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

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

*Source: Spanish Registry of Clinical Trials (REec - AEMPS), accessed April 2025. Data analysis prepared by Bioinnova Consulting.
The Phase IV clinical trial with identifier 2023-506977-36-00 in the therapeutic area of viral diseases was excluded from the analysis because the data were 
distorted by the fact that it included 114,011 patients.
Most of the trials analyzed were multicenter, with each individual trial being counted in several autonomous communities. Some of the data in the
report vary from the 2023 report due to updates made after that year's report was completed.
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Catalonia, the Community of
Madrid and Andalusia are the
autonomous communities with the
highest participation in clinical trials

In the last five years, 4,715
clinical trials have been
authorized in Spain, 1,066
in rare diseases (23%)

During the last 5 years,
292,318 people participated
in a clinical trial, 19,972 in
trials in rare diseases (7%)

Of the 207 clinical trials in rare
diseases authorized in 2023,
56 have been in the area of
oncology, 31 in the immune
system and 25 for diseases
of the nervous system, the
same number of trials as for
genetic phenomena

Of the clinical
trials in rare
diseases are
commercial
sponsored

Clinical trials in rare diseases
have been mainly concentrated
in the oncology area, followed
by in rare diseases of the 
immune system, nervous 
system, genetic phenomena 
and hematology

Between 2020 and 2024, a
total of 199 clinical trials with
advanced therapies have
been authorized in Spain, of
which 101 (51%) have
targeted in rare diseases

Trials of advanced therapies
for rare diseases have included 
1,408 individuals between 
2020 and 2024, 35% of 
participants in clinical
trials with advanced
therapy drugs

Participation of research
centers by autonomous 
communities

Leading hospitals in clinical
research in rare diseases

Clinical trials with advanced
therapies in rare diseases

Clinical trials by therapeutic area

Of clinical trials 
authorized are in
rare diseases22 %

94 %

Of clinical trials
in rare diseases
by commercial 
promoters

95 %

Of the clinical trials
with ATMPs
authorized are for
rare diseases

52 %

Of the participants
included in CC trials with
ATMPs have been for rare 
diseases

37 %

95 %

Authorized clinical trials (2023-2024)

Clinical trials Clinical trials in rare diseases

No. participants clinical trials No. participants in clinical trials
in rare diseases
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