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First accredited private clinical 

laboratory in Spain (ENAC).

UNE-EN ISO 15189. Medical 

laboratories - Requirements for 

quality and competence

Biobank

Smart biobank software

Registered  at Instituto Salud Carlos III

Comunidad de Madrid

Smart QMS software

Quality Management System

National and International projectsInnovative SME

Healthy services through 

science, technology and

innovation

Analytical chemistry, (nano)-

biotechnology, immunoassays, 

NAT assays, biosensing, clinical 

trials, software design, 

development and integration in 

health ecosystems…

EURL-IVD:

Herpervirus, bacterial agents, 

parasites, blood grouping

Consulting Químico Sanitario
Advanced Clinical Laboratory

UNE-EN ISO 17025

In process

General requirements for the 
competence of testing and 
calibration laboratories 2



TECHNOLOGY: research, design, develop and implementation of software

tools (for data communication) in order to ensure the highest standards in

security, traceability and quality.

Biobank R+D

Collect and manage biological 

human samples under controlled 

conditions for projects related to 

biomedical research.

Medical Laboratory

Analytical determinations by means of 

advanced automated instrumentation. 

(biochemistry, immunology, 

hematology and coagulation, 

microbiology, genetics…)

Research and consulting works 

in the fields of technology and 

biotechnology. 

BIOTECHNOLOGY: research/consultancy in IVD tests for biomarker

detection that can be applied to the diagnosis of the health status of the

patients

R

+

D

Pre-

analytical 

phase

Analytical 

phase

Post-

analytical 

phase

EURL-IVD

Ref. Laboratory

Categories II, III, VII, VIII

eurl-ivd@cqslab.com

Consulting Químico Sanitario
Advanced Clinical Laboratory

• Herpesvirus

• Bacterial agents

• Parasites

• Blood grouping
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Revamp of EU regulatory framework for IVDs
Regulation (EU) 2017/746 (IVDR)

Directive 98/79/EC 

on in vitro 

diagnostic medical 

devices

Regulation (EU) 

2017/746 on in vitro 

diagnostic medical 

devices
adopted in 2017

application 2022

• New risk-based classification system for IVDs (class 

A-D in order of increasing risk)

• More detailed and stringent rules on the evaluation 

of device performance

• Greater involvement of independent conformity 

assessment bodies (notified bodies )

For Class D IVDs: Adittional layers of control:

INDEPENDENT SCIENTIFIC BODIES

• Expert panel

• European reference laboratories (EURLs) 

IVD device

Manufacturer
Conformity assesment Device on market (CE-marked)
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Verifies performance of the device and test batches

IVD regulatory system – Class D
Improving quality and safety

Reviews the performance evaluation report 

of the manufacturer
(where there are no common specifications and where it is the 

first certification of that type of device)

• EURL-IVD CQS  - Consulting Químico Sanitario (Spain)

• EURL-IVD ISCIII - Instituto de Salud Carlos III (Spain)

• EURL-IVD SERMAS - Consortium of Hospitals of the Madrid Health Service (Spain)

• EURL-IVD RISE - Research Institutes of Sweden (Sweden)

• EURL-IVD PEI – Paul-Ehrlich-Institut (Germany)

AEMPS
Spanish Agency of 
Medicines and Medical 
Devices

EURL-IVD 
network 5

https://www.cqssalud.com/en/eurl/
https://cnm.isciii.es/eurl-ivd
https://www.comunidad.madrid/hospital/lapaz/profesionales/servicios-centrales/european-reference-laboratory-eurl-ivd-sermas-consortium
https://www.ri.se/en/what-we-do/services/eu-reference-laboratories
https://www.pei.de/EN/regulation/eu-reference-laboratory-ivd/eu-reference-laboratory-ivd-node.html


Category 8

Detection of blood 
grouping markers

ABO, Rhesus, Kell, 
Kidd, Duffy

Category 7

Detection or 
quantification of 

markers of
Parasite infection

Plasmodium spp., 
Trypanosoma cruzi, 

Toxoplasma gondii…

Category 5 

Detection or 
quantification of 

markers of
Respiratory virus 

infection

Highly virulent 
influenza virus, highly 
virulent coronavirus…

Category 3

Detection or 
quantification of 

markers of
Bacterial Agents

Treponema 
Pallidum…

Category 2 

Detection or 
quantification of 

markers of
Herpesvirus 

infection

Cytomegalovirus, 
Epstein Barr virus...

Category 1 

Detection or 
quantification of 

markers of
Hepatitis or 
Retrovirus 
infection

HBV, HCV, HDV, HEV, 
HIV1/2, HTLV I/II… 

Class D categories
Scopes of designation (EURLs network and subnetworks)

Category 4

Detection or 
quantification of 

markers of
Arbovirus infection

Wast Nile virus, 
Dengue virus, Zika 
virus, Chikungunya 

virus…

Category 6

Detection or 
quantification of 

markers of
Hemorrhagic fever 

viruses or other 
BSL4 virus

Ebola virus, Marburg 
virus, Lassa virus, 

Smallpox virus, 
Crimean Congo 

virus…

Subnetwork 1

1st Oct 2024 

Subnetwork 2

1st Oct 2024 

Subnetwork 3

1st Oct 2024 

Subnetwork 5

1st Oct 2024 

Subnetwork 7

1st May 2026 6

Subnetwork 8

1st May 2026 



INSTITUTO DE SALUD CARLOS III
Science for Health
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INSTITUTO DE SALUD CARLOS III
Science for Health
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INSTITUTO DE SALUD CARLOS III
Science for Health
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INSTITUTO DE SALUD CARLOS III
Science for Health
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INSTITUTO DE SALUD CARLOS III
Science for Health
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INSTITUTO DE SALUD CARLOS III
Science for Health
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INSTITUTO DE SALUD CARLOS III
Science for Health
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SERMAS EURL-IVD
SERMAS Hospitals Consortium

Real clinical environment

• Continuous exposure to routine diagnostics

• Complex patient cohorts

• Access to clinically relevant samples

• Transplantation & infectious diseases expertise

Independent public consortium

• Multi-center structure

• Complementary scientific expertise

• Shared infrastructures and distributed workload

Three leading tertiary hospitals. One European reference laboratory

Scopes II & III
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EURL-IVD NETWORK MILESTONES

2017 2022 2023 2024 2025 2026 2027

IVDR 

ADOPTION
IVDR FULL 

APPLICATION

DESIGNATION 

OF THE EURLs
EURL NETWORK

2017

IVDR ADOPTION

Regulation (EU) 2017/746

• Mandatory EURL involvement

• Batch testing (BT)

• Performance verification (PV)

2022

IVDR FULL APPLICATION

IVDR becomes fully applicable.

However:

• No EURLs designated yet

• No operational procedures

• No harmonised BT/PV process

2023

DESIGNATION OF THE 

EURLs

Batch testing shall start in 2024

2024-2026

EURL NETWORK

• Capacity building starts

• SOPs are developed

• NB agreements prepared

• Harmonization process

Batch testing shall start 

when its possible

2026-2027

NEW EURLs

• New EURLs will join the network

• End of transition period
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CURRENT SITUATION
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CURRENT SITUATION

• The legal framework is in place, but the EURL system for Class D 

IVD devices is still being implemented

• The EURL-IVD network is working in developing SOPs and 

harmonization processes

• Batch testing is steadily increasing

• In 2028  most class D IVD devices are expected to be tested
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• CQS EURL-IVD: eurl-ivd@cqslab.com

• National Center of Microbiology: cnm-eurl-ivd@isciii.es

• SERMAS EURL-IVD: eurl-ivd.sermas@salud.madrid.org
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