
Complying With Europe's In Vitro Diagnostic Medical Device Regulations 

In Vitro Diagnostic Device Manufacturers – the largest 
segment of the medical device industry, predicted to 
reach $79 billion in revenue worldwide by 2024.

Who

Preparation
What do you need to do to prepare your organization before you take official steps?

Oxford can provide the staffing and consulting support you need to progress toward IVDR compliance – from 
strategic planning advice to building a team of professionals to project management. 

Visit www.oxfordcorp.com/specialties/life-sciences/IVDR-project-services to learn more. 

Regulations enacted in May 2017, giving 
manufacturers 5 years to comply with new, stricter 
guidelines, including:

• Increased number of modifications, definitions,
classifications, and conformity assessments

• Significant requirements for clinical evidence,
with an increased focus on intended use and
user environment

• Individual trials for each unique product with a
user environment relative to laboratory,
near-patient testing (NPT) and self-testing

What

Applies to all IVD manufacturers, worldwide, who want 
to sell their products in Europe.

Where

Key Dates

IVDR Checklist

We Can Help

When
IVDR goes into effect on May 26th 2022. Some existing 
certificates complying with previous directives may be 
used until 2024. 

See the timeline below for details.

Why
The new regulations seek to increase the safety and 
efficacy of in vitro diagnostic devices, as well as improve 
product traceability and transparency.

How
Manufacturers should carefully review the regulations 
and perform gap assessments to identify processes that 
need to be updated. Then perform any necessary 
remediation before undertaking a conformity assessment 
with a notified body. 

Follow the checklist below to track your progress.

March 26th 2020
Eudamed will go live.

May 26th 2022
IVDR date of application.

May 26th 2024
AIMD, MDD and IVDD 
certificates become void; 
after this date devices 
will no longer be 
approved for the EU 
market under these 
certificates.

May 26th 2025
Devices can no longer be 
put into service in the EU 
using AIMD, MDD or 
IVDD certificates.

Gap Assessment
Have an expert review your current Quality Management 
System (QMS) to identify anything missing that would 
prevent your compliance with IVDR

Training
Implement a training program to inform all team members 
about IVDR-related changes that have been made to your 
production process

Remediation

Sources: http://www.evaluate.com/thought-leadership/medtech/evaluatemedtech-world-preview-2018-outlook-2024, 
https://ec.europa.eu/docsroom/documents/33863, https://www.meddeviceonline.com/doc/key-changes-to-understand-in-the-new-european-mdr-and-ivdr-0001, 
http://www.appliedclinicaltrialsonline.com/big-changes-eu-medical-and-vitro-diagnostic-device-regulations?pageID=2

Engage consultants to amend and implement changes to 
your QMS and provide all necessary documentation

1. Pass a conformity assessment (this does not apply
to most Class A in vitro diagnostic devices)

2. Draft a Declaration of Conformity

3. Place a CE mark on the device

4. Assign a Basic UDI-DI and provide it to the UDI database

5. Submit key manufacturer and authorized representative
information (and if applicable, importer) to Eudamed

6. Place your CE marked device into the European market

Mock Inspection
Get an IVDR expert to conduct a mock inspection to see if 
they can find any instances of IVDR noncompliance in 
your facility

Testing
Conduct tests to verify that your IVDR-compliant process 
works flawlessly in every situation

Plan Your Path to IVDR Compliance

Official Steps
After you’ve done your due diligence to align with the new Europe In Vitro Diagnostic Medical Device 
Regulations, there are formal steps that every manufacturer must complete. If your competitor is ready for 
these steps before you are, they may beat you to market. 

Don’t get stuck waiting in line to be reviewed by a Notified Body! 




