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164
OMPs with marketing 
authorisation (MA)

141
have a 

  of those 
who have 

National Code 
(NC), 86%

MA
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are reimbursed,  
of those with 

64%
MA

ORPHAN MEDICINAL PRODUCTS
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13
New
marketing
authorisations
in the EU

10
New national
codes in
Spain

5
New OMPs
reimbursed by
the SNS
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Other

105 (65)62% *
OMPs are
reimbursed by the
SNS

are reimbursed with
restrictions
(either with limitations on
approved indications or with
certain indications not
reimbursed)
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ADVANCED THERAPY
MEDICINAL PRODUCTS FOR RARE DISEASES

ADVANCED THERAPY MEDICINAL PRODUCTS
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resolution

5
ATMPs
with OD
and MA**

18

ATMPs for
rare diseases

Note 1: Because the data cannot be obtained from any public source, this document does not include OMPs that are available in our country under specific circumstances and special authorisations 
provided for in Royal Decree 1015/2009 (compassionate use, use under conditions other than those authorised, or access to foreign medicines).

Note 2: In the chart showing advanced therapy medicinal products with marketing authorisation, national codes, and reimbursement, the data are not cumulative.

Note 3: The values shown in the charts are typically rounded to whole numbers for clarity. In exceptional cases, decimals have been included when the sum of the rounded percentages results in values 
less than or greater than 100.

* Data accumulated until August 31, 2026.

**The 18 advanced therapy medicinal products with OD and MA are included in the total of 164 OMPs with MA, since they are ATMPs with brand names.

Acronyms:

- MA: marketing authorisation
- NC: national code
- ATMPs: advanced therapy medicinal products
- OD: orphan designation
- SNS: Spain's National Health Service

Market Access Report to 
Orphan Medicinal Products 
in Spain

The sources used in this report are the European Medicines Agency (EMA), the Community Register of Orphan Medicinal Products (COMP), the 
Spanish Agency for Medicines and Health Products (AEMPS), and the Spanish Ministry of Health.
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