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Innovative SME National and International projects EURL-IVD:
Healthy services through f \ / \ Herpgrwrus, bacter!al agents,
. parasites, blood grouping
science, technology and ﬁ CoBERNG  MNSTERIO
: tion o DEETANA - PRROVACION
innova
Apalytical chemistry, (nano)- R s URL
biotechnology, immunoassays, o 50 4 IVD
NAT assays, biosensing, clinical
trials, software design,
development and integration in
health ecosystems...
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First accredited private clinical Biobank Smart QMS software UNE-EN ISO 17025
laboratory in Spain (ENAC). Smart biobank software Quality Management System In process
UNE-EN ISO 15189. Medical ) General requirements for the
laboratories - Requirements for Registered at Instituto Salud Carlos Il ' C — x By taoién competence of testing and
| e Inversiones

quality and competence Comunidad de Madrid calibration laboratories
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. Biobank {=> Medical Laboratory " : I R+D E ~ -

E . esssEssEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEs 4 E R
Collect and manage biological Analytical determinations by means of Research and consulting works  : IVD
human samples under controlled advanced automated instrumentation. : in the fields of technology and :
conditions for projects related to (biochemistry, immunology, biotechnology.

biomedical research. hematology and coagulation,
microbiology, genetics...)
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Valid until Nov 15th 2024

AT R coBNO  MeSTINO.
] COMNA  DomNCR
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terannans Pre- Analytical | POt L - : EURL-IVD :
analytical h analytical . . .
phase phase phase INNOVATIVE SME : . Ref. Laboratory

Categories II, 11, VII, VIII

] eurl-ivd@cqslab.com
BIOTECHNOLOGY: research/consultancy in IVD tests for biomarker
detection that can be applied to the diagnosis of the health status of the «  Herpesvirus
B patients - Bacterial agents
+ lllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllll * ParaSiteS
* Blood groupin
D SMART grouping
TECHNOLOGY: research, design, develop and implementation of software @QMS
tools (for data communication) in order to ensure the highest standards in
security, traceability and quality. SMART
O BIOBANK ,
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Revamp of EU regulatory framework for IVDs CQS ": 4\ RN i (e

Regulation (EU) 2017/746 (IVDR) e

IVD device ; .
Manufacturer » Conformity assesment » Device on market (CE-marked)
Directive 98/79/EC Regulation (E!’) . * New risk-based classification system for IVDs (class
on in vitro E:) 2017/746 on in vitro » A-D in order of increasing risk)
cragnostic medical diagnostic medical * More detailed and stringent rules on the evaluation

devices devices ,
of device performance

* Greater involvement of independent conformity
assessment bodies (notified bodies )

\ 2

For Class D IVDs: Adittional layers of control:

Medium risk High risk
device device (D):

INDEPENDENT SCIENTIFIC BODIES
» Expert panel
» European reference laboratories (EURLs)

Low risk

device (A):
(B Full
Proportionate assessment

involvement of by notified
notified body body

Self-
declaration by
manufacturer

n European
Commission 4




IVD regulatory system - Class D CGS ‘l" R
Improving quality and safety Q v
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Reviews the performance evaluation report
Manufacturer 1 of the manufacturer
(where there are no common specifications and where it is the
l first certification of that type of device)
?" . @ | Expert panel ]
P N Notified Body A and/or
111 P//\ll ¢> EU reference laboratory
. L
National . :
B Verifies performance of the device and test batches
> Dovie on mareet | o

EURL-IVD CQS - Consulting Quimico Sanitario (Spain) C(GS \

agencia espafnola de
medicamentos ¥
. productos sanitarios
AEMPS
Spanish Agency of

Medicines and Medical
Devices

EURL-IVD ISCIII - Instituto de Salud Carlos Il (Spain) Z"%:'

EURL-IVD SERMAS - Consortium of Hospitals of the Madrid Health Service (Spain)“,!M

SaludMadrid

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

network , /

EURL-IVD PEI - Paul-Ehrlich-Institut (Germany) &
=S



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

Class D categories
Scopes of designation (EURLs network and subnetworks)
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Category 1

Detection or
quantification of

Category 2

Detection or
quantification of

Category 3

Detection or
quantification of

Category 5

Detection or
quantification of

Category 7

Detection or
quantification of

Category 8

Detection of blood
grouping markers

markers of markers of markers of markers of markers of
Hepatit{'s or H?rpesylrus Bacterial Agents Respiratory virus Parasite infection ABO,.RheSUS, Kell,
Retrovirus infection infection Kidd, Duffy
infection Treponema Plasmodium spp.,
Cytomegalovirus, Pallidum... Highly virulent Trypanosoma cruzi,

HBV, HCV, HDV, HEV,
HIV1/2, HTLV I/Il...

Epstein Barr virus...

influenza virus, highly
virulent coronavirus...

Toxoplasma gondii...

CGS CGS - . y
#E < < X cgs | ¢S
. Rl "% =
4 Y4 ~
= M M RL
SE
Subnetwork 1 Subnetwork 2 Subnetwork 3 Subnetwork 5 Subnetwork 7 Subnetwork 8
1stOct 2024 1stOct 2024 1stOct 2024 15t Oct 2024 1stMay 2026 1stMay 2026
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INSTITUTO DE SALUD CARLOS Il CQS “’: s

Science for Health

Instituto de Salud Carlos lli

National Center of Microbiology

Director: José Miguel Rubio
Coordinatorscope 1, 2, 3: Ana Avellon aavellon@isciii.es
Coordinator scope 7: Maria Delmans Flores
Laboratory specialists of:
- Hepatitis
- Retrovirus
- Herpesvirus (serology and NAT)
- Treponema
- Parasites

Location: Majadahonda. Madrid. Spain

CNM-EURL-IVD@isciii.es ;
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MISSION

GOBIERNO MINISTERIO
DE ESPANA DE CIENCIA, INNOVACION
Y UNIVERSI DADES

To contribute to the improvement of citizens' health and the

fight against diseases, through the promotion of research

and innovation in Health Sciences and Biomedicine, the @

¢ @ @ Instituto
2N~ de Salud
g & Carloslll We protect your health

Ciencia y Salud 1986-2026 through Science

provision of reference scientific-technical services and the
development of teaching programs aimed at the Spanish

National Health System.

ISCIII'S CENTERS®

SCIENTIFIC-TECHNICAL SERVICES
AND CONSULTANCY

National Center for Tropical Medicine (CNMT)
The ISCIIl manages, develops and offers the State National Center of Microbiology (CNM)
scientific-technical reference services on prevention and National Center for Environmental Health (CNSA)
control of communicable and non-communicable diseases, Rare Diseases Research Institute (IIER)
Environmental Health and Public Health, biological products Doping Control Laboratory (LCD)

and those potentially dangerous to Public Health. Blological Alert Laboratory Network (RE-LAB)
Technical Scientific Central Units (UCCTs)
Likewise, it offers scientific-technical advice to support

Functional Research Unit in Chronic Diseases (UFIEC)

decision-making in health technologies and health services Research Unit in Health Care and Services (INVESTEN-ISCIII)

in the Spanish National Health System, among others. Research Unit in Telemedicine and Digital Health (UITeS)
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Science for Health SaludMadrig S e

National Center of Microbiology

Centro Nadoral de Microbiologa

From the CIHUHN (National Center for Microbiology), we provide
scientific and technical support in the field of infectious diseases to the
General State Administration, the Autonomous Communities, and the
National Health System (SNS)

''''''''

v’ Reference Laboratory: Portfolio of tests including Virology, Bacteriology,
Micology and Parasitology with Quality accreditation ENAC 15189,
17025) <

v Microbiology Alerts covered 24/7 (HantaV, EbolaV, Crimea Congo...) Lesrnmore

v BSL3 working, BSL4 in construction

v Outbreak microbiology investigation (genomic epidemiology)

v" Research in Microbiology 9

EURL-IVD

La Comisién Europea ha designado 5
laboratorios diferentes en Europa de
conformidad con el articulo 100 del
Reglamento (UE) 2017/746 . La...

UNION EUROPEA
Fe € Ge Desarrolio

000 Europeo
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National Center of Microbiology

09/02/2026

5 afos del sistema de vigilancia de
infecciones respiratorias agudas
graves en Espana

’ 27/01/2026
03/12/2025

01/12/2025 27/11/2025

Vacuna frente al neumococo:
Cambios genéticos en un

Dia Mundial del Sida: asi impulsael  Un estudio confirma un aumento menor gnfermedad invasiva 20/04/2026
norovirus explican el aumento de ISCIII el estudio del VIH muy significativo de la sarnaen pediatrica por cepas resistentes
brotes de gastroenteritis Espana

Hallazgo en babesiosis humana:
nueva especie de parasito

10
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Main EURL NETWORK expected activity: Advisory activity:

c) Scientific & tech. assistance

- Performance verification of class D devices (every 5 years) E Y I ——

e) Set-up.and manage a NRL network

- Batch verification (periodic, every batch)

Advisory tasks
and networking

f) Contribution in testing and analysis methods

activities g)ICollaboration with NBs in best practices
'f CQS Ya h) Recommendationsiin suitable refmaterials
e ~00 “
Z‘% sdgM i) Contribute to develop. of CS:and IS
.Sl ¢ j) Scientific opinions to)NBs consultations
< . »AlL |
= S

CONTINOUS HARMONIZATION PROCESS
OF THE NETWORK

Supported by the EU Direct Grants 2024, 2025, 2026

Direct Grant 11




INSTITUTO DE SALUD CARLOS Il “q o Srvtonch e (B =
[+] * ko i on Surveillance and Screening £ ,,(r
L] Ak |dneStSI;l|l:g of Blood-borne Pathogens
Carloslll 20-21May 2026 | Bilbao, Spain dipfanl \g ik L e
iencia y Salu 986-2026 R oty A

Science for Health

EURL NETWORK HARMONIZATION PROCESS - Harmonizationbetween EURLs

- Harmonization between scopes (Subnetworks)

Hepatitis B, C, D, E
retrovirus

Two report template for PV and BT i
£ | Heres - EURL Network [ ReSpeion

“m &

Report

One document per scope including
. - Bacterial agents
criteria for PV and BT ) e M

Criteria

One document per pathogen

Pro Ced ures a nd P rotoco I S including procedures for PV and BT

AS, DS, S etc

One document per pathogen
including materials for PV
and BT

Reference materials

IS, EURL materials, sample panels

12
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EURL NETWORK HARMONIZATION PROCESS ~ - 'farmonization between EURLs

- Harmonization between scopes (Subnetworks)

“IIIIIIIIIIIIIIIIIIIIIII",IIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIII.H@

o g
E AE’I b EURLetw
i Control of the system: EQA,
. Proficiency testing, Peer review system :

..IIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIII-‘
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SERMAS Hospitals Consortium SaludMadricl oS s

Hospital General Universitario Hospital Universitario
Gregorio Maranoén saudvecid R@MON Y Cajal

Hospital Universitario “,H
La Pa Hospital Carlos Il

SaludMadrid Z‘ Hospital Cantoblanco SaludMadrid

Fﬂvﬂr—w—— I—-r-f.‘l

oy

Instituto de Investigacion
Sanitaria Gregorio Marafon

Three leading tertiary hospitals. One European reference laboratory

N [ N

Real clinical environment Independent public consortium

* Continuous exposure to routine diagnostics «  Multi-center structure SCOpeS “ & “l
*  Complex patient cohorts * Complementary scientific expertise

*  Access to clinically relevant samples * Shared infrastructures and distributed workload

* Transplantation & infectious diseases expertise

o RN J

14
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2023

2017 2022 2024-2026 2026-2027
DESIGNATION OF THE NEW EURL
IVDR ADOPTION IVDR FULL APPLICATION EURLs EURL NETWORK S
Regulation (EU) 2017/746 IVDR becomes fully applicable. Batch testing shall start in 2024 + Capacity building starts * New EURLSs will join the network
» SOPs are developed * End of transition period
* Mandatory EURL involvement However: * NB agreements prepared
* Batch testing (BT) * No EURLSs designated yet * Harmonization process
* Performance verification (PV) * No operational procedures
* No harmonised BT/PV process Batch testing shall start

when its possible

IVDR IVDR FULL DESIGNATION

EURL NETWORK

ADOPTION APPLICATION | OF THE EURLs

15
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MedTech Europe

from diagnosis to cure

16
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 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

. /

17
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* CQS EURL-IVD: eurl-ivd@cgslab.com EURL
* National Center of Microbiology: cnm-eurl-ivd@isciii.es IVD
e SERMAS EURL-IVD: eurl-ivd.sermas@salud.madrid.org

. /

18



mailto:eurl-ivd@cqslab.com
mailto:eurl-ivd@cqslab.com
mailto:eurl-ivd@cqslab.com
mailto:eurl-ivd.sermas@salud.madrid.org
mailto:eurl-ivd.sermas@salud.madrid.org
mailto:eurl-ivd.sermas@salud.madrid.org

	Slide 1
	Slide 2
	Slide 3
	Slide 4
	Slide 5
	Slide 6
	Slide 7
	Slide 8
	Slide 9
	Slide 10
	Slide 11
	Slide 12
	Slide 13
	Slide 14
	Slide 15
	Slide 16
	Slide 17
	Slide 18

