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Coronavirus: Commission issues guidelines on testing

Brussels, 15 April 2020

Today, as part of the European Roadmap towards lifting coronavirus containment measures, the
Commission is presenting guidelines on coronavirus testing methodologies. The guidance aims to
support Member States in effectively using testing tools in the context of their national strategies and
during the different stages of the pandemic, including when phasing out confinement measures. The
Commission also aims to ensure that high-quality tools are available to assess the performance of the
tests.

Stella Kyriakides, Commissioner for Health and Food Safety, said: "The capacity to perform large-
scale testing is key to detecting and slowing down the coronavirus pandemic and is a crucial pre-
condition for a gradual return to our normal way of life. The main priority for us all is to fight the virus
and protect our citizens from further exposure and infection, and to do so, we need to know where the
virus is. In the absence of a vaccine, safe and reliable testing is our best bet to protect our health care
workers, the most vulnerable of our citizens and our societies at large. This is a cornerstone of our
roadmap towards lifting coronavirus containment measures.”

Mariya Gabriel, Commissioner for Innovation, Research, Culture, Education and Youth, responsible for
the Joint Research Centre (JRC), said: “We have been working hard to analyse the information on the
quality assurance of the coronavirus tests and devices that are currently being used. The results show
that there is a mismatch between the existing quality and what could be expected to ensure good
performance of the tests. The European Commission has therefore developed test performance criteria
which aim to improve the overall performance of these tests. This will benefit all European citizens and
is a key part for of the exit strategy from the current crises.”

The availability of reliable data over time is key to lifting containment measures. In order to achieve
this, there needs to be sufficient monitoring of the progression of the coronavirus pandemic, including
through large-scale testing.

In its guidelines, the Commission calls on manufacturers to produce “state of the art” testing kits.
Although the science relating to testing is still evolving rapidly, this obligation is important as the
information provided by these test kits is used for crucial public health decisions.

Given the importance of tests in the current situation and the rapid development of the pandemic, the
Commission is also insisting on pooling resources for the validation of coronavirus tests at EU-level. It
is important to centralise the validation and to share the results at EU and international level.

In order to ensure the highest possible testing quality, make sure that tests are correctly used and
further align the evaluation and validation of test device performance, the Commission is proposing to
launch the following actions in the coming weeks:

- an assessment of common approaches in national strategies;
- the sharing of information on the performance of tests;

- the establishment of a network of coronavirus reference laboratories across the EU to facilitate the
exchange of information, and the management and distribution of control samples;

- the drafting of further guidance on performance evaluation and conformity assessment following
additional dialogue with the industry and national competent authorities;

- making available tools for assessment of performance, such as reference materials and common
methods for the comparison of devices;

- the fight against counterfeit devices through international cooperation and cooperation between
Member States' authorities;

- the coordination of supply and demand by EU instruments such as the Clearing House, rescEU and
joint procurement;

- solidarity between Member States by ensuring a fair distribution of available stocks and laboratory
equipment focussing on where they are most needed.

Background


https://ec.europa.eu/info/files/testing-kits-communication_en

Currently, EU legislation lays down a number of requirements for tests. The manufacturer of a test
must prepare a technical file, which demonstrates that the test is safe and performs as intended.

There are currently two categories of tests:
- tests detecting the virus;

- tests detecting antibodies; these tests detect whether the patient has already been exposed to the
virus and therefore produced antibodies.

Assessing the performance level of a test can be very challenging as the biological materials necessary
for this assessment are not always available. Moreover, unified ways to compare tests do not always
exist.

More information
Dedicated Commission webpage on the EU's response to the Coronavirus outbreak
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