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REPORTON
CLINICAL TRIALS
FOR
RARE DISEASES
IN SPAIN

2025*

Clinical trials are research mechanisms
used to determine the safety and
efficacy ofmedicines

Currently, 94% of rare
diseases do not have a
diagnostic tool or
treatment

AUTHORIZED
CLINICAL TRIALS (2024-2025)
Number of clinical trials

Of the authorized
clinical trials are for
rare diseases

Participants in clinical trials

Sponsors of clinical trials for rare diseases

Of clinical trials for rare 
diseases are sponsored by 
commercial sponsors

Phase of clinical trials for rare diseases

Participation of autonomous communities
in clinical trials for rare diseases

Catalonia, the Community
of Madrid, Andalusia and the
Valencian Community are the
regions with the highest participation
in clinical trials for rare diseases

119 centres were involved in the 216
clinical trials for rare diseases in
2025.

Research on rare diseases
by therapeutic area

Of the 216 clinical trials for rare
diseases authorized in 2025, 47
were in the field of oncology, 44
in the field of the immune
system and 33 for diseases of
the nervous system

Clinical trials with advanced therapy
medicinal products in Spain

Of the authorized 
clinical trials involving 
ATMPs are for rare 
diseases

Of participants in clinical
trials of advanced
therapy medicinal
products have been for
rare diseases

CLINICAL TRIALS for RARE
DISEASES (2020-2025)

Number of clinical trials

Over the past six years, 5,678 clinical 
trials have been authorized in Spain, 
1,284 of which were for  rare 
diseases (23%)

Over the past six years, 340,377 
participants have taken part in a 
clinical trial, with 24,370 
participating in trials for rare 
diseases (7%)

Clinical trials by sponsor

Clinical trials for
rare diseases are
driven by
commercial
sponsors

Participation of autonomous communities
in clinical trials for rare diseases

Leading hospitals in clinical
research for rare diseases

Clinical trials by therapeutic area

Oncology remains the most 
prominent area in clinical trials for 
rare diseases, but there has been a 
shift towards other therapeutic 
areas, particularly the immune 
system and the nervous system

Clinical trials with advanced therapy
medicinal products for rare diseases

Between 2020 and 2025, a total
of 245 clinical trials involving
advanced therapy medicinal
products were authorized in
Spain, of which 114 (47%)
focused on rare diseases

Trials of advanced therapy
medicinal products for rare
diseases have involved 1,636
people between 2020 and 2025,
accounting for 30% of
participants in clinical trials of
advanced therapy medicinal
products

*Source: Spanish Register of Clinical Trials (REec - AEMPS), accessed in February 2026. Data analysis carried out by Bioinnova Consulting.

• Figures for the period 2020-2024 may vary slightly from previous reports, as this analysis was carried out using updated data from the REec, downloaded in February 2026.

• Two phase IV clinical trials in the field of viral diseases (identifiers 2023-506977-36-00 and 2024-516600-42-00) have been excluded, as the high number of participants (114,011and 200,000,
respectively) distorted the aggregate analysis.

• Data on sponsor type (commercial/non-commercial) are sourced from the REec. Due to limitations in the extraction of this variable from European registration systems, some studies may not be
correctly classified according to sponsor type.

• RD: rare diseases
• ATMP: advanced therapy medicinal product
• CT: clinical trials

Clinical trials Clinical trials for rare diseases

Authorized clinical trials (2024-2025)

Clinical trial participants Participants in clinical trials for rare diseases

Participants in clinical trials (2024-2025) Participants in clinical
trials in 2025

Clinical trials for rare diseases by sponsor (2024-2025)

Participants in clinical trials
for rare diseases (2025)

Clinical trials by phase (2024-2025)

Percentage change in clinical trials by phase (2024 vs 2025)

Clinical trials for rare diseases by autonomous community in 2025

Leading hospitals in clinical research for rare diseases

Commercial Non-commercial

Phase I Phase I-II Phase II Phase II-III Phase III Phase III-IV Phase IV

Phase I Phase I-II Phase II Phase II-III Phase III Phase III-IV Phase IV

Authorized clinical trials with ATMPs (2024 vs. 2025)

Clinical trials with ATMPs Clinical trials with ATMPs for rare diseases

Participants in authorized clinical trials with ATMPs (2024 vs. 2025)

Clinical trials for rare diseasesClinical trials

Authorized clinical trials (2020-2025)

Participants in clinical trials for rare diseasesClinical trial participants

Participants in clinical trials (2020-2025)

Non-commercialCommercial

Clinical trials for rare diseases by sponsor (2020-2025)

Hospitals with the highest number of clinical trials (2020-2025)

trials

trials

trialsHospital Clínic de Barcelona (Catalonia)

12 de Octubre University Hospital (Community of Madrid)

Vall d'Hebron University Hospital (Catalonia)

Clinical trials with ATMPs for rare diseasesClinical trials with ATMPs

Authorized clinical trials with ATMPs (2020-2025)

Participants in clinical trials with ATMPs Participants in clinical trials with ATMPs for rare diseases

Participants in authorized clinical trials with ATMPs (2020-2025)

Pediatric Population Non-pediatric Population

Clinical trials for rare diseases by therapeutic area* (2024-2025)

Immune systemOncology

Musculoskeletal disordersCongenital and hereditary
disorders and neonatology

Cardiovascular diseases
Nervous system Respiratory tract
Hematology

Participants in clinical trials with ATMPs

Clinical trials for rare diseases by Autonomous Community (2020-2025)

Catalonia

Community of Madrid

Andalusia

Valencian Community

Castille and Leon

Chartered Community of Navarre

Basque Country

Region of Murcia

Aragon

Principality of Asturias

Canary Islands

Balearic Islands

Castilla-La Mancha

Clinical trials for rare diseases by therapeutic area* (2020-2025)

Immune systemOncology
Musculoskeletal disorders

disorders and neonatology Cardiovascular diseases
Nervous system Respiratory tract
Hematology

Congenital and hereditary

Nº Clinical TrialsAutonomous CommunityCenter
99CataloniaVall d'Hebron University Hospital

52Valencian CommunityLa Fe University and Polytechnic Hospital

52AndalusiaVirgen del Rocío University Hospital

45Community of MadridLa Paz University Hospital

42CataloniaHospital Clínic de Barcelona

37Community of Madrid12 de Octubre University Hospital

34Community of MadridGregorio Marañón Hospital

33CataloniaSanta Creu i Sant Pau Hospital

32CataloniaSant Joan de Déu Hospital

30Community of MadridRamón y Cajal University Hospital

28Castile and LeonSalamanca University Hospital

27Community of MadridFundación Jiménez Díaz University Hospital

27CataloniaBellvitge University Hospital

26CataloniaCatalan Institute of Oncology

25Chartered Community of NavarreUniversity of Navarre Clinic

24GaliciaSantiago University Hospital Complex

23AndalusiaMálaga Regional University Hospital

23CantabriaMarqués de Valdecilla University Hospital

••••

613

333

331

311

309Hospital Clínic de Barcelona

268

217

211

205

191

187

171

161Hospital Sant Joan de Déu Barcelona

Nº Clinical TrialsCenter

CataloniaVall d'Hebron University Hospital

Valencian CommunityLa Fe University and Polytechnic Hospital

AndalusiaVirgen del Rocío University Hospital

Community of Madrid12 de Octubre University Hospital

Catalonia

Community of MadridLa Paz University Hospital

Community of MadridGregorio Marañón University Hospital

CataloniaCatalan Institute of Oncology

Community of MadridRamón y Cajal University Hospital

CataloniaSanta Creu i Sant Pau Hospital

Castile and LeonSalamanca University Hospital

University of Navarre Clinic

Catalonia

Chartered Community of Navarre

Center Autonomous Community Nº  Clinical Trials

Participants in clinical trials with ATMPs for rare diseases
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