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Access report on 
Orphan Drugs in Spain

The sources relied on for this report are the European Medicines Agency (EMA), the Community Register of orphan medicinal products, the Spanish 
Agency for Medicines and Health Products (AEMPS) and the Ministry of Health. 

*Cumulative data from January 1 to August 31, 2022.
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NO. OF UNFINANCED ODs
PER NATIONAL CODE YEAR

ODs UNFINANCED
BY THERAPEUTIC AREA
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and orphan 
designation
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New orphan 
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New EMA market 
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ODs obtained  
National Code in 
Spain

ODs financed by the 
NHS
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ODs with market authorization and 
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% FROM THE YEAR OF THE MARKET AUTHORIZATION

BY THERAPEUTIC AREA

2019 2020 2021 2022*

(limitation of indications or 
unfunded indications)

47% 
(28)

Financed with 
restrictions 

Orphan drugs are currently 
financed by NHS59

Orphan drugs with National Code 
not financed by the NHS

Not financed by resolution

Under study or without funding 
request

Removal from the Nomenclature
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57
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DRUGS WITH MARKET AUTHORIZATION WITHOUT NATIONAL CODE21

1   and 2    Four-Month Period st nd

Annual average 1   and 2    Four-Month Period st nd

Annual average 1   and 2    Four-Month Period st nd

As of August 31, 2022 there are: 

Advanced therapies with market 
authorization in Europe 

With National Code 

Financed by NHS
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Nervous system 
Metabolic 
Hematopoietic 
Cardiovascular system 
Immunomodulatory agents 
Sense organs 
Musculoskeletal system 
Antiinfectives 
Hormonal compounds 
Dermatologicals 
Oncologicals

5% 52%

19%

24%

Less than 1 year 
Between 1 and 2 years 
Between 2 and 3 years 
More than 3 years

14%
5%

19%

9%

9%

10%

5%

10%

19% Nervous system 
Metabolic 
Hematological 
Antiparasitic 
Antiinfectives 
Hormonal compounds 
Dermatologicals 
Oncologicals 
Others


