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I. GENERAL PART 

 

I.1. Which drugs are considered innovative? 

As well know, innovative drugs are the result of implementation research 

and investigation projects by pharmaceutical industry. In this regard, an 

innovative drug is the first and only product of this type in the market and enjoys 

a temporary exclusive right of commercial exploitation taking into account its 

qualities and effects.  

 

From the legal perspective, the Spanish Agency for Medicines and 

Health Products considers an innovative medicine as "one that contains a new 

active ingredient and with which complete research and development has been 

carried out, from its chemical synthesis to its clinical use. It is therefore the first, 

and sometimes the only one, to provide data on the safety and therapeutic 

efficacy of the specific pharmaceutical speciality. It is generally marketed in 

different countries by the same owner, even under the same name, and 

sometimes its trademark is considered by prescribers as a synonym for the 

active ingredient". 
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Each innovative drug, according to its patent, is manufactured 

exclusively by the pharmaceutical laboratory that developed it.1 

 

I.2. What is the difference between an innovative and an orphan drug if 

there is any? 

According to the EU legal framework "Orphan Drug" means that product 

intended for the diagnosis, prevention or treatment of a life-threatening 

condition or a serious and chronic disability  does not affect more than 5 people 

out of 10,000. It is unlikely that, without incentives, the commercialization of 

such medicine in the community will generate sufficient benefits to justify the 

necessary investment and that the benefits are significant for people affected by 

the specific disease. 

  

Given the small number of patients targeted, the marketing of these 

drugs would not generate sufficient income to motivate the initial investment 

necessary for their development, patenting, distribution and dispensing. In 

Spain, in order to stimulate the development of these medicines, Royal 

Legislative Decree 1/2015 of July 24,2  establishes special measures relating to 

the economic and fiscal regime of these medicines in relation to their 

manufacture, import, distribution and dispensation.3 

 

 

                                                           
1
 Spanish Agency for Medicines and Health Products. Available at: 

https://www.aemps.gob.es/medicamentosUsoHumano/portada/home.htm 
2
 Available at: https://www.boe.es/eli/es/l/2006/07/26/29/con 
3
 National Health System Strategy on Rare Diseases. Ministry of Health, Social Services and 

Equality, 2014. Available at 
https://www.mscbs.gob.es/organizacion/sns/planCalidadSNS/pdf/Estrategia_Enfermedades_R
aras_SNS_2014.pdf 
Antonio Blázquez, Pérez Beatriz Gómez González, Juan Luque Moruno. Development of 
orphan drugs for rare diseases. Agencia Española de Medicamentos y Productos Sanitarios 
(AEMPS); Centro de Investigación Biomédica en Red de Enfermedades Raras (CIBERER). 
Available at:  
https://www.ciberer.es/media/810678/guia-medicamentos-huerfanos.pdf 
Royal Legislative Decree 1/2015, of 24 July, approving the revised text of the Law on 
Guarantees and Rational Use of Medicines and Health Products. Available at:  
https://www.boe.es/boe/dias/2015/07/25/pdfs/BOE-A-2015-8343.pdf 
Orphanet, information portal on rare diseases and orphan drugs: Available at: 
http://www.orpha.net/consor/cgi-bin/Education_AboutOrphanDrugs.php?lng=ES 

 

 

https://www.aemps.gob.es/medicamentosUsoHumano/portada/home.htm
https://www.boe.es/eli/es/l/2006/07/26/29/con
https://www.mscbs.gob.es/organizacion/sns/planCalidadSNS/pdf/Estrategia_Enfermedades_Raras_SNS_2014.pdf
https://www.mscbs.gob.es/organizacion/sns/planCalidadSNS/pdf/Estrategia_Enfermedades_Raras_SNS_2014.pdf
https://www.ciberer.es/media/810678/guia-medicamentos-huerfanos.pdf
https://www.boe.es/boe/dias/2015/07/25/pdfs/BOE-A-2015-8343.pdf
http://www.orpha.net/consor/cgi-bin/Education_AboutOrphanDrugs.php?lng=ES
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I.3. Innovative vs generic drugs? 

A generic drug has the same qualitative and quantitative composition in 

active ingredients and the same pharmaceutical form, and whose 

bioequivalence with the reference medicine has been demonstrated by 

appropriate bioavailability studies. 

 

Generic and innovative do not differ in terms of chemical-pharmaceutical 

quality assurances (composition, manufacturing process, stability, impurities, 

etc.) that must be submitted to the drug agencies, requiring full proper 

documentation and meeting identical requirements. However, while the best 

known standard to prove the efficacy and safety of a drug consists of carrying 

out properly designed clinical trials, there are other alternative ways in which a 

medicine can prove efficacy and safety, for example, by demonstrating 

equivalence with an already authorized medicine - which we call a reference 

medicine - instead of repeating clinical trials. This methodology is not only used 

with generic medicines, but also when the same company wants to market, for 

example, a new pharmaceutical form of its medicine (a new oral suspension 

instead of the original tablets). 

 

In legal terms, Spanish Royal Legislative Decree 1/2015 states that a 

generic medicine is: "Any medicine that has the same composition, qualitative 

and quantitative in active substances and the same pharmaceutical form, and 

whose bioequivalence with the reference medicinal product has been 

demonstrated by appropriate bioavailability studies. The various salts, esters, 

ethers, isomers, mixtures of isomers, complexes or derivatives of an active 

substance shall be regarded as the same active substance, unless they have 

considerably different properties in terms of safety and/or efficacy".   

 

It is therefore a medicinal product with the same pharmacokinetic, 

pharmacodynamic and therapeutic characteristics as another medicinal 

product for which the patent has expired (innovative medicinal product) and 

which is henceforth referred to as the "reference medicinal product".4 

                                                           
4
 A. García Arieta et al. Regulación de los medicamentos genéricos: evidencias y mitos Inf Ter 

Sist Nac Salud 2010: 34; 71-82. 
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I.4. Is there a definition in a legislative text? 

There is no a specific legal definition for innovative drugs. However, there 

is a definition for “medication for human use” that could be equivalent somehow. 

The article 3 a) of Royal Legislative Decree 1/2015, which approves the 

consolidated text of the Law on Guarantees and Rational Use of Medicines and 

Health Products, includes the legal definition of “Medication for human use” as: 

“Any substance or combination of substances that is presented as having 

properties for the treatment or prevention of diseases in humans or that can be 

used in humans or administered to humans in order to restore, correct or modify 

physiological functions exerting a pharmacological, immunological or metabolic 

action, or establishing a medical diagnosis”. Moreover, in this legal document 

there are another definitions, such as, advanced therapy medications, 

radiopharmaceuticals, etc, among other topics. 

 

 

I.5. Innovative drug policies in every country (if any - main points – dates 

etc) 

The impact of government policies on the discovery phase is indirect. 

That on the development phase is immediate. In all European countries the 

admission of medicinal products to national markets is controlled by national 

agencies that provide guidance about the evidence they need to reach a 

regulatory decision. The requirements of national authorities have converged 

gradually as a result of directives by the European Commission, and there is a 

high degree of apparent uniformity within the Community. And numerous 

scientific societies are requesting the creation of a National Strategy or a 

National Strategic Framework for Innovative Medicines. 

 

In practice, however, there are still substantial differences between one 

country and another ones. Some are minor and essentially residual, but others 

are more serious. Some reflect variations in administrative arrangements. The 

United Kingdom, for instance, relies entirely on the employees of the official 
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agency to make the decisions, whereas France depends on nongovernmental 

assessors. Differences in regulatory policies also reflect national differences in 

the practice of medicine and in approaches to clinical assessment.  Thus, in the 

United Kingdom and in Scandinavia, the main emphasis is on the large-scale 

clinical trial. In West Germany the pharmacological profile of the product is the 

most critical point. The result is a fragmented European drug approval system 

with different criteria of evaluation.In any case, government actions may affect 

pharmaceutical innovation. 

 

I.6. Differences between drug policies in general and policies for 

innovative drugs. 

Drugs policies in general may focus on different aspects (security, 

access, prosecute fakes drugs, guarantee of supply, quality, information, 

prescription, public health, general interest, etc). 

 

Innovative drugs policies stand out in some specific topics, such as, 

support research, subsidize R&D, set requirements about safety and efficacy, 

licensing, control marketing effort, patent protection framework, control 

prices/profits or encourage/discourage generics. Consequently, legislation on 

innovative medicines focuses on their development, patents, their distribution, 

financing (ensuring the sustainability of the health system) and dispensing 

(ensuring accessibility). 

 

From another point of view, there are differences between the way of 

facing diseases of low prevalence and high prevalence: Diseases of low 

prevalence, either because they are rare diseases or eradicated, we find 

ourselves with little development and research into new medicines. For this 

reason, it has been necessary to develop "stimulation" policies through 

subsidies, tax exemptions and other facilities to guarantee the supply and 

dispensation of these medicines. 

 

On the other hand, diseases with high prevalence, chronic or emerging, 

facilitate research and production, generating a wide catalogue of innovative 

medicines and their respective patents. 
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I.7. Does the elimination of illnesses affect the way that drugs are 

designed? 

A drug or a medicine may be designed for different purposes, such as, 

the treatment or prevention of diseases in humans. Medications are also 

considered those substances that are used or administered in order to restore, 

correct or modify physiological functions of the organism or those to establish a 

medical diagnosis. 

 

The design includes substances with therapeutic activity, which are 

called active ingredients and other substances without therapeutic activity, 

which are called excipients, without therapeutic activity but have a relevant role. 

These substances, some of them are mandatory, are what allow medicines to 

have stability and be properly preserved, so this last substances have a very 

important role in the elaboration, storage and release of medicines.  

 

Generally speaking, elimination of illnesses, as a final goal, may be 

considered, but there are other ways to approaching to illnesses.   

 

I.8. Are there nutrition policies that could lead to health improvement and 

by extension to decrease in drug use? 

In some cases, proper nutrition can improve health and, consequently, 

reduce or avoid the use of some medications/drugs. Nowadays, there is a 

strategy implemented in Spain promoted by the Spanish Agency for 

Consumption, Food Safety and Nutrition. It is so-called the NAOS-2019 

Strategy. NAOS is defined as: "a health strategy that promotes a healthy diet 

and the practice of physical activity, to reverse the trend of the prevalence of 

obesity, through the development of actions or interventions, based on scientific 

evidence in all areas and with all sectors (public and private) of society. 

 

A reduction in the current obesity rates would directly reduce the 

consumption of hypolipemic, antidiabetic, antihypertensive or anti-obesity 

drugs. 
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Likewise, the consumption of medicines for the treatment of the main 

comorbidities of obesity such as ischemic cardiopathy, cerebral vascular 

accident, hypoventilation syndrome and sleep apnea, nonalcoholic 

steatohepatitis, cholelithiasis, osteoarthrosis and alterations in reproduction 

would be reduced. 

 

I.9. Do the clinical trial and the relative Regulation EU Nr. 536/2014 have an 

impact on the circulation of innovative drugs?   

Clinical trials and the Regulation (EU) No 536/2014 of the European 

Parliament and of the Council of April 16, 2014, on clinical trials of medicinal 

products for human use affects the guarantees of safety (non-toxicity) and 

efficacy of innovative medicines/drugs. This regulation on clinical trials of 

medicinal products for human use guarantees that a clinical trial is carried out in 

strict compliance with the research protocol. 

 

 

II. SPECIAL PART   

 

II.1. People  

 

II.1.1. Existence of prioritizing criteria for access to innovative drugs 

Criteria for accees are regulated  in Article 92.8. of the Royal Legislative 

Decree 1/2015. According to this provision for the financing decision of new 

medicines, in addition to the corresponding cost-effectiveness and budgetary 

impact analysis, the innovation component shall be taken into account, for 

undisputed therapeutic advances by modifying the course of the disease or 

improving its course, the prognosis and therapeutic outcome of the 

intervention and its contribution to the sustainability of the National Health 

System if, for the same health outcome, it contributes positively to the Gross 

Domestic Product. 

 

In some specific cases, criteria are established to prioritize access to 

medications such as hepatitis C. In other cases, it would be interesting to 
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establish a strategy for coordinating decisions for the entire hospital public 

sector in order to face an increasingly innovative environment. 

 

 

II.1.2. Who is to prioritize? 

Article 92 of Royal Legislative Decree 1/2015 prioritizes the criteria for 

the inclusion of medicines in the financing of the National Health System 

according the following items: 

a) Severity, duration and sequelae of the different pathologies for which 

they are indicated. 

b) Specific needs of certain groups. 

c) Therapeutic and social value of the drug and its incremental clinical 

benefit, taking into account its cost-effectiveness ratio. 

d) Rationalisation of public expenditure on pharmaceutical provision and 

budgetary impact on the National Health System. 

e) Existence of medicines or other therapeutic alternatives for the same 

conditions at a lower price or lower cost of treatment. 

f) Degree of innovation of the medicine. 

 

In other terms, as the previous example of hepatitis C, according to the 

Spanish agency of medicines and health products, the clinical situations of 

those patients with chronic hepatitis C that are framed as general 

recommendations in the compassionate use program have been considered 

taking take into account the lack of available therapeutic alternatives as well as 

their severity. 

 

 

II.1.3. Transparency of the criteria 

Transparency is given by the inclusion and financing criteria regulated 

by legislation and by the independent research that guides the clinician in the 

use of the best treatments in each patient. In other terms, following the 

example of hepatitis C, there is complete transparency of criteria. 

 

II.2. Price 
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II.2.1. Innovative drugs and pharmaceutical expenditure 

 

It is considered that innovative medicines provide cost savings between 

2.4 and 8.3 times the cost involved, thanks mainly to avoided hospitalizations, 

reduction of consultations and other medical expenses. 

Talking in national legal terms, the article 94 of Royal Legislative Decree 

1/2015 structures the system of fixing the prices of medicines. In accordance 

with this Royal Decree, it is the responsibility of the Government to establish 

the criteria and procedure for setting the prices of medicines and health 

products that can be financed by the National Health System. Return 

mechanisms (linear discounts, price review) for innovative medicines will be 

taken into consideration.  

 

Moreover, in the article 97, Economic Information is regulated in these 

terms: "For pricing purposes, pharmaceutical laboratories must provide the 

Ministry of Health, Social Services and Equality with all information on 

technical, economic and financial aspects. The Ministry may carry out checks 

on the information provided”. 

 

 

II.2.2. Innovative drugs and pharmaceutical enterprises. Abuse of 

dominant position. (Supplementary protection certificates for medicinal 

products, generic drugs, parallel imports) 

These practices have in common that they directly affect the prices of 

medicines paid by patients and the sustainability of the health system. 

 

The recent Report from the European Commission to the Council and 

the European Parliament (January, 2019) on the Application of competition 

rules in the pharmaceutical sector (2009-2017) addresses the need for 

collaboration between European competition authorities in favour of affordable 

and innovative medicines. It reflects the rules which prohibit abuses of a 

dominant position and restrictive agreements to ensure that price competition 
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for pharmaceutical products is not artificially reduced or eliminated and that 

anti-competitive practices do not restrict innovation in the sector.5 

 

II.2.3. Factors and procedures that determine the price of innovative 

drugs 

The technological improvement of the medicines themselves increases 

the costs of research and production. The initial investment necessary for their 

development and the maintenance of the patent, among other aspects, 

depending on countries and labs, mean high costs that increase the final price 

of the distribution and dispensing of the medicine. In any case, it is usually 

confidential. 

 

II.2.4. Statistical Data on drug use in relation to cost coverage 

In Spain, contribution levels are established for the payment of 

medicines based on three criteria: income, age and degree of illness (see table 

1). 

 

                                                           
5 Report from the European Commission to the Council and the European Parliament. 

Application of competition rules in the pharmaceutical sector (2009-2017). Available at: 

http://ec.europa.eu/competition/sectors/pharmaceuticals/report2019/report_es.pdf 

 

http://ec.europa.eu/competition/sectors/pharmaceuticals/report2019/report_es.pdf
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Table 1. Contribution tranches according to income, age and degree of illness

 

(1) RDL 16/2012 Insured persons and their beneficiaries who belong to the following 

categories are exempt from contribution: a) Persons affected by toxic syndrome and persons 

with disabilities in the cases contemplated in its specific regulations. b) Persons receiving 

social integration income c) Persons receiving non-contributory pensions d) Unemployed 

persons who have lost the right to receive unemployment benefit for as long as your situation 

persists. (e) Treatment for accidents at work and occupational diseases.  

(2) Maximum contribution resulting from updating the CPI to the current maximum 

contribution.  

(3) The level of contribution of the mutualists and passive classes of the “Mutualidad 

General de Funcionarios Civiles del Estado”, the “Instituto Social de las Fuerzas Armadas” 

and the “Mutualidad General Judicial” will be 30%. Note: Income entered in the general tax 

base and savings box of the Personal Income Tax Return. 

 

National data on drug consumption in relation to cost coverage are 

reflected in table 2. The data refer to 31 December of the corresponding year.  

 

Table 2. National data on drug consumption in relation to cost coverage. 

Spain, 20196 

                                                           
6
 Source: Ministry of Health, Social Services and Equality.  Available at: 

https://www.mscbs.gob.es/estadEstudios/estadisticas/sisInfSanSNS/pdf/APORT_PAGO_MED
_POR_RECETA_SNS_2019.pdf 
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II.3. Limitation of the use of innovative medicines and their impact on 

the quality of health services 

 

II.3.1. Statistical Data on the interconnection between the decrease in 

drug use and the increase in death rate. 

No published data have been found in relation to this question. 

 

II.3.2. Do the cuts in drug expenditure lead to illnesses incidents 

increase? - Statistical Data. 

The economic crisis and the measures carried out with the aim of 

guaranteeing the sustainability of the Health System favoured this debate. It 

was intuited that certain adjustments (such as the contribution for the payment 

of medicines) could cause the consumption of medicines in the most 

vulnerable populations to fall and, therefore, favour the pathology. However, 

no published data have been found in relation to the question posed. 

 

II.4. Legal issues 

 

II.4.1. National Penal sanctions in case of breaking the law regarding 

drugs. 
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In the Spanish Criminal Code, the so-called "crimes against public 

health" are understood as the "set of generality living conditions that, positively 

or negatively, guarantee and promote the health of all the citizens". 

 

Within the "Crimes against public health" there are some dedicated to 

medicines for human use. There is a general sanction (Art. 361). In this regard, 

anyone who trades with unauthorized medications or the medications are 

damaged, expired or breaches the technical requirements related to their 

composition, stability and effectiveness, and thus a risk is generated for the life 

or health of people, will be punished with a penalty of prison from six months to 

three years, fine from six to twelve months and special disqualification for 

profession or trade from six months to three years. 

 

There are other criminal penalties in the following articles depending on 

the context. Thus, for example: 

 

- Imprisonment of six months to four years, a fine of six to 

eighteen months and special disqualification for profession or trade of 

one to three years, whoever develops or produces a medication if it is 

misleading (any aspect or data. 

 

- The same penalties will be imposed on whoever alters, when 

manufacturing or preparing it or at a later time, the quantity, dose, 

expiration or genuine composition, as authorized or declared in a way 

that reduces its safety, efficacy or quality, generating a risk to the life or 

health of people. 

 

- He will be punished with a prison sentence of six months to 

four years, a fine of six to eighteen months and special disqualification 

for a profession or trade of one to three years, which, with knowledge of 

its falsification or alteration, amount, export, announce or advertise, offer, 

display, sell, facilitate, sell, dispatch, package, supply, including 
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intermediation, traffic, distribute or market, any of the medications, active 

substances, excipients, medical devices, accessories, items or materials 

referred to in the previous article, and thereby generate a risk to the life 

or health of people. 

 

- The same penalties will be imposed on those who acquire 

them or have them in deposit with the purpose of allocating them for 

public consumption, for use by third parties or for any other use that may 

affect public health. 

 

- Whoever draws up any false medication document will be 

punished with a penalty of six months to two years in prison, a fine of six 

to twelve months and special disqualification for a profession or trade of 

six months to two years. 

 

- Also, it is considered that criminal responsibility exists when, 

without therapeutic justification, they are "prescribed, provided, 

dispensed, supplied, administered, offered or facilitated (prison 

sentences of six months to two years, a fine of six to eighteen months 

and special disqualification for employment or public office, profession or 

trade, from two to five years). 

It is considered as aggravating that the victim is a minor, deceit or 

intimidation has been used, or that the person responsible has pre-

validated a relationship of work or professional superiority. 

 

 

II.4.2. National Penal sanctions in case of breaking the law regarding 

innovative drugs. 

There is no specific penal sanctions apart from above. Innovative 

drugs are included in the general concept.  
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II.4.3. Civil liability in relation to pharmaceutical products. 

Civil liability for defective drugs and adverse effects is regulated in the 

Consolidated text of the General Law for the Defense of Consumers and Users 

and other complementary laws, approved by Royal Legislative Decree 1/2007, 

of November 16 (Arts. 128 et seq.). 

 

The concept of "product" that manages the EU law (and the RLD 1/2007) 

includes medicines, since "product" is defined as all movable goods. Therefore, 

the producers of the medicines are responsible for the damage caused by 

defective drugs that they manufacture or import. 

 

A product is not defective simply because it is dangerous. On the 

contrary, it will be defective if the level of danger of said product is not clearly 

indicated to the recipients. 

 

It is an objective liability regime, so it is not necessary to prove producer 

negligence. Nevertheless, the person injured by the medicine must provide the 

corresponding evidence of the causal relationship between the defective 

medicine and the damage, without presuming iuris et de iure or iuris tantum to 

exonerate it from the burden of proof. 

 

 

II.4.4. Insurance of the civil liability related to the pharmaceutical 

products. 

Civil liability for damages caused by pharmaceutical products may be 

subject to insurance. Even, the Government, after hearing the interested parties 

and the associations of consumers and users, may establish a mandatory civil 

liability insurance system derived from damage caused by defective goods or 

services and a guarantee fund that covers, total or specifically, damage 

consisting of death, poisoning and personal injury (art. 131 RLD 1/2007). 
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II.4.5. Brand protection strategies and infringement of EU Competition 

Rules (Case AstraZeneca, CJEU (C-457-10)). 

- Brand protection strategies:  

In the European Union, the national, regional and EU systems are 

complementary and work in parallel. National brands and regional brands are 

necessary for those users who do not want or do not need to protect their 

brands throughout the European Union. EU trademarks provide protection in all 

Member States for those who want that option. 

 

The Spanish Patent and Trademark Office (SPTO) provides protection 

throughout the national territory, guaranteeing in its market the same rights that 

the European Union Mark provides in EU territory. 

 

The decision to register a brand at European or national level must be 

taken taking into account various aspects, such as profitability, administrative 

simplification and time investment, but the commercial strategy must also be 

taken into account. 

 

In Spain, law 17/2001, of December 7, on Trademarks, should be 

highlighted as a legal reference text for trademark protection. In this regard, it is 

needed to stand out actions regarding violation of trademark right, included in 

articles 40 et seq. 

 

Thus, the owner of a registered trademark may exercise before the 

jurisdictional bodies the civil or criminal actions that correspond against those 

who injure their right and will demand the necessary measures for their 

safeguarding, all without prejudice to the submission to arbitration, if possible. 

 

Some of civil actions are: Cessation of acts that violate their right; 

compensation for the damages suffered; adoption of the necessary measures to 

prevent the violation from continuing and, in particular, that products are 

withdrawn from economic traffic; destruction or transfer for humanitarian 

purposes; attribution in ownership of products, and publication of the sentence 

at the expense of the convicted. 
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- Infringement of EU Competition Rules:  

European authorities are focusing on possible anti-competitive practices 

carried out through the abuse of the patent system. One example of this idea is 

a relevant Judgment of the First Chamber of the Court of Justice of the 

European Union of 6th December 2012 in Case C-457/10 P AstraZeneca AB, 

AstraZeneca plc v European Commission, European Federation of 

Pharmaceutical Industries and Associations (EFPIA): Abuse of patent system 

and procedures for the marketing of medicines in order to prevent or delay the 

entry into the market of competing generic medicines. 

 


