
 

Member State Website 

Austria 
https://www.basg.gv.at/en/healthcare-professionals/clinical-
trials/clinical-trials-with-medical-devices  

Belgium 
https://www.famhp.be/en/human_use/health_products/medical_device
s_accessories/clinical_evaluation_performance_studies 

Czech Republic 
https://sukl.gov.cz/prumysl/zdravotnicke-prostredky/klinicke-zkousky-
studie/  

Estonia 
https://www.ravimiamet.ee/en/medical-devices/clinical-and-
performance-evaluation-and-studies#performance-evaluati 

Finland 
https://fimea.fi/en/medical-devices/investigations-with-devices/clinical-
evaluation-and-clinical-investigations  

France https://ansm.sante.fr/vos-demarches/industriel#collapse-1  

Germany 
https://www.bfarm.de/EN/Medical-devices/Tasks/DMIDS/Clinical-
Investigations/_node.html  

Greece https://www.eof.gr/web/guest/clinical-md 

Hungary https://ogyei.gov.hu/medical_devices/  

Ireland 
https://www.hpra.ie/regulation/medical-devices/medical-devices-
regulation/clinical-investigations-for-medical-devices  

Italy 

https://www.salute.gov.it/portale/dispositiviMedici/dettaglioContenutiD
ispositiviMedici.jsp?lingua=italiano&id=3134&area=dispositivi-
medici&menu=sperimentazione 
 
https://www.salute.gov.it/portale/moduliServizi/dettaglioSchedaModuli
Servizi.jsp?lingua=italiano&label=servizionline&idMat=DM&idAmb=SC&i
dSrv=PRE1&flag=P 
 
https://www.salute.gov.it/portale/moduliServizi/dettaglioSchedaModuli
Servizi.jsp?lingua=italiano&label=servizionline&idMat=DM&idAmb=SC&i
dSrv=PRE2&flag=P 

Latvia 
https://www.zva.gov.lv/en/healthcare-professionals-and-
institutions/medical-devices/clinical-investigations-and-performance-
studies  

Lithuania 
https://bioetika.lrv.lt/en/biomedical-research/authorisation-of-clinical-
trials-with-medical-devices/  

Luxembourg 
https://santesecu.public.lu/fr/espace-
professionnel/domaines/recherche-biomedicale/investigation-clinique-
dispositifs-medicaux.html  

Netherlands 
https://english.ccmo.nl/investigators/clinical-investigations-with-
medical-devices  

Norway 

https://www.dmp.no/en/medical-devices/clinical-investigation-of-
medical-devices/introduction-to-clinical-investigation-of-a-medical-
device  
 

https://www.dmp.no/en/medical-devices/performance-studies-of-in-
vitro-diagnostic-medical-devices  
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Poland 
https://www.gov.pl/web/urpl/zalatw-sprawe-dotyczaca-wyrobow-
medycznych 

Portugal 

https://www.infarmed.pt/web/infarmed/entidades/dispositivos-
medicos/investigacao-clinica-avaliacao-funcional/investigacao_clinica 
 

https://www.infarmed.pt/documents/15786/1558631/%C2%A0Orienta
%C3%A7%C3%B5es+regulamentares+para+Investiga%C3%A7%C3%B5es+
cl%C3%ADnicas+de+dispositivos+m%C3%A9dicos+-
+submiss%C3%B5es+em+portugal/b975e4e7-0a91-c57d-68bd-
6946c301e2a3  

Romania https://www.anm.ro/en/dispozitive-medicale/investigatie-clinica/  

Slovenia https://www.jazmp.si/en/medical-devices/clinical-investigations/  

Spain 
https://www.aemps.gob.es/productos-sanitarios/investigacionclinica-
productossanitarios/instrucciones-de-la-aemps-para-la-realizacion-de-
investigaciones-clinicas-con-productos-sanitarios-en-espana/ 

Sweden 
https://www.lakemedelsverket.se/en/permission-approval-and-
control/clinical-trials/medical-devices/clinical-investigation-of-medical-
device  
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