
SPAIN-Directorate General for Pharmacy and Healthcare Products 
Flow chart-pharmaceutical system in SPAIN in the in- and out-patient sector 

  
            
 European Medicines Agency (EMA) or Spanish Medicines and 
  Medical Devices Agency (AEMPS: autonomous body dependent 
  of the Ministry of Health and Social Policy 
       Task: decision on authorisation and registration 
 Criteria: Quality, safety, efficacy (Directive 2004/27/EC), Spanish Medicines Act 
 (Act 29/2006, July 26, for Guarantees and the Rational Use of Medicines and 

Healthcare Products), Spanish Royal Decrees 1344/2007 and 1345/2007 
  
 Spanish Medicines and Medical Devices Agency 

Task: Decision on prescription, dispensing requirements and if a pharmaceutical fulfils the 
Criteria of pharmaceuticals 
Criteria: Directive 92/56/EEC, Spanish Medicines Act, Spanish Royal Decrees 1344/2007 and 
1345/2007 and Ministerial Orders that state the prescription and dispensing requirements 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 MINISTRY OF HEALTH AND SOCIAL POLICY: Directorate-General for Pharmacy and 
 Healthcare Products 
 

 

Financing Procedure (Act 29/2006) 
Task: to decide if it is or not reimbursable into the 
National Health System and fixing price 
Criteria: external price referencing, internal similars 
price referencing, therapeutic usefulness, budget 
impact, reference pricing system

Structural cost-
containment 
measures and 
pharmaceutical 
policies 

Hospital Pharmacy 
Task: to purchase the medicines for 
the hospital. Price negotiations, 
discounts, procurement 
Criteria: depending on the product 
or on the market situation of the 
medicine

New medicine 

Resolution: Dispensing requirements, exfactory 
price, retail price, type of copayment 

Belongs to an ATC Group reimbursable 

Yes No 

 Inclusion in the National Reimbursement 
List (Nomenclator Database) 

Medicines 
Database 
coordinated 
with AEMPS 

Medicines distributed via 

Manufacturers 

Wholesalers 

Pharmacies 

Patients 

General practitioners 

Specialists 

H Public hospitals which receive 
public funds 

P
a
t 

Pharmacotherapeutic Committe 
Task: to decide on the inclusion of 
medicines in the formulary 
Criteria: selection based on evidence 
based medicine and 
pharmacoeconomic criteria. PTC 
assess every new drug prior to include 
it in the HPF

Physicians (specialists) 
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Regional Committees 

 
Area Commitees for the rational use in Primary Care    Area Committes for the rational use in Special. 
-Formularies, Guidelines, prescription targets 
                                                            
      Attempt to achieve coordination 
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Evaluation Committee 

In consultation with Pharmacovigilance             
Committee 

Decentralized Health care 
structures in regions are 
also in charge of 
pharmacovigilance 
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Interaction, 
Transparency and 
Guarantees 

Pharmaceutical 
companies 

Interministerial Pricing 
Committee (linked to the Ministry of 
Health): Ministries of Health, 
Economy and Industry 

Intervention 

Interterritory Board for 
the NHS: Pharmacy 
Committee 

Cohesion, 
Equity 
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Consumption 
Database 

Pharmaceut
ical Council 

OUT-PATIENT IN-PATIENT 


