply 
with the Directive or with the Regulation. If they choose to comply with the Directive, their products will be 
allowed to stay on the market until June 2024. However, as of the date of application of the IVDR till June 2024, 
the requirements in the IVDR related to post-market surveillance, market surveillance, vigilance, registration 
of economic operators and devices shall apply, replacing the corresponding provisions in the IVDD.

During this transitional period, no significant changes to the design or intended purpose of the device are 
allowed. This means that the device has to remain as it is until the Notified Body issues a new certificate based on 
the IVDR.

Other changes include:

• Companion diagnostics: this relates to Art. 48 (3 and 4). The new Regulation further clarifies the necessity for 
the Notified Body to consult a competent authority, either at national level or the EMA, for the assessment of 
companion diagnostics. This was already in the June 2016 version, but it has now been written more clearly.

• Class B and C devices: this relates to Art. 48 (7 and 9). There is a specification of the difference in sampling 
between class B and class C devices. For class B devices, the assessment of the technical documentation 
of at least one representative device per category of devices is required, whereas for class C devices the 
assessment of the technical documentation concerns at least one representative device per generic device 
group2.

 
___________________________________

 
1. Council text IVDR 20170222

2. In the IVDR, generic device group refers to “a set of devices having the same or similar intended purpose or a commonality of technology”. 
Although there is no specific definition for category of devices, this specification implies that sampling criteria for class C devices will be more 
stringent, because products have to share the same or a similar intended purpose.
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In addition, there are some other minor changes that will not directly affect the manufacturer, like the timelines 
for the European Commission to update and publish on the different databases (especially Eudamed and NANDO) 
and the timelines for the coordinated assessment procedure for performance studies that take place in different 
Member States.

The IVDR will be complemented by multiple implementing and delegated acts, as shown below:

Final total ...of which compulsory

Implementing acts 32 6

Delegated acts 5 0

Total 37 6

Timelines
This is the likely timeline for the implementation of the IVDR:

Final adoption by the Council of the European Union: 7 March 2017

Final adoption by the European Parliament: April 2017

Text published in the Official Journal of the European Union: May 2017

Expected entry into force: June 2017

Companies must comply with IVDR: June 2022

Validity of IVD product certificates issued under current law by Notified Bodies:

• If issued prior to June 2017: certificates become void in June 2022 at the latest

• If issued after June 2017 according to the IVDD: certificates become void in June 2024 at the latest

Devices with IVDD certificates already on the market can continue to be made available or put

into service until: June 2025

Expected timeline for the IVDR

April 2017: 
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