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ABSTRACT: The paper aims to analyze the spending mechanisms and purchasing procedures of medical 

devices in the Spanish healthcare system, by examining all the possible facets of a crucial sector in the 

perspective of public spending sustainability for the economy of important Member States like Spain 

 

ABSTRACT: Il contributo mira ad analizzare i meccanismi di spesa e le procedure di acquisto dei dispositivi 

medici nel sistema sanitario spagnolo, prendendo in esame tutte le possibili sfaccettature di un comparto 

cruciale ai fini della spesa pubblica e della sua sostenibilità per l’economia di Stati membri di assoluto 

rilievo come la Spagna. 
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1. Introduction: the Spanish health care system   

1.1. General characteristics 

Spain, officially known as the “Kingdom of Spain”, is a social and democratic state governed by the rule 

of law. The system is based on a parliamentary monarchy. It covers an area of 505,370 km², making it the 

fourth largest country on the European continent, after Russia, Ukraine and France. As of 1 January 2020, 

it had a population of 47,329,981, the fourth largest in the European Union.  

The Gross Domestic Product (GDP) places the Spanish economy in 13th position in the world and 4th in 

the European Union. Spain is the 2nd most visited country in the world in 2018 with 83 million tourists, 

and the 2nd country in the world in economic income from tourism.  It is also the 8th country in the world 

with the highest presence of multinationals. It has a very high human development index (0.904), 

according to the 2020 report of the UN Development Programme.     

Territorially, Spain is a country organised into 17 regions – officially called Autonomous Communities 

(hereinafter ACs)1– and 2 autonomous cities (Ceuta and Melilla, both located in North Africa). The 

Constitution of 19782 establishes the territorial organisation of the State into municipalities, provinces and 

ACs, the latter with powers to manage their own interests with a broad level of autonomy and legislative, 

budgetary and administrative power for their exclusive competences and in the competences shared with 

the State, as laid down by the Constitution and each Statute of Autonomy. 

Each AC is made up of one or more provinces, making a total of 50. The 50 Spanish provinces and the 2 

autonomous cities are classified at NUTS-3 levels; the 17 ACs are classified at NUTS-2 levels. 

Spain is therefore currently what is known as a “Estado de las Autonomías”, a formally unitary country 

that functions as a sui generis decentralised federation of ACs, with different levels of self-government. 

Differences within this system are due to the fact that the transfer of powers from the centre to the 

                                                            
1 Andalusia, Aragon, Asturias, Balearic Islands, Basque Country, Canary Islands, Cantabria, Castile-La Mancha, Castile-Leon, 
Catalonia, Extremadura, Galicia, La Rioja, Madrid, Murcia, Navarre, and Valencia. 
2 «BOE» no., 29 November1978. Available at: https://www.boe.es/eli/es/c/1978/12/27/(1)/con 
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periphery was originally intended as an asymmetrical process, guaranteeing a greater degree of self-

government only to those communities that sought a more federalist relationship with the rest of Spain. 

On the other hand, it was expected that the rest of the ACs would have less self-government. However, 

with some differences, nowadays most of ACs have similar competences. 

Today, Spain is considered to be one of the most decentralised European countries, as all its different 

territories self-administer their healthcare and education systems, as well as some aspects of the public 

budget. Even some of them, such as the Basque Country and Navarre, also administer their public funding 

with almost no supervision from the central government. In the case of Catalonia, the Canary Islands, 

Navarre and the Basque Country, they are equipped with their own police forces, which replace the 

functions of the National Police in these territories. 

 

1.2. Special features of the Spanish healthcare system 

1.2.1. Health status  

According to the OECD and the EU in 2018, life expectancy at birth reached 83.5 years in Spain, the 

highest level among EU countries (Figure 1)3. Life expectancy has increased by more than four years since 

2000, more rapidly than the EU average. 4  This can be attributed to climatic and dietary factors 

(Mediterranean diet) but also to the existence of a strong primary health care network. In this regard, 

primary care remains a core element of the health system, with primary health care teams 

forming the basis of the SNS. Primary care is essentially provided by public providers, 

specialized family doctors and staff nurses, who provide preventive services to children, 

women and elderly patients, and acute and chronic care. Primary care doctors are the first 

contact point for the system and they are the gatekeepers of the system. Public expenditure 

on primary care (including pharmaceutical expenditure), however, has decreased, from 38% 

in 2002 to 31% in 2014, while public expenditure on secondary care has increased from 53.3% 

in 2002 to 62.4% in 2015.5 

 

Figure 1. Life expectancy at birth by gender at the EU level 

 

                                                            
3 OECD/European Union (2020): Health at a Glance: Europe 2020: State of Health in the EU Cycle, OECD Publishing, Paris, 
p. 113. 
4 OECD and European Observatory of Health Systems and Policies (2019): State of Health in the EU- Spain. Country Health 
Profile 2019, p. 4. 
5 Bernal-Delgado E., García-Armesto S., Oliva J., Sánchez Martínez F.I., Repullo J.R., Peña-Longobardo L.M., Ridao-López 
M., Hernández-Quevedo C. (2018): “Spain: Health system review" in Health Systems in Transition, 20(2), p. XXII. 
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Source: OECD/European Union (2020)  

 

Regarding mortality, overall rates (age-standardised) ranged in 2017 from less than 900 deaths per 100 

000 population in Spain (844), similar to France and Italy –which is about 15% lower than the EU average-. 

In contrast, in Bulgaria, Romania, Latvia, Hungary and Lithuania ranged over 1,400 deaths per 100,000 

population (over 40% higher than the EU average)6 (See Figure 2). 

  

Figure 2. Mortality by country at EU level 

   
Source: OECD/European Union (2020) 

 

1.2.2. Characteristics of the National Health System 

a) Introduction  

The Spanish Constitution does not define the public healthcare model, but left it to the Parliament. In this 

regard, the General Law on Healthcare (Law 14/1986 of 25 April 1986)7, provided for the transformation 

                                                            
6 OECD/European Union (2020): op. cit., p. 119. 
7 «BOE» no. 102, 29 April 1986. Available at: https://www.boe.es/eli/es/l/1986/04/25/14/con 
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of the Social Security system into a new National Health System (“Sistema Nacional de Salud”– SNS), as 

a single but at the same time decentralised model. This Law defines the SNS as the set of health services 

of ACs, suitably coordinated. SNS is financed through taxes by means of budgetary transfers to ACs, and 

is not linked to contributions to the Social Security. It also aims to extend public health care to the entire 

Spanish population. 

The Spanish SNS is based on the principles of universality so that the right to healthcare is enjoyed by: 

(a) all persons with Spanish nationality. 

(b) foreigners who have legally established their residence in Spanish territory. 

Without prejudice to the foregoing, persons entitled to health care in Spain in application of EU regulations 

on the coordination of Social Security systems or bilateral agreements covering the provision of health 

care shall have access to healthcare if they reside in Spanish territory or during their temporary movements 

to Spain, in the form, extent and conditions established in EU or bilateral provisions. Concerning 

foreigners who are neither registered nor authorised as residents in Spain are entitled to receive healthcare 

under the same conditions as persons with Spanish nationality under certain requirements8. In this way, in 

2018 Spain restored universality to the SNS.  

b) Governance  

Main actors in the SNS are the Ministry of Health and the Departments of Health (namely, regional health 

ministries) in the 17 ACs composing the state. The Spanish Ministry of Health, Social Services and 

Equality (MSSSI) plays the role of stewardship and coordination with the assistance of the Interterritorial 

Council for the SNS (Consejo Interterritorial del Sistema Nacional de Salud– CISNS).The CISNS is a 

collegiate governance body composed of the 17 regional Departments of Health and the National Ministry 

of Health represented by the highest level of hierarchy.9 

 

 

 

 

Figure 3. Main players regarding healthcare   

                                                            
8 Article 3 and 3.ter of the Law 16/2003, of 28 May 2003, on the cohesion and quality of the National Health System. 
9 Bernal-Delgado E., García-Armesto S., Oliva J., Sánchez Martínez F.I., Repullo J.R., Peña-Longobardo L.M., Ridao-López 
M., Hernández-Quevedo C. (2018): op. cit., p. 20-21. 
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Source: Bernal-Delgado E., et. al. (2018) 

 

In general terms, powers for planning and regulation resides essentially in the Ministry of Health when it 

comes to nationwide laws and plans, and rests on the Departments of Health of the 17 ACs when it comes 

to the local implementation of national laws or plans, or the development of regional regulation and 

policies, within their legally bound attributions. Care services –except pharmaceutical care– are fully 

governed by the ACs –planning, accreditation, quality assurance, financing and pricing–. Legislation is 

shared by the central and ACs’governments. In this case, the national regulation (basic legislation common 

to all the ACs) frames the ACs’ legislation. In the case of pharmaceutical care, except in the case of 

licensing and pricing, both of which are the full responsibility of the central government, the remaining 

roles are regulated by ACs taking into consideration the national regulatory frameworks. Lastly, the 

legislation and accreditation of health workforce higher education is the full responsibility of the central 

government (namely, the Ministry of Education)10.This distribution of powrs may be shown in Figure 4. 

 

Figure 4. Regulation of health care providers and competence distribution 

                                                            
10 Bernal-Delgado E., García-Armesto S., Oliva J., Sánchez Martínez F.I., Repullo J.R., Peña-Longobardo L.M., Ridao-López 
M., Hernández-Quevedo C. (2018): op. cit., p. 27-29. 
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ACs (*): ACs role is mediated and framed by a national framework regulation common to all ACs;  
CG: Competence of the central government 

 
Source: Source: Bernal-Delgado E., et. al. (2018) 

 

c) Basket of services 

The Spanish basket of healthcare services is laid down by Law 16/2003, of 28 May 2003, on the cohesion 

and quality of the National Health System11 and by Royal Decree 1030/2006, of 15 September 200612. It 

currently has four modalities: Basic Common Basket, Suplementary, Common Basket, Accessory 

Common Basket and Complementary Basket. It should be stressed that the National Health System's 

common basket of services (basic, supplementary and accessory) will be agreed by the Interterritorial 

Council of the National Health System. The complementqary basket is adopted by each AC (See Figure 

5).   

 

Figure 5. Types of baskets of services   

Types of basket of 

services 

                           Facilities Payment 

Basic  

Common Basket  

Public health protection 
Free of charge 

Primary care 

                                                            
11 «BOE» no. 128, 29 May 2003. Avaliable at: https://www.boe.es/eli/es/l/2003/05/28/16/con 
12 «BOE» no. 222, 16 September 2006. Avaliable at: https://www.boe.es/eli/es/rd/2006/09/15/1030/con 
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Hospital care 

Emergency care 

Emergency medical transport 

Social care Co-payment 

 

Suplementary  

Common Basket   

 

Medicinal products/medical devices 

Co-payment 
Orthoprosthetic devices 

Dietetic products 

Non-emergency medical transport 

Accessory Common 

Basket  

 

Activities, services or techniques, without the nature of 

a benefit, which are not considered essential and/or 

which are adjuvant or supportive to the improvement of 

a pathology of a chronic nature. 

Co-payment 

Complementary 

Basket  

It may include additional services that each AC wishes 

to offers its citizenship. 
It depends on each AC 

    

Source: Author’s own elaboration 

 

2. Legal framework on medical devices in Spain 

2.1. Regulatory precedents  

The General Law on Healthcare relies on the State powers for the regulation, authorisation, registration or 

approval, as appropriate, of medicinal products for human and veterinary use and other medical devices 

and articles and those which, by affecting human beings, may pose a risk to human health; as well as to 

regulate and authorise the activities of those involved in the manufacture and importation of the 

aforementioned products (article 40). In turn, Article 110 of this Law entrusts it with assessing the safety, 

efficacy and efficiency of technologies relevant to health and healthcare.  

Originally, the Spanish regulation was contained in Royal Decree 414/1996, of 1 March 1996, which 

regulates medical devices.13 This regulation covered the manufacture, importation, certification, placing 

on the market, putting into service, distribution, advertising and use of medical devices. On the other hand 

this regulation transposed Council Directive 93/42/EEC of 14 June 1993 concerning medical devices14 

into Spanish law. The aforementioned Royal Decree 414/1996 was amended several times during its 

period of validity in order to update it in line with the experience acquired during its application, as well 

as to incorporate the new regulations resulting from EU provisions. 

 

                                                            
13 «BOE» no 99, 24 April 1996. Available at: https://www.boe.es/eli/es/rd/1996/03/01/414 
14 OJ L 169, 12.7.1993, p. 1–43. 
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2.2. Current regulation  

Concerning norms with the status of Law, together with the aforementioned General Law on Healthcare, 

we must take into account that the revised text of the Law on guarantees and rational use of medicines and 

medical devices, approved by Royal Legislative Decree 1/2015, of 24 July 2015,15 includes medical 

devices in its scope of application.  

In terms of regulations approved at the administrative level, the current Royal Decree 1591/2009 of 16 

October 2009, regulating medical devices (hereinafter RDMD),16 replaced the Royal Decree 414/1996 of 

1 March 1996. This regulation also implemented and updated in a single text three EU directives: i) the 

Directive 2007/47/EC of the European Parliament and of the Council of 5 September 2007 amending 

Council Directive 90/385/EEC on the approximation of the provisions of the Member States relating to 

active implantable medical devices;17 ii) the Council Directive 93/42/EEC concerning medical devices; 

and iii) Directive 98/8/EC of the European Parliament and of the Council of 16 February 1998 concerning 

the placing of biocidal products on the market.18  

It also introduced certain aspects of other EU provisions relevant to the sector, in particular those relating 

to the obligations of economic operators and to border controls as laid down in both Regulation (EC) No 

765/200819 and the Decision no 768/2008/EC.20 

The current Royal Decree 1591/2009 aims to regulate medical devices and their accessories, and in 

particular21:  

(a) health guarantees of medical devices and essential requirements they must meet. 

(b) procedures for the granting of prior licences for the operation of facilities. 

(c) requirements for the conformity assessment of medical devices and for the affixing of the CE marking. 

(d) requirements for the placing on the market and putting into service of medical devices for special 

purposes. 

(e) requirements and actions of notified bodies. 

(f) the placing on the market and putting into service of medical devices. 

(g) intra-EU and external trade in medical devices. 

(h) clinical investigations involving medical devices. 

                                                            
15  «BOE» no. 177, 25 July 2015. Available at: https://www.boe.es/eli/es/rdlg/2015/07/24/1/con 
16  «BOE» no. 268, 6 November 2009. Available at: https://www.boe.es/buscar/act.php?id=BOE-A-2009-17606 
17 OJ L 247, 21.9.2007, p. 21–55. 
18  OJ L 123, 24.4.1998, p. 1–63. 
19 Regulation (EC) No 765/2008 of the European Parliament and of the Council of 9 July 2008, setting out the requirements for 
accreditation and market surveillance relating to the marketing of products and repealing Regulation (EEC) No 339/93 [OJ L 
218, 13.8.2008, p. 30–47]. 
20 Decision no 768/2008/EC of the European Parliament and of the Council of 9 July 2008 on a common framework for the 
marketing of products, and repealing Council Decision 93/465/EEC  [OJ L 218, 13.8.2008, p. 82–128]. 
21 Article 1 RDMD. 
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(i) the vigilance system for medical devices. 

(j) inspection and health protection measures. 

(k) advertising and displays. 

As regards its scope, it applies to:  

(i) Medical devices and their accessories. Accessories (articles which, without being a medical device, are 

specifically intended by the manufacturer to be used in conjunction with a device to enable the latter to be 

used in accordance with the intended purpose of the device by its manufacturer) are treated in the same 

way as medical devices;  

(ii) Conditions for the use of medical devices in clinical investigations; and  

(iii) Non-corrective contact lenses as well as devices and instruments used in permanent, semi-permanent 

make-up or skin tattooing by invasive techniques. 

However, it should be noted that Royal Decree 1591/2009 does not apply to two types of medical devices 

that have traditionally been regulated in an autonomous way according to their specialities. 

Firstly, in vitro diagnostic medical devices.22 They are regulated by Royal Decree 1662/2000 of 29 

September 2000 on in vitro diagnostic medical devices.23  This regulation has undergone numerous 

amendments and in any case must be understood to be conditioned by the future entry into force of the 

European Regulation that regulates them.  

Secondly, we should consider active implantable medical devices.24  These are regulated by Royal Decree 

1616/2009, of 26 October 2009 on implantable medical devices,25 which basically partially transposes 

Directive 2007/47/EC of the European Parliament and of the Council, of 5 September 2007, amending 

Council Directive 90/385/EEC on the approximation of the laws of the Member States relating to active 

implantable medical devices. 

Moreover, it should be noted that Royal Decree 1591/2010 itself makes it clear that it does not apply to 

other categories of products that do not share the character of medical devices. In particular, it does not 

apply to: 

(a) Medicinal products.26 The decision as to whether a given medical device is regulated by Royal Decree 

1345/2007 of 11 October 2007 or by this provision will be taken primarily on the basis of the product's 

main mode of action. 

                                                            
22 Article 3(9)(a) RDMD. 
23 «BOE» no. 235, 30 September 2000. Available at: https://www.boe.es/buscar/act.php?id=BOE-A-2000-17597. Amended by 
Royal Decree 1083/2017 of 29 December 2017 (Ref. BOE-A-2017-15858), Royal Decree 1193/2012 of 3 August 2012 (Ref. 
BOE-A-2012-10478), Royal Decree 109/2010 of 5 February 2010 (Ref. BOE-A-2010-2696). Royal Decree 1591/2009, of 16 
October 2009 (Ref. BOE-A-2009-17606), Royal Decree 1143/2007 of 31 August 2007 (Ref. BOE-A-2007-15890). Partially 
repealed by Law 10/2013, 24 July 2013 (Ref. BOE-A-2013-8083). 
24 Articulo 3(9)(b) RDMD. 
25 «BOE» no. 268, 6 November 2009. Available at: https://www.boe.es/buscar/act.php?id=BOE-A-2009-17607 
26 Article 3(9)(c) RDMD. 
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(b) Cosmetic products.27 They are regulated by Royal Decree 85/2018, of 23 February 2018.28   

(c) Human blood, products derived from human blood, plasma or blood cells of human origin and products 

that at the time they are placed on the market contain such products derived from human blood, plasma or 

blood cells.29  

(d) Organs, tissues or cells of human origin and products incorporating or derived from tissues or cells of 

human origin.30 

(f) Organs, tissues or cells of animal origin, except in cases where a product has been manufactured using 

animal tissues that have been rendered non-viable or non-viable products derived from animal tissues.31 

 

2.3. Implementation of the 2017 EU Regulations   

As is well known, European medical devices’ legal framework is in a process of transition. In this respect, 

we must distinguish between two groups of regulations. On the one hand, for medical devices (including 

active implantable medical devices), the 2017 Medical Devices Regulation (hereinafter MDR)32 applies.  

In the case of in vitro diagnostic medical devices, their regulation is contained in the 2017 In Vitro Devices 

Regulation (IVDR).33 

Both regulations, which repeal the pre-existing directives, have been implemented through Commission 

Implementing Regulation (EU) 2017/2185 of 23 November 2017 on listing the codes and corresponding 

product types for specifying the scope of designation of notified bodies in the field of medical devices 

under Regulation (EU) 2017/745 of the European Parliament and of the Council and in vitro diagnostic 

medical devices under Regulation (EU) 2017/746 of the European Parliament and of the Council.34   

While the implementation of the new MDR was foreseen from 26 May 2020,35 the European Commission 

proposed on 3 April 2020 to implement it until 26 May 2021 following the health alert declared by 

COVID-19. This proposal was finally approved through the Regulation (EU) 2020/561 of the European 

Parliament and of the Council of 23 April 2020 amending Regulation (EU) 2017/745 on medical devices, 

as regards the dates of application of certain of its provisions36. 

                                                            
27 Article 3(9)(d) RDMD. 
28 «BOE» no. 51, 27 February 2018. Available at: https://www.boe.es/buscar/act.php?id=BOE-A-2018-2693 
29 Article 3(9)(e) RDMD. 
30 Article 3(9)(f) RDMD. 
31 Article 3(9)(g) RDMD. 
32 Officially called "Regulation (EU) 2017/745 of the European Parliament and of the Council of 5 April 2017 on medical 
devices, amending Directive 2001/83/EC, Regulation (EC) No 178/2002 and Regulation (EC) No 1223/2009 and repealing 
Council Directives 90/385/EEC and 93/42/EEC" [OJ L 117, 5.5.2017, p. 1]. 
33 Officially called "Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on in vitro 
diagnostic medical devices and repealing Directive 98/79/EC and Commission Decision 2010/227/EU" [OJ L  117, 5.5.2017, 
p. 176].   
34 OJ L 309, 24.11.2017, p. 7. 
35 Article 123(1) MDR. 
36 OJ L 130, 24.4.2020, p. 18–22.  



IUS et SALUS – RIVISTA DI DIRITTO SANITARIO E FARMACEUTICO 
   
 

 
12 

In this respect, this is justified on the grounds that medical devices, such as medical gloves, surgical masks, 

equipment for intensive care and other medical equipment, play a crucial role in the context of the COVID-

19 outbreak and the associated public health crisis to ensure the health and safety of Union citizens and to 

enable Member States to give necessary medical treatment to patients who are urgently in need of such 

treatment. Given the unprecedented magnitude of the current challenges, and taking into account the 

complexity of the MDR it is very likely that Member States, health institutions, economic operators and 

other relevant parties will not be in a position to ensure the proper implementation and application of that 

Regulation from 26 May 2020 as laid down therein. Por todo ello, in order to ensure the smooth 

functioning of the internal market, a high level of protection of public health and patient safety, to provide 

legal certainty and to avoid potential market disruption, it is necessary to defer the application of certain 

provisions of the MDR. Taking into account the COVID-19 outbreak and the associated public health 

crisis, its epidemiological development, as well as the additional resources required by Member States, 

health institutions, economic operators and other relevant parties, it is appropriate to defer the application 

of those provisions of the MDR by one year. 

However, it should be noted that this extension does not apply to in vitro diagnostic medical devices that 

are regulated by the IVDR, whose implementation deadline remains 26 May 2022. 

Following the entry into force of the Regulation, the Ministry of Health launched a public consultation 

process on 27 February 2020 for the drafting of a new Royal Decree that would include the implementation 

of the European MDRs, both for medical devices in general and in vitro diagnostic medical devices.37  

This regulation will therefore repeal both Royal Decree 1591/2009 and Royal Decree 1662/2000. The 

deadline for submissions was 20 March 2020. However, the declaration of a state of alarm as a result of 

the COVID-19 pandemic led to a halt in the processing of the new Royal Decree. As of 31 December 

2020, the European regulations have not yet been implemented in Spain.   

 

Figure 6: Implementación of EU medical devices law into Spanish Law  

Type EU Directives Spanish norms 

 

 

EU regulations 

 

 

Medical devices 

Directive of the Council 

93/42/CEE. 

(MDD, 1993) 

Royal Decree 

1591/2009. 

(16 October 2009) 

 

MDR (2017) 

                                                            
37 Available at: https://www.aemps.gob.es/informa/proyectosTramitacion/consultas-previas/ 
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Active 

Implantable 

Medical Devices 

Directive of the Council 

90/385/CEE. 

 

(AIMDD, 1990) 

Royal Decree 

1591/2009. 

(16 October 2009) 

In vitro 

diagnostic 

medical devices 

 

Directive 98/79/CE of 

the European 

parliament and the 

Council. 

(IVDD 1998) 

 

Royal Decree 

1662/2000. 

(29 September 2000) 

IVMR (2017) 

 

   Source: Author’s own elaboration 

  

 

3. General principles of the Spanish legislation on medical devices   

3.1. Legal concept of medical device 

According the Spanish legislation, "medical device"38 means any instrument, device, equipment, computer 

program, material or other article, used alone or in combination, including computer programs intended 

by their manufacturer for specific diagnostic and/or therapeutic purposes and which are involved in their 

proper functioning, intended by the manufacturer to be used in human beings for the purposes of: 

(1) diagnosis, prevention, control, treatment or alleviation of a disease; 

(2) diagnosis, monitoring, treatment, alleviation or compensation of an injury or impairment, 

(3) investigation, replacement or modification of the anatomy or of a physiological process; 

(4) regulation of conception; 

It is further required that it does not exert the principal intended action within or on the surface of the 

human body by pharmacological, immunological or metabolic means, but to whose function such means 

may contribute. 

As regards in vitro diagnostic medical devices, the RDMD39 defines them as any medical device consisting 

of a reagent, reagent product, calibrator, control material, instrument and material kit, instrument, 

apparatus, equipment or system, used alone or in association with others, intended by the manufacturer to 

be used in vitro for the study of specimens from the human body, including blood and tissue donations, 

solely or principally for the purpose of providing information concerning a physiological or pathological 

                                                            
38 Article 2(1)(a) RDMD. 
39 Article 2(1)(a) RDMD. 
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condition, or concerning a congenital anomaly, or for determining safety and compatibility with potential 

recipients, or for monitoring therapeutic measures. 

Sample containers shall be considered as in vitro diagnostic medical devices. Sample containers' means 

devices, whether or not vacuum-packed, intended specifically by the manufacturer for the direct 

containment and preservation of specimens from the human body for in vitro diagnostic examination. 

Articles for general laboratory use are not considered to be in vitro diagnostic medical devices unless, by 

virtue of their characteristics, they are specifically intended by the manufacturer to be used for in vitro 

diagnostic examinations. 

 

3.2. Guarantees for placing on the market and/or putting medical devices into service 

We can systematise the health guarantees for placing on the market and/or putting into service of medical 

devices40 as follows:  

-Guarantee of regulatory compliance: Medical devices may only be placed on the market and/or put into 

service if they comply with the requirements established in the RDMD when they have been duly supplied, 

correctly installed and maintained and used in accordance with their intended purpose, without 

compromising the safety or health of patients, users or, where appropriate, third parties. 

-Guarantee of information: At the time of their entry into service in Spain, products must include certain 

data41, at least in Spanish language, so that effective, truthful and sufficient information on their essential 

characteristics is available in a certain and objective manner. 

-Guarantee in terms of labelling and advertising: Medical devices may not be marketed if the labelling or 

promotional material contains statements or distinctive features that are misleading, attribute functions 

that they do not possess or provide expectations of assured success or that no harmful effects will appear 

after their indicated or prolonged use. Nor may it attribute superfluous character to the medical or surgical 

intervention. 

-Guarantee of use: Medical devices may only be used in Spain by qualified and duly trained professionals, 

depending on the product in question. Medical devices must be used under the conditions and for the 

purposes intended by their manufacturer. They must also be properly maintained in such a way as to ensure 

that, during their period of use, they retain the safety and performance intended by their manufacturer. 

-Guarantee in relation to implantable medical devices: In accordance with the provisions of Act 41/2002, 

of 14 November, on patient autonomy and rights and obligations regarding clinical information and 

documentation, the patient shall be provided with information on any implantable medical device received 

                                                            
40 See Article 4 RDMD. 
41 These are the data contained in Annex I, paragraph 13. 
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during the course of his or her treatment and it shall be included in his or her clinical record. This is without 

prejudice to the requirement for implantation cards for certain types of implants. 

-Guarantee of confidentiality:42 Without prejudice to existing provisions on professional secrecy, health 

authorities shall ensure that all parties concerned with the implementation of the RDMD maintain the 

confidentiality of any information obtained in the course of their duties. This does not affect the obligations 

of the competent authorities and notified bodies with regard to reciprocal information and dissemination 

of warnings, or the reporting obligations of the persons concerned, both to the health authorities and to the 

courts. 

However, the following information shall not be considered confidential: 

(a) information on the register of persons responsible for placing products on the market; 

(b) information intended for users sent by the manufacturer, authorised representative, importer or 

distributor in connection with a measure under the vigilance system; 

(c) information contained in certificates issued, modified, supplemented, suspended or withdrawn. 

 

3.3. Essential requirements for medical devices 

In general, medical devices must meet the essential requirements set out in Annex I. This Annex is applied 

taking into account the intended purpose of medical devices.43  There are, however, special rules for 

medical devices which are considered to be 'machines' and for those which use tissues of animal origin. 

 

In the case of medical devices that are considered to be machines, where the corresponding risk exists, 

they must also comply with the essential health and safety requirements laid down in Royal Decree 

1644/2008 of 10 October 2008, which lays down the rules for the placing on the market and putting into 

service of machines, provided that the essential health and safety requirements of this regulation are more 

specific than the essential requirements laid down in Annex I of the RDMD. 

Medical devices manufactured using non-viable tissues of animal origin or non-viable products derived 

from tissues of animal origin from certain species44 must comply with the detailed specifications relating 

to the risks of transmitting transmissible spongiform encephalopathies (TSEs) under normal conditions of 

use to patients or other persons, as set out in Annex XIII to this Royal Decree. This does not apply when 

the products are not intended to come into contact with the human body or are intended to come into 

contact only with intact skin. 

                                                            
42 Article 7 RDMD. 
43 Article 5 RDMD. 
44 Bovine, ovine and caprine species, as well as those from deer, elk, mink and cats. 
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It is important to note that the RDMD45 establishes a presumption of conformity with the essential 

requirements. Thus, where medical devices conform to the relevant national standards, adopted in 

application of harmonised standards that satisfy certain essential requirements, they are presumed to 

conform to the essential requirements concerned. For these purposes, national standards and harmonised 

standards are those whose reference numbers have been published in the Official State Gazette (BOE) and 

in the Official Journal of the EU, respectively. The monographs of the European Pharmacopoeia relating, 

in particular, to surgical sutures and to the interaction between medicinal products and materials used as 

containers for medicinal products, the references of which have been published in the Official Journal of 

the EU, shall also be considered. 

 

3.4. Classification of medical devices 

Devices are classified as class I, IIa, IIb and III. The assignment of each device to a particular class is 

carried out in accordance with the criteria set out in Annex IX of the RDMD46. 

In the event of a dispute between the manufacturer and the notified body over the application of the 

classification criteria, the case shall be referred for decision to the competent authorities of the notified 

body. In the case of a Spanish notified body, the case shall be referred to the Spanish Agency for Medicinal 

Products and Health Products (AEMPS). The AEMPS shall decide on the classification of devices by 

applying the criteria set out in Annex IX. 

However, where the AEMPS considers that the classification rules set out in Annex IX need to be adapted, 

taking into account technical progress and any other information available under the vigilance system, it 

may submit a duly justified request to the European Commission to take the necessary measures to adapt 

the classification rules. 

The AEMPS shall submit a duly justified request to the European Commission to take the necessary 

measures where it considers that: (a) the application of the classification rules set out in Annex IX requires 

a decision regarding the classification of a given device or category of devices; (b) a given device or family 

of devices should, by way of derogation from Annex IX, be classified in another class. 

 

3.5. CE marking 

                                                            
45 Article 6 RDMD. 
46 Article 11 RDMD. Notwithstanding the rules set out in Annex IX, breast implants are classified as class III medical devices 
and hip, knee and shoulder joint replacements are classified as class III medical devices. 
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One of the key elements of the EU system is that only products bearing the CE marking may be placed on 

the market and put into service47.  By way of exception, custom-made products and products intended for 

clinical investigations shall not bear the CE marking. 

In the case of custom-made devices, custom-made devices may only be placed on the market and put into 

service where48: 

(a) the manufacturer or his authorised representative has followed the regulatory procedure and has drawn 

up the necessary declaration of conformity before placing on the market; and (b) in the case of a Class IIa, 

IIb or III device, the device is accompanied by the declaration of conformity with the RDMR, which shall 

be available to the patient, who shall be identified by name, acronym or code number. 

In addition, the patient shall be informed that this declaration is available to him and shall be given to him 

on request. In addition, the manufacturer or any person who puts custom-made devices into service in 

Spain shall keep at the disposal of the competent authorities, for a period of at least 5 years, a list of the 

devices he has put into service in Spain, together with a copy of the declaration of conformity and of the 

accompanying documentation. In the case of implantable devices, the period shall be at least 15 years.  

Manufacturers established in Spain who place custom-made devices on the market must register in the 

Register of Persons Responsible for placing on the market. This obligation will be extended to the 

authorised representative when he is established in Spain. 

In the case of devices intended for clinical research, they may only be made available to a specialist 

practitioner for use in the context of such investigation when: a) their manufacturer or authorised 

representative has followed the regulatory procedure and has established the necessary declaration of 

conformity, and b) the research complies with certain legal requirements49. 

The manufacturer of a device intended for clinical investigations or his authorised representative must 

keep the declaration of compliance and the accompanying documentation at the disposal of the competent 

authorities for a period of five years. In the case of implantable devices, the period shall be at least 15 

years. 

Having analysed these exceptions, it should be noted that the CE marking must follow certain guidelines:  

 It shall be affixed only by the manufacturer or his authorised representative and may only be 

affixed to products which have been shown to conform to the essential requirements and which 

have followed the conformity assessment procedures. 

                                                            
47 Article 12 RDMD. 
48 Article 16 RDMD. 
49 Article 17 RDMD. 
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 It must be affixed visibly, legibly and indelibly to the device or to the device packaging ensuring 

sterility, where possible and appropriate, and to the instructions for use; it must also be affixed to 

the outer packaging, if any. 

 It shall be followed by the identification number of the notified body responsible for carrying out 

the assessment procedures. However, it may not be accompanied by any identification number of 

a notified body, in the case of devices for which the conformity assessment procedure does not 

require the intervention of a notified body. 

 The affixing of marks or inscriptions which are likely to deceive third parties as to the meaning or 

form of the CE marking is prohibited. Any other marking may be affixed to the product, to the 

packaging or to the instructions for use accompanying the product provided that the visibility and 

legibility of the CE marking is not thereby reduced. 

 In the case of products to which other regulations apply, concerning other aspects in respect of 

which the affixing of the CE marking is provided for, the CE marking may be affixed only if the 

products also comply with the relevant provisions of those regulations. However, if one or more 

provisions allow the manufacturer, during a transitional period, to choose which measures to apply, 

the CE marking shall indicate that the products comply only with the provisions of the regulations 

applied by the manufacturer. In this case, the references of these regulations, as published in the 

"Official Journal of the European Union", must be given in the documentation, package leaflets or 

instructions required by these regulations and accompanying such products. These documents must 

be accessible without the packaging guaranteeing the sterility of the product having to be 

destroyed. 

Finally, it should be noted that when a product bears the CE marking in breach of the provisions of the 

RDMD, it is considered to have been improperly CE marked and will be treated, to all intents and 

purposes, as a non-compliant product. The same treatment will be given to products in which the CE 

marking does not appear when it should. 

 

4. Placing on the market and putting into service 

4.1. Notification of placing on the market and putting into service and registration of traceability 

Any natural or legal person who makes a class IIa, IIb or III device available for the first time for 

distribution and/or use in Spanish territory shall notify the AEMPS at the time when the device is made 

available50. 

                                                            
50 The communication shall contain the following data: a) Identification data of the person making the communication; b) Class 
to which the product belongs; c) Trade name of the product in Spain and trade names under which the product is marketed in 
the European Union, in the event that they are different from the first; d) Category, type of product and model/s; e) Description 
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Likewise, any natural or legal person who markets medical devices must keep a documented record of the 

devices that they make available in Spanish territory, containing at least the following data: a) Commercial 

name of the device; b) Model; c) Serial number or batch number; d) Date of dispatch or supply; e) 

Identification of the client51. 

 

4.2. Registration of persons responsible for placing medical devices on the market 

Any manufacturer established in Spain who places class I devices on the market, as well as custom-made 

devices, or who carries out activities related to medical or surgical procedures and sterilisation procedures, 

must notify the AEMPS in order to be included in the Register of Persons Responsible for placing devices 

on the market. This Register shall contain the address of its registered office and the description of the 

products concerned. This obligation shall be extended to the authorised representative when he/she is 

established in Spain. Any modification of the data indicated in the previous section shall be communicated 

following the procedure established in this article. The cessation of the placing on the market of the 

products shall also be notified. 

The AEMPS shall, upon request, inform the other Member States and the European Commission of the 

data provided by the manufacturer or authorised representative referred to in this Article. In addition, the 

AEMPS shall facilitate access to the marketing and putting into service register and the traceability register 

to the competent health authorities of ACs.52  

 

4.3. Obligations of economic operators 

Where a manufacturer who places a product on the market under his own name does not have a registered 

place of business in a Member State, he must designate a single authorised representative in the European 

Union. This designation shall be kept at the disposal of the competent authorities. 

The manufacturer or his authorised representative must keep the declaration of conformity and the 

documentation provided for in the relevant Annexes, as well as the decisions, reports and certificates from 

the notified bodies, at the disposal of the competent health authorities for inspection purposes for a period 

                                                            
and intended purpose of the product; f) Identification data of the manufacturer and place of manufacture and of its authorised 
representative, where appropriate; g) Identification number of the notified body or bodies involved in the conformity assessment 
for the affixing of the CE marking, annexes applied and copies of the EC certificates of conformity; h) Labelling and instructions 
for use submitted to or certified by the notified body; i) Labelling and instructions for use with which the product is to be 
marketed in Spain, insofar as the Spanish version is not included in the information indicated in point h). In this case, the 
Spanish version shall be a faithful translation of those submitted to or certified by the notified body; j) Date on which it is 
placed on the market or put into service in Spain; k) Details identifying the distributors in Spain, in the event that they do not 
coincide with the person making the communication (Article 23 RDMD). 
51 Article 22 RDMD. 
52 Articles 24 and 25 RDMD. 
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of five years after the last device has been manufactured. In the case of implantable devices this period 

shall be 15 years. 

Manufacturers, their authorised representatives, importers and distributors have the following duties53: 

(a) To submit in Spanish language, at the reasoned request of the health authorities, all information deemed 

necessary to judge the conformity of a device. However, the submission of documentation supporting such 

conformity in other language(s) which can be easily understood by the said authorities may be accepted. 

Refusal to provide the documentation referred to in this Article may be considered as a presumption of 

non-compliance. In the event that the importer or distributor does not have the documentation referred to 

in the previous paragraph, he shall obtain it from the manufacturer or the authorised representative. 

(b) Immediately put an end to the situation of infringement under the conditions established by the health 

authorities, in the case of a product on which the CE marking does not appear contrary to the provisions 

of this Royal Decree, or when it is found to have been affixed improperly, or in cases of non-compliance. 

(c) Pay the costs derived from the verification of the non-compliance of a product by the health authorities, 

when this requires the carrying out of evaluations or tests on the product or its technical documentation. 

They must also provide the samples necessary to carry out such verification. 

(d) Execute any measure restricting the placing on the market, placing on the market or putting into service 

of products, as well as their withdrawal from the market, recall from users or any appropriate measure to 

monitor the use of products, as well as those which, where appropriate, may be determined by the health 

authorities, in the event of suspicion or evidence of risk to health. They shall cooperate with the authorities 

in the adoption of such measures. 

(e) Identify, at the request of the health authorities, any operator who has supplied them with the product, 

any operator to whom they have supplied the product, and the health care establishments to which they 

have directly supplied the products. These obligations shall continue for a period of five years from the 

date of manufacture or supply of the last device. In the case of implantable devices, this period shall be 

fifteen years. 

Furthermore, before introducing a device, importers shall ensure that the device bears the CE marking, if 

applicable, and that the manufacturer has appointed a representative in the European Union, carried out 

the relevant conformity assessment and drawn up the required technical documentation. They shall ensure 

that the product is accompanied by the data and information specified in Article 4(2), both on the labelling 

and in the instructions for use, as provided for in that Article. 

                                                            
53 Article 26 RDMD. 
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Distributors established in Spanish territory, before distributing a product, must ensure that the product 

has the CE marking, if applicable, and that it is accompanied by the required data and information, both 

on the labelling and in the instructions for use, as established in the aforementioned article. 

Both the importer and the distributor must ensure that the notification obligations laid down in the above 

Article are fulfilled and, if necessary, notify accordingly. 

In the event that they receive the notification of the cases referred to in the aforementioned article directly 

from the healthcare establishments, they must immediately inform the manufacturer and agree with him 

the details of the notification to AEMPS. 

 

4.4. Distribution and sales 

In distribution and sale activities, the following requirements must be met:54   

(a) Only medical devices that comply with the provisions of the RDMD, and which are not out of date, 

may be distributed and sold.  

(b) The distribution and sale of medical devices shall be carried out in establishments that guarantee 

adequate storage and conservation of the products. 

(c) Establishments for the distribution and sale of medical devices shall be subject to monitoring and 

inspection by the health authorities of the corresponding AC. 

(d) Natural or legal persons engaged in the distribution and sale of medical devices must previously notify 

the health authorities of the AC of the beginning of their activity.55  Pharmacies are exempt from making 

such a declaration of activity, unless they sell products that require individualised adaptation, in which 

case they shall follow the provisions for this activity. 

(e) The sale of medical devices may be carried out through vending machines designed for this purpose, 

provided that the integrity and safety of the product is not impaired, except in the case of products that 

require individualised adaptation. 

(f) The sale of medical devices to the public by mail order and telematic procedures is permitted, but not 

the sale of medical devices on the street. 

In the case of distribution establishments, they shall have the necessary organisation and means to take 

any appropriate measures in cases of potential risks related to devices. They shall have a documented 

record of the products they distribute, containing certain minimum data 56 . In addition, distribution 

activities shall be carried out under the supervision of an appropriately qualified technician in charge. This 

                                                            
54 Article 27 RDMD. 
55 This communication shall contain the following information: 1. Identification of the distribution or sales establishment; 2. 
Types of products it distributes or sells; 3. Identification and qualifications of the technician responsible, where applicable. 
56 These data are: 1.º Commercial name of the product; 2.º Model; 3.º Lot number or serial number; 4.º Date of shipment or 
supply; 5.º Customer identification. 
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technician must maintain the technical and health information on the products he distributes or puts into 

service in Spain. 

Finally, establishments selling products that require individualised adaptation must have the necessary 

equipment to carry out such adaptation and have a professional whose qualifications accredit an 

appropriate qualification for these functions. Before starting the activity, these establishments must request 

and obtain authorisation from the health authority of the AC where they are established. 

 

4.5. Intra-EU and external trade 

With regard to EU circulation and imports,57 products introduced from EU countries and those imported 

from third countries may only be marketed and put into service in Spain if they comply with the 

requirements established in the RDMD. 

The AEMPS will verify that imports of medical devices meet the following requirements: a) the importer 

holds the health operating licence; b) the product bears the CE marking, except in the case of custom-

made products or products intended for clinical research; c) the product has been subject to the conformity 

assessment procedures provided for in this Royal Decree. In the case of imports of semi-finished products, 

it shall be verified that they are destined for companies that hold the licence to operate as manufacturers.  

When the aforementioned conditions are not met, the goods shall be rejected. The goods will also be 

rejected when the product has an improper or false CE marking, when the product has been subject to 

restriction measures by the health authorities or when it presents a health risk. However, by way of 

exception, the AEMPS may authorise, for justified reasons, imports of products where the above 

conditions are not met. 

In relation to exports58, products that are manufactured exclusively for export to non-EU countries and do 

not meet the requirements set out in the RDMS must be labelled in such a way that they are unequivocally 

identified as such, differentiating them from those destined for the EU market, in order to avoid their use 

there. 

 

5. Health expenditure 

5.1. Health expenditure in general terms 

According to OECD and the European Observatory of Health Systems and Policies, in 2017 health 

expenditure per capita (adjusted for differences in purchasing power) was EUR 2,371, 15% below the EU 

average of EUR 2,884.59  

                                                            
57 See Article 28 RDMS. 
58 See Article 29 RDMS. 
59 OECD and European Observatory of Health Systems and Policies (2019): op. cit., p. 3. 
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Figure 6. Percapita expenditure: Comparision Spain-EU 

 

 

 

 

 

 

 

Source: OECD and European Observatory of Health Systems and Policies (2019) 

 

Public expenditure accounted for 71% of all health expenditure in 2017, below the EU average of 79%. 

The share of public expenditure on healthcare fell after the economic crisis in 2009 due to cost-cutting 

measures and increased co-payments for medicines. It has started to increase again in recent years, 

although it remains below the pre-crisis level60. 

 

Figure 7. Health expenditure at the EU level (data refer to 2017) 

 

 
Source: OECD and European Observatory of Health Systems and Policies (2019) 

 

Following the economic crisis of 2009 and the protracted recession that followed, health spending declined 

for several years before rising again in recent years. Looking ahead, population ageing and moderate 

                                                            
60 Ibid p. 9. 
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economic growth are expected to add pressure to public spending on health and long-term care in the 

coming years and decades. It is projected that public expenditure on health could increase by 0.5 

percentage points of GDP between 2016 and 2070, while public expenditure on long-term care is projected 

to grow by 1.3 percentage points, which may jeopardise budgetary sustainability in the medium to long 

term61. 

Figure 8. Evolution of health expediture in Spain 

 

 
Source: OECD (2019), Spain: Country Health Profile 2019 

 

Thanks to the economic recovery in 2019 rates improved since health expenditure amounted 

to 9.0 % of GDP, above the EU of 8.3 %. 

 

 

 

 

 

 

 

Figure 9.  Health expenditure as a share of GDP (2019, or nearest year) 

 

                                                            
61 European Commission-EPC (2018), The 2018 Ageing Report – Economic and budgetary projections for the EU Member 
States (2016-2070), Institutional Paper 079. Brussels. 
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Source: OECD/European Union (2020) 

 

5.2. Health expenditure in medical devices  

5.2.1. Introduction 

Official statistics for health expenditure in medical devices are not available but can be obtained from 

various foreign trade offices of other foreign countries operating in Spain as well as from FENIN, the 

Spanish Federation of Healthcare Technology Companies.  

According to the International Trade Administration –which depends on the Department of Commerce for 

International Trade of the US Government– public healthcare institutions are the main purchasers of 

medical equipment and supplies and currently represent 75%- 80% of the market. These entities include 

public hospitals, health centers, research institutes, etc.  The private healthcare sector currently accounts 

for approximately 20 percent of the market, although this share may well increase given the need for 

greater public/private collaboration, particularly as a result of the current healthcare 

crisis.  Comprehensive medical attention is available to all Spaniards, while more than 10 million 

Spaniards also have private health insurance. Madrid and Catalonia account for over 80% of medical 

equipment sales. Small and medium sized companies make up 90 % of the market and account for more 

than 40 percent of the sales.  Large companies account for only 8 % of the market but they generate 

approximately 60 percent of the sales.   

These figures are not all-inclusive but reflect market trends.  Estimates for the rest of 2020 are currently 

unavailable due to the magnitude of the current healthcare crisis and the inordinate amount of resources 

utilized by the government to date. Despite the demand for equipment and supplies to meet the current 

health situation, overall the market for medical devices will be slow in the coming months due to the drain 

on resources and the contraction of the economy, estimated at between minus 9%-13% in 2020. Spain is 

the fifth largest market in Western Europe for medical devices and, as the economy was starting 
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to slowly recover, the value of technological renovation and digital transformation that became so 

apparent during the health crisis will result in these areas becoming the object of prime attention.  An 

ageing population and the prevalence of chronic diseases are also factors that will generate a demand in 

the future. 

The sector continues to rely heavily (approximately over 70 percent) on imports.  Germany accounts for 

approximately 50 % of the imports, while the United States accounts for another 25 %, some of which 

comes through other European ports.  Spanish manufacturers have stepped up their international activities 

since the previous economic crisis. Medical device exports from Spain increased over 30 % between 2012-

2017.  Exports have since slowed down.  The European Union continues to be the principal destination 

for Spanish exports in this sector, with more than 60 % of exports going to Germany, Portugal, Belgium, 

France and Italy62. 

 

Figure 10: Overview of the medical equipment and devices market in  in Spain 

 

 Medical equipment (€) 2017 2018 2019 2020* 

Total Exports 5,911 5,390 5,616 5,584 

Total Exports 1,523 1,560 1,571 n.a. 

Total Local Production 3,296 2,684 2,607 n.a. 

Total Imports 4,138 4,266 4,579 n.a. 

 

Source: Author’s own elaboration based on International Trade Administration report (2020). Data 

converted into euro according to the exchange rate of each year. 2020 data are estimates prior to onset 

of the international health outbreak due to COVID-19. 

 

As Flanders Invest & Trade (FIT) remarks, Spain’s public health system accounts for around 80% of the 

sector’s activity and finances a large part of the spending on medical devices. It has enormous importance 

compared to the still scarce private healthcare, therefore it is essential to be active in it to obtain a high 

sales quota. The private health sector, for its part, represents approximately 20% of the market, although 

this proportion is increasing due to budgetary adjustments in recent years. The whole of the medical 

devices market is estimated at approximately €7.417.240 million, with Madrid and Catalonia representing 

more than 80% of the sales. However, Spain's health system relies heavily on imported products (reported 

at almost €6.5 billion in 2018), mostly from Europe - Germany in particular - and the United States. Small 

                                                            
62 International Trade Administration (2020). Spain - Country Commercial Guide. Medical Equipment & Devices Available at: 
https://www.trade.gov/knowledge-product/spain-medical-equipment-devices 
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and medium-sized companies represent 90% of the market and more than 40% of sales. Large companies, 

for their part, represent only 8% of the market, but generate approximately 60% of sales. The Spanish 

market will continue increasing in the coming years. This is partly due to the growth forecasts of the 

Spanish market for medical devices, largely linked to the needs of the sector: aging of the population, 

assistance in diseases linked to aging, greater investment in healthcare and greater demand for 

personalized assistance, among other reasons.63  

According to FENIN64 the subsectors that experienced the biggest growth in 2018 were the following: 

 

Subsector % 

Cardiology, neurosurgery, pain treatment  6% 

Single use items 3% 

Implants  3% 

Dental  5.5% 

Technology Systems and Clinical Information 23.9% 

Source: FENIN (2019) 

 

5.2.2. High technology 

With regard to high technology, expenditure on the acquisition of equipment in public hospitals in the 

ACs analysed between 2010 and 2018 was 536.2 million euros. The lowest levels of expenditure are 

observed in the years 2011-2013, and 2013 is the year with the lowest expenditure of the entire period 

analysed with 15.8 million euros allocated to the acquisition of this type of equipment. After these years 

of low levels in equipment procurement, 2014 sees a significant upturn in equipment procurement and, 

since 2015, there has been significant growth in equipment procurement each year, especially relevant in 

2017 and 2018, when €98 million and €151.6 million, respectively, were spent on high-tech procurement65.   

 

Figure 11: Total cumulative annual expenditure (m€) on high-tech equipment procurement in public 

hospitals (2010-2018) 

                                                            
63  Vermeulen T., Rachynska C. (2020), The market of medical devices in Spain, Flanders Investment & Trade (FIT Madrid), 
p.4. Available at:  
https://www.flandersinvestmentandtrade.com/export/sites/trade/files/market_studies/2020-Spanje-
The_market_of_Medical_Devices_in_Spain%20%20website.pdf 
64 FENIN (2019): Perfil tecnológico hospitalario y propuestas para la renovación de tecnologías sanitarias. Available at: 
https://www.fenin.es/documents/document/675 
65 Autoridad Independiente de Responsabilidad Fiscal (AIReF) (2020), p. 133. Gasto hospitalario del sistema nacional de 
salud: farmacia e inversión en bienes de equipo. Available at: https://www.airef.es/wp-
content/uploads/2020/10/SANIDAD/PDF-WEB-Gasto-hospitalario-del-SNS.pdf 
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Source: AIRef (2020).  

  

The inter-regional differences are wide, such that the difference between the AC with the highest and 

lowest number of public facilities per million inhabitants in 2017 is 121%. However, it should be noted 

that these inter-regional differences have narrowed significantly over the years analysed (from 411% in 

2010 to 121% in 2017).  

The evolution between 2010 and 2017 has also been uneven across regions. While it is true that all of them 

have increased the number of computers per million inhabitants, the magnitude of these increases has 

varied greatly. The region with the greatest increase in the number of public facilities is Navarre (+391%), 

which was also the region with the lowest level of public facilities in 2010. It is followed by Aragón 

(+41%), the Canary Islands (+36%) and Asturias (+29%).  

Moreover, it is also worth noting that a significant proportion of the regions that have made a greater 

investment effort in high-tech equipment in recent years are those that started from a lower level of 

equipment per million inhabitants in 2010. 

By type of equipment, there are also significant differences in the provision between the different regions. 

Among the modalities with the widest differences are CT, MRI, MAMO, X-ray rooms and DIAL 

equipment66. 

 

Figure 12. High-tech equipment in public hospitals per million inhabitants (2017) 

 

                                                            
66 Ibid. 
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Source: AIRef (2020).  

 

5.2.3. Incentives 

The Spanish State grants regional incentives, i.e. financial subsidies to productive investment projects 

carried out in certain regions of the country in order to promote business activity. The ultimate aim is to 

eradicate existing territorial disparities and to strengthen the development potential of less favourable 

regions. Canary Islands is the Spanish AC that receives the highest percentage in terms of incentives, 

reaching up to 35% per investment project. Other Spanish regions receiving more incentives are Castilla-

La Mancha, Extremadura, Andalusia, Murcia and the Autonomous City of Melilla, where the maximum 

percentage of aid is up to 25%.67 

 

Figure 13: Map of regional incentives for medical devices (2017-2020) 

 

                                                            
67 Vermeulen T., Rachynska C. (2020), op. cit. p. 3. 
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6. Public procurement procedures  

6.1. Overview on the procedures for purchasing medical devices 

Whenever a medical device is used to perform medical procedures financed from the public budget, the 

purchase of such device must comply with national regulations and EU procurement Directives.68 In the 

case of Spain all onerous contracts concluded by public sector entities are subject to the Law 9/2017, 8 

November 2017, on Public-Sector Contracts 69 (hererinafter LPSC). This law implemented into Spanish 

law the Directives of the European Parliament and of the Council 2014/23/EU70 and 2014/24/EU71. 

It is important to note that the LPSC defines certain thresholds to define those contracts which are subject 

to harmonised regulation, so that must be published at the Official Journal of the European Union. This is 

the case of supply contracts for medical devices whose estimated value, net of VAT, equals or exceeds (i) 

EUR 139,000 -when they are concluded by Central Government Authorities-; (ii) EUR 221,000 in the 

case of other supply contracts.72 

                                                            
68 Decarolis, F., Giorgiantonio, C. (2015) Public Procurement of Healthcare in Europe: The Case of Medical Devices, SSRN 
Electronic Journal, p. 9. 
69 «BOE» no. 272, 9 November 2017. Available at: https://www.boe.es/buscar/act.php?id=BOE-A-2017-12902 
70 Directive 2014/23/EU of the European Parliament and of the Council of 26 February 2014 on the award of concession 
contracts [OJ L 94, 28.3.2014, p. 1–64]. 
71 Directive 2014/24/EU of the European Parliament and of the Council of 26 February 2014 on public procurement and 
repealing Directive 2004/18/EC [OJ L 94, 28.3.2014, p. 65–242]. 
72 Order HAC/1272/2019, 16 December 2019. «BOE» no. 314, 31 Dicember 2019. Available at: 
https://www.boe.es/eli/es/o/2019/12/16/hac1272/con 
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Regarding the procurement of medical devices, the LPSC regulates six awarding procedures: 

(i) open procedure.  

(ii) restricted procedure. 

(iii) negotiated procedure.73 

(iv) competitive dialogue. 

(v) innovation partnership. 

(vi) direct procurement. 

 

6.2. Open procedure 

In the open procedure the contracting autority publishes a contract notice containing, among other things, 

an accurate description of the subject of the contract. The call for tender precedes the presentation of the 

offers by all interested parties, whose fulfillment of the requisites is verified when the bids received are 

assessed.74  This requirement is laid down in LPSC 75  when stating that in the open procedure, any 

interested entrepreneur may submit a proposal, provided that he accredits the solvency requirements set 

out in the specific administrative clauses, excluding any negotiation of the terms of the contract with the 

bidders.76  The award shall normally be made using a plurality of award criteria based on the best quality-

price ratio. However, where only one award criterion is used, it must be cost-related, which may be price 

or a criterion based on cost-effectiveness, such as life-cycle costing. Where multiple award criteria are 

used, where possible, preference shall be given to criteria which refer to characteristics of the subject-

matter of the contract which can be evaluated by means of figures or percentages obtained by simple 

application of the formulae set out in the tender documents77. 

Within the open procedure there are two modalities, which considerably speed up the awarding of 

contracts:  

a) Simplified open procedure  

 

Contracting bodies may agree to use this procedure for supply contracts when the following two conditions 

are met: i) That their estimated value is equal to or less than 139,000 euros; ii) That among the award 

criteria set out in the specifications there are none that can be evaluated by means of a value judgement 

or, if there are any, their weighting does not exceed twenty-five percent of the total, except in the case of 

                                                            
73 So called “competitive procedure with negotiation” in Article 29 of the Directive 2014/24/EU. 
74 Decarolis, F., Giorgiantonio, C. (2015), op. cit, p.10. 
75 It follows Article 27 of the Directive 2014/24/EU 
76 Article 156(1) LPSC. 
77 Article 146(1) LPSC. 
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contracts for intellectual services, such as engineering and architectural services, in which their weighting 

may not exceed forty-five percent of the total. 

The contract tender notice need only be published in the contracting body's contracting profile. All the 

documentation necessary for the presentation of the bid must be available electronically from the day of 

publication of the announcement in the contracting body's contracting profile. The deadline for the 

presentation of proposals may not be less than fifteen days from the day after the publication of the tender 

announcement in the contracting body's contracting profile. 

The procedure will be carried out in accordance with the following specialities: 

i) All tenderers submitting bids under this simplified procedure must be registered in the Official 

Register of Tenderers and Classified Companies in the Public Sector, or where applicable, in the 

Official Register of the corresponding AC, on the final date for submission of bids, provided that 

competition is not limited. 

ii) Tenderers are not required to provide a provisional guarantee. 

iii) Proposals must be presented necessarily and only at the registry indicated in the invitation to tender. 

The presentation of the bid will require a declaration of responsibility from the signatory with regard 

to: i) being the representative of the company presenting the bid; ii) having the appropriate economic, 

financial and technical solvency or, where applicable, the corresponding classification; iii) having the 

necessary authorisations to carry out the activity; iv) not being subject to any prohibition to enter into 

contracts. Additionally, if the company is a foreign company, the responsible declaration shall include 

submission to Spanish jurisdiction. 

iv) The bid shall be submitted in a single envelope or electronic file in those cases in which the procedure 

does not include award criteria whose quantification depends on a value judgement. Otherwise, the 

tender shall be submitted in two envelopes or electronic files. 

v) In those cases in which the procedure contemplates award criteria whose quantification depends on a 

value judgement, the evaluation of the proposals will be carried out by the technical services of the 

contracting body within a period of no more than seven days, and must be signed by the technician or 

technicians who carry out the evaluation.  In any case, the evaluation referred to in the previous point 

must be carried out prior to the opening of the envelope or electronic file containing the offer that can 

be evaluated by means of criteria that can be quantified by the mere application of formulae. 

vi) In the cases in which foreign entrepreneurs from a Member State of the European Union or signatory 

of the European Economic Area apply for the tender, accreditation of their capacity, solvency and 

absence of prohibitions may be carried out either by consulting the corresponding official list of 

authorised economic operators of a Member State, or by providing the documentation accrediting the 
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aforementioned points, which must be presented, in the latter case, within the period granted for the 

presentation of the definitive guarantee. 

 

c) Express open procedure. 

It applies to supply contracts with an estimated value of less than 60,000 euros. This procedure has the 

following characteristics:     

i) The deadline for the submission of proposals may not be less than ten working days, starting from the 

day following the publication of the tender notice in the contracting profile. Notwithstanding the 

above, in the case of current purchases of goods available on the market, the deadline shall be 5 

working days. 

ii) Tenderers are exempted from the requirement to provide proof of economic and financial and technical 

or professional solvency. 

iii) The tender shall be submitted in a single envelope or electronic file and shall be evaluated, in all cases, 

on the basis of award criteria that can be quantified simply by applying the formulas established in the 

specifications. 

iv) Tenders may be evaluated automatically by means of computerised devices or with the assistance of 

a technical unit assisting the contracting authority. 

v) It will be guaranteed, by means of an electronic device, that the opening of the propositions will not 

take place until the deadline for their presentation has expired, and therefore no public act of opening 

of the same will be held. 

vi) The bids submitted and the documentation relating to their evaluation will be openly accessible by 

computer without any restriction from the moment the contract award is notified. 

vii) No definitive guarantee is required. 

viii) The contract may be formalised by means of the signature of the contractor's acceptance of the 

award decision. 

 

6.3. Restricted procedure 

Clear diferences can be found the the restricted procedure. In open procedures the administration must 

specify the full characteristics of the service both in the contract notice and in the relevant auction 

documentation, while the restricted one this exposition can be affected beforehand in the invitation letters. 

The second key rule concerning contract awards is the specification of the criterion for determining the 

winner. Both procedures can use either the “lowest price” criterion or “economically most advantageous 

offer” criterion. By the former, the enterprise offering the lowest price is awarded the contract, provided 

that this price is judged to be “reliable”, pursuant to the regulations governing abnormal tenders; by the 
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latter, not only price but a range of other parameters, linked to the subject-matter of the public contract in 

question and specified in the contract notice are assessed.78  

Regarding Spanish legislation 79 , it states that, any interested undertaking may submit a request to 

participate in response to a call for tenders in the restricted procedure. Tenders may be submitted only by 

those contractors who, at their request and on the basis of their solvency, are selected by the contracting 

authority. In this regard, the specific administrative clauses may provide for bonuses or compensation for 

the costs incurred by tenderers in submitting their bids for service contracts in cases where their submission 

involves the performance of certain developments.  

The contracting authority shall specify the minimum number of tenderers to be invited to participate in 

the procedure, which may not be less than five. Where the number of candidates meeting the selection 

criteria is less than this minimum number, the contracting authority may continue the procedure with those 

who meet the required conditions, without inviting entrepreneurs who have not applied to take part in the 

procedure or candidates who do not meet these conditions. If it considers it appropriate, the contracting 

authority may also fix the maximum number of candidates to be invited to submit a tender. 

In any event, the number of candidates invited must be sufficient to ensure effective competition. Once 

the contracting authority has verified the personality and solvency of the applicants, it shall select those 

who are to proceed to the next stage and shall invite them simultaneously and in writing to submit their 

tenders. 

In the restricted procedure, any negotiation of the terms of the contract with the candidates is prohibited. 

However, this procedure is particularly appropriate in the case of particularly complex intellectual services, 

such as certain consultancy, architectural or engineering services. It is therefore not a usual procedure for 

purchasing medical devices. 

 

6.4. Negociated procedure 

This is an exceptional procedure as competition is restricted. This procedure is therefore only permitted 

in certain limited cases. In procedures with negotiation, the award shall be made to the tenderer justifiably 

chosen by the contracting authority after negotiating the terms of the contract with one or more candidates. 

To this end, the specific administrative clauses shall determine: (i) the economic and technical aspects 

which, where appropriate, are to be the subject of negotiation with the companies; (ii) a description of the 

needs of the contracting authorities and the characteristics required for the supplies to be contracted; (iii) 

the procedure to be followed for negotiation, which shall at all times ensure maximum transparency of the 

                                                            
78 Decarolis, F., Giorgiantonio, C. (2015), op. cit., p.11. 
79 Articles 160 and 162 LPSC. At the EU level, see Article 28 of the Directive 2014/24/EU. 
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negotiation, its publicity and non-discrimination between the tenderers taking part; (iv) the elements of 

the service which are the subject of the contract which constitute the minimum requirements to be met by 

all tenders; (v) the award criteria. The information provided shall be sufficiently precise to enable 

economic operators to identify the nature and scope of the procurement and to decide whether to apply to 

participate in the procedure80. 

Two modalities of negotiated procedure can be distinguished 

a)  with publication of a contract notice 

Contracting authorities may use this modality when any of the following situations is met:81 

i) When, in order to meet the needs of the contracting authority, it is essential that the service, as it is 

available on the market, is subject to prior design or adaptation work by the tenderers. 

ii) When the service which is the object of the contract includes a project or innovative solutions. 

iii) Where the contract cannot be awarded without prior negotiation because of specific circumstances 

relating to the nature, complexity or legal or financial form of the subject-matter of the contract or the 

risks attaching thereto.  

iv) Where the contracting authority cannot establish with sufficient precision the technical specifications 

by reference to a standard, European Technical Assessment, common technical specification or 

technical reference. 

v) Where only irregular or unacceptable tenders have been submitted in the open or restricted procedures 

previously followed. In particular, tenders which do not correspond to the procurement documents, 

which have been received after the deadline, which show signs of collusion or corruption or which 

have been considered abnormally low by the contracting authority shall be considered irregular. In 

particular, tenders submitted by tenderers who do not have the required qualifications, as well as 

tenders whose price exceeds the contracting authority's budget, as determined and documented before 

the start of the procurement procedure, shall be considered unacceptable. 

 

b) without the prior publication 

Contracting authorities may award contracts using the negotiated procedure without prior publication of 

a contract notice only in the following cases82: 

i) No tender; no suitable tender; no request to participate; or no suitable request to participate has 

been submitted in response to an open procedure or a restricted procedure, provided that the initial 

                                                            
80 Article 166 LPSC. 
81 Article 167 LPSC. 
 
82Article 168 LPSC. 
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conditions of the contract are not substantially altered, provided that in no case may the base tender 

budget be increased or the remuneration system altered, and that a report is sent to the European 

Commission when it so requests. 

A tender shall be considered unsuitable if it is irrelevant to the contract because it is manifestly 

insufficient to meet, without substantial changes, the needs and requirements of the contracting 

authority as specified in the procurement documents. A request to participate shall be considered 

unsuitable if the entrepreneur in question is to be or may be excluded on the grounds set out in this 

Act or does not satisfy the selection criteria established by the contracting body. 

ii) When the supply can only be entrusted to a specific company for any of the following reasons: i) 

there is no competition for technical reasons; ii) exclusive rights, including intellectual and 

industrial property rights, must be protected.  

The absence of competition on technical grounds and the protection of exclusive rights, including 

intellectual property rights, shall only apply when two conditions are met: (a) there is no reasonable 

alternative or substitute; (b) the absence of competition is not the result of a restrictive design of 

the requirements and criteria for awarding the contract. 

Public tendering entails that competing medical devices are proposed to contracting authorities, 

and are then compared in the light of award criteria. Innovative, patented products, can qualify as 

being protected by exclusive rights, which in certain circumstances allows contracting authorities 

to have recourse to the (less burdensome) negotiated procedures under the public procurement 

legislation.83 However, in Commission of the European Communities v Kingdom of Spain,84 the 

European Court of Justice has concluded that such justification was not sufficient to systematically 

apply a negotiated procedure. In that case, while Spain claimed that the medicinal products market 

is highly regulated by EU law itself and that the Spanish legislation ultimately complied with the 

restrictions resulting therefrom, the Luxembourg Court responded that none of the exceptions 

authorised by the directive is defined by reference to the type of product in question or the legal 

rules applicable to it, so that medicinal products are covered by the public procurement directives, 

like any other product and without any restriction. 

The Court held that "it is not sufficient for the pharmaceutical products and specialities in question 

to be protected by exclusive rights; they must also be capable of being manufactured or delivered 

only by a particular supplier", that requirement being satisfied "only with respect to those products 

                                                            
83 Martens, M. & Carbonnelle, N. (ed.) ‘Public procurement of medicinal products. White paper: Common legislation but 
diverging implementation approaches throughout the EU’, pp. 4-5. Available at:  
https://www.twobirds.com/~/media/pdfs/white-papers/public-procurement-of-medicinal-products.pdf 

84 Judgment of the European Court of Justice 3 May 1994 (Case C-328/92). 
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and specialities for which there is no competition in the market". As Martens and Carbonnelle note, 

as soon as a product is distributed by more than one operator, the product has to be procured through 

a public tendering procedure85. 

iii) When the contract has been declared secret or reserved; or when its execution must be accompanied 

by special security measures; or when the protection of the essential interests of state security so 

requires. 

iv) When an imperative urgency resulting from events unforeseeable by the contracting body and not 

attributable to it requires prompt execution of the contract that cannot be achieved through the 

application of the emergency procedure. 

v) When only irregular or unacceptable bids have been submitted, provided that the negotiation 

includes all the bidders who, in the previous procedure, submitted bids that comply with the formal 

requirements of the contracting procedure, and provided that the initial conditions of the contract 

are not substantially modified, and under no circumstances may the bid price be increased or the 

remuneration system modified. 

vi) When the products are manufactured exclusively for the purposes of research, experimentation, 

study or development; this condition does not apply to mass production aimed at establishing the 

commercial viability of the product or recovering research and development costs. 

vii)  In the case of additional deliveries made by the original supplier that constitute either a partial 

replacement of supplies or installations in current use (or an extension of existing supplies or 

installations). It is necessary that the change of supplier obliges the contracting authority to acquire 

equipment with different technical characteristics, giving rise to incompatibilities or 

disproportionate technical difficulties of use and maintenance. The duration of such contracts may 

not, as a general rule, exceed three years. 

viii) In the case of purchases on organised markets or commodities exchanges of supplies listed 

on such markets. 

ix) In the case of a supply agreed on particularly advantageous terms with a supplier that definitively 

ceases its commercial activities, or with the administrators of a bankruptcy, or through a judicial 

agreement or a procedure of the same nature. 

 

6.5. Competitive dialogue 

                                                            
85 Martens, M. & Carbonnelle, N. (ed.), op. cit. 4-5. 
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This procedure was introduced in order to reconcile a greater flexibility in the assignment of complex 

works with compliance with EU principles on competition, transparency and equality of treatment.86 In 

the Spanish legal framework, the competitive dialogue procedure can only be used in the same cases as 

those allowed for the "negotiated procedure with the publication of a contract notice". In this sense, it 

would be applicable only to particularly complex medical devices. However, the competitive dialogue 

procedure must be preceded by the publication of a contract notice. In this procedure, a committee of 

experts conducts a dialogue with the selected candidates, at their request, in order to develop one or more 

solutions likely to meet their needs and which will serve as a basis for the selected candidates to submit a 

tender.  Any interested company may submit a request to participate in response to a contract notice, 

providing the information and documentation for qualitative selection requested by the contracting 

authority87. 

In order to encourage the participation of companies that can offer the most appropriate and innovative 

solutions, contracting authorities may provide in the descriptive document for bonuses or compensation 

for all or some of the participants in the dialogue. In the event that bonuses or compensation are not 

awarded to all participants, they shall be awarded to the highest-ranked participants in the ranking order 

of the tenders88. 

The contracting authorities shall make their needs and requirements known in the contract notice and 

define them in that notice or in a descriptive document, which may not subsequently be amended. At the 

same time and in the same documents, the contracting authorities shall also make known and define the 

award criteria chosen and give an approximate time limit for completion. 

The committee of experts shall conduct a dialogue with the selected candidates in order to identify and 

define the appropriate means of meeting their needs. In the course of this dialogue, all aspects of the 

contract may be discussed with the selected candidates. During the dialogue, the panel shall treat all 

tenderers equally and, in particular, shall not provide, in a discriminatory manner, information which may 

give certain tenderers an advantage over others. In any event, the commission may not disclose to the 

other participants the solutions proposed by a participant or other confidential information communicated 

to them by a participant without their prior consent. 

The procedure may be organised in successive stages so as to reduce progressively the number of solutions 

to be examined during the dialogue stage by applying the award criteria indicated in the contract notice or 

in the descriptive document, stating whether use is to be made of this possibility. The number of solutions 

                                                            
86 Giorgiantonio C. & Giovanniello V. (2009), Infrastructure and Project Financing in Italy: The (Possible) Role of The 
Regulation», Bank of Italy, Occasional Paper, vol. 56. See also Article 30 of the Directive 2014/24/EU. 
87 Article 172 LPSC. 
88 Article 173 LPSC. 
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to be examined in the final phase shall be sufficiently large to ensure effective competition between them, 

provided that a sufficient number of solutions or suitable candidates have been submitted. 

The committee shall continue the dialogue until it is in a position to determine, after comparing them, the 

solutions submitted by each of the participants during the dialogue phase. Once a solution has been 

identified, the committee shall propose that the dialogue be declared closed, and the solutions to be adopted, 

and the participants who have presented the best solutions shall be invited to the final stage. After declaring 

the dialogue closed, the commission shall invite the participants whose solutions have already been 

adopted to submit their final offer, based on the solution specified during the dialogue phase. Finally, the 

committee shall evaluate the tenders submitted by the tenderers on the basis of the award criteria set out 

in the contract notice or the descriptive document and shall select the tender offering the best value for 

money89. 

 

6.6. Innovation partnership  

The innovation partnership is a procedure for the development of innovative products and the subsequent 

purchase of the resulting supplies, provided that they correspond to the performance levels and maximum 

costs agreed between the contracting authorities and the participants90. 

To this end, the contracting authority shall identify in the specific administrative specifications the need 

for an innovative product that cannot be met by purchasing it on the market. It shall also indicate which 

elements of the description constitute the minimum requirements to be met by all tenderers, and shall 

define the provisions applicable to intellectual and industrial property rights. The information provided 

shall be sufficiently precise to enable entrepreneurs to identify the nature and scope of the solution required 

and to decide whether to apply to participate in the procedure. 

In doing so, the contracting authority may decide to set up the innovation partnership with one or more 

partners carrying out separate research and development activities. The partner(s) shall have been selected 

in advance. 

Contracts awarded under this procedure shall be governed:  a) In the research and development phase, by 

the rules established by regulation, as well as by the prescriptions contained in the corresponding 

specifications, and additionally by the rules of the service contract; b) In the execution phase of the 

supplies arising from this procedure, by the rules corresponding to the supply contract. 

In the innovation partnership, any entrepreneur may submit a request to participate in response to a call 

for tender, providing the information on the objective criteria of solvency requested by the contracting 

                                                            
89 See Articles 174-176. 
90 Article 31 of the Directive 2014/24/EU. Also in Article 177 LPSC. 
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authority. For the purposes of selecting candidates, contracting authorities shall apply, in particular, 

objective solvency criteria relating to the candidates' ability in the fields of research and development and 

in the development and implementation of innovative solutions. Only those entrepreneurs invited by the 

contracting authority after evaluation of the information requested may submit research and innovation 

projects designed to meet the needs identified by the contracting authority which cannot be met by existing 

solutions91. 

Once the candidates have been selected, the contracting authority shall invite them to submit their research 

and innovation projects to meet the needs to be met. Contracts shall be awarded solely on the basis of the 

best value for money. Unless otherwise provided, the contracting authorities shall negotiate with the 

successful candidates the initial and all subsequent tenders submitted by them, except the final tender, 

with a view to improving their content. Minimum requirements and award criteria shall not be negotiated. 

Negotiations during the innovation partnershipp procedure may take place in successive stages in order to 

reduce the number of tenders to be negotiated by applying the award criteria specified in the particular 

administrative clauses and set out in the contract notice. The contracting authority shall clearly indicate in 

the contract notice and in the particular administrative clauses whether it will make use of this option. 

During negotiation, contracting authorities shall ensure that all tenderers are treated equally. To that end, 

they shall not provide, in a discriminatory manner, information which may give certain tenderers an 

advantage over others. They shall inform in writing all tenderers whose tenders have not been eliminated 

in accordance with the previous paragraph of any changes to the technical specifications or other 

procurement documents other than those setting out the minimum requirements. Following such changes, 

contracting authorities shall allow tenderers sufficient time to modify and resubmit amended tenders, as 

appropriate92. 

Innovation partnership is structured in successive phases following the sequence of stages in the research 

and innovation process, which may include the manufacture of products, the provision of services or the 

execution of works. The innovation partnership will set intermediate targets to be achieved by the partners 

and will provide for the payment of remuneration in appropriate instalments. 

On the basis of these targets, the contracting authority may decide, at the end of each phase, to terminate 

the innovation partnership or, in the case of a multi-partner innovation partnership, to reduce the number 

of partners by terminating the individual contracts, provided that the contracting authority has indicated 

in the specific administrative specifications that it may make use of these possibilities and the conditions 

under which it may do so. 

                                                            
91 Article 178 LPSC. 
92 Article 179 LPSC. 
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In case of innovation partnerships with several partners, the contracting authority shall not disclose to the 

other partners the proposed solutions or other confidential information communicated by a partner in the 

framework of the partnership without the agreement of the latter. This agreement may not take the form 

of a general waiver, but must relate to the intentional communication of specific information93. 

At the end of the research and development phases, the contracting authority shall analyse whether the 

results achieve the agreed performance and cost levels and shall agree on the procurement of the supplies. 

Procurement derived from the innovation partenership will be carried out in accordance with the terms 

established in the specific administrative clauses. When the partnership is carried out with several 

entrepreneurs, the selection of the entrepreneur to whom such purchases are to be made shall be made on 

the basis of the objective criteria established in the specifications. In the event that the purchase of supplies 

involves the provision of successive services, this may only be carried out for a maximum period of four 

years94. 

 

6.7. Non-competitive procurement 

Non-competitive procurement is only allowed in exceptional cases. Firstly, in the case of so-called "small 

contracts", defined by their low value.  In the case of medical devices, these are contracts with an estimated 

value of less than 15,000 euros95.  In this case, the procedure only requires the issuing of a report by the 

contracting body justifying the need for the contract. It is also necessary to justify that the object of the 

contract is not being altered in order to split its amount96. 

The other case that allows the award of medical devices to an entrepreneur without the need for 

competition is the so-called emergency contract. In this sense, when the Administration can freely contract 

when it has to act immediately due to catastrophic events, situations involving grave danger or needs 

affecting national defence97. 

 

7. Special systems for purchasing medical devices 

7.1. Framework agreements 

The regular way of procuring any type of product is a public supply contract. This contract is defined both 

in the Directive 2014/24/EU98 and in the LPSC99 as the one whose object is the purchase, lease, rental or 

                                                            
93 Article 180 LPSC. 
94 Articler 181 LPSC. 
95 En el caso de medical devices vinculados a proyectos de investigación el umbral de de 50.000 euros. 
96 Article 118 LPSC. 
97 Article 120 LPSC. 
98 Article 1(8) of the Directive 2014/24/EU. 
99 Article 16(1) LPSC. 
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hire-purchase, with or without an option to buy, of products. A public supply contract may include, as an 

incidental matter, siting and installation operations. 

However, like European legislation, the LPSC includes the figure of framework agreements as one of the 

mechanisms for ordering the award of public contracts. In accordance with Directive 2014/24/EU, a 

“framework agreement means an agreement between one or more contracting authorities and one or more 

economic operators, the purpose of which is to establish the terms governing contracts to be awarded 

during a given period, in particular with regard to price and, where appropriate, the quantity envisaged”100. 

The Spanish legislation offers a somewhat broader definition as it states that "one or more public sector 

contracting authorities may conclude framework agreements with one or more undertakings in order to 

fix the conditions to which the contracts they intend to award must conform during a given period, in 

particular as regards prices and, where appropriate, the quantities envisaged, provided that recourse to 

these instruments is not made in an abusive manner or in such a way that competition is hindered, restricted 

or distorted"101. 

The term of a framework agreement shall not exceed four years, save in exceptional cases duly justified, 

in particular by the subject of the framework agreement. No obstante, la duración de los contracts based 

on a framework agreement es independiente de la duración del acuerdo marco. In any case may under no 

circumstances entail substantial modifications to the terms laid down in that framework agreement. 

Contracts based on a framework agreement can only be concluded with undertakings and contracting 

authorities that were originally parties to it, except in the case of framework agreements concluded by 

central purchasing bodies. 

Two situations must be distinguished:  

(i) Where the framework agreement has been concluded with a single undertaking, contracts based on the 

terms of the framework agreement shall be awarded in accordance with the terms of the framework 

agreement. The contracting authorities may consult the contractor in writing, requesting it, if necessary, 

to supplement its tender. 

(ii) Where the framework agreement has been concluded with several undertakings, the award of contracts 

based on the terms of the framework agreement shall be made: 

 Where the framework agreement sets out all the terms, either without reopening of competition or 

with reopening of competition. The possibility of applying both systems must be provided for in 

the specifications of the framework agreement and the specifications must determine the cases in 

which reopening of competition will or will not take place, as well as the terms that will be the 

                                                            
100 Article 33 of the Directive 2014/24/EU. 
101 Article 219 LPSC. 
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subject of the reopening of competition, if this is the applicable award system. In order to be able 

to award contracts based on a framework agreement with all the terms defined without reopening 

of competition, the terms of the framework agreement must lay down objective conditions for 

determining which undertaking party to the framework agreement is to be awarded the contract on 

the basis of the framework agreement and to perform the service. 

The above provisions shall also apply to certain lots of a framework agreement, provided that, in 

relation to that particular lot or lots, the requirements set out in that paragraph have been met, and 

irrespective of the provisions of the specifications in relation to the other lots of the framework 

agreement. 

 Where the framework agreement does not set out all the terms, inviting the undertakings party to 

the framework agreement to re-tender. 

 

7.2. Dynamic purchasing systems 

For commonly used purchases the characteristics of which, as generally available on the market, meet the 

requirements of the contracting authorities, contracting authorities may use a dynamic purchasing system. 

The dynamic purchasing system shall be operated as a completely electronic process, and shall be open 

throughout the period of validity of the purchasing system to any economic operator that satisfies the 

selection criteria. It may be divided into categories of products that are objectively defined on the basis of 

characteristics of the procurement to be undertaken under the category concerned. Such characteristics 

may include reference to the maximum allowable size of the subsequent specific contracts or to a specific 

geographic area in which subsequent specific contracts will be performed. In order to procure under a 

dynamic purchasing system, contracting authorities shall follow the rules of the restricted procedure. All 

the candidates satisfying the selection criteria shall be admitted to the system, and the number of 

candidates to be admitted to the system shall not be limited102. 

 

7.3. Centralised purchasing of medical devices 

The Directive 2014/24/EU allows Member States to provide that contracting authorities may acquire 

supplies and/or services from a central purchasing body offering the centralised purchasing activity. 

Member States may also provide that contracting authorities may acquire supplies by using contracts 

awarded by a central purchasing body, by using dynamic purchasing systems operated by a central 

purchasing body or, by using a framework agreement concluded by a central purchasing body offering the 

centralised purchasing activity. Where a dynamic purchasing system which is operated by a central 

                                                            
102 Article 34 of the Directive 2014/24/EU and Articles 223-224 LSCP.  
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purchasing body may be used by other contracting authorities, this shall be mentioned in the call for 

competition setting up that dynamic purchasing system103. 

In general terms, Spain has centralised procurement centres for the State, ACs and local entities. However, 

the Minister of Finance may declare to be centralised the procurement for supplies on a general basis and 

with essentially homogeneous characteristics, determining the conditions under which the centralisation 

process will take place. This declaration of centralised procurement implies that the procurement of the 

supplies included therein must be carried out, on a mandatory basis, through the state centralised 

procurement system by all public entities104. 

In particular, LPSC provides a special regime for the centralized purchasing of medical devices. In this 

case, the Ministry of Health, Social Services and Equality, following a favourable report from the Ministry 

of Finance, may declare the centralised procurement of supplies of medicines and medical devices, which 

are contracted at the state level by different bodies and agencies105. This procurement must be carried out 

through the Ministry of Health, Social Services and Equality. The financing of the corresponding contracts 

is the responsibility of the requesting body or entity. 

In the same way, ACs and local entities, as well as the entities and bodies dependent on them and integrated 

into the National Health System, may join the centralised state procurement system for medical devices, 

for all or only for certain categories of medical devices. Accession shall require the conclusion of the 

corresponding agreement with the Ministry of Health. 

Likewise, the contracting bodies of the State, ACs and local entities, as well as the entities and bodies 

dependent on them and integrated into the National Health System, may jointly conclude framework 

agreements with one or several companies in order to establish the conditions to which the centralised 

contracts that they intend to award during a given period must conform. However, there is a limit. It is 

necessary that the use of these instruments is not carried out in an abusive manner or in such a way that 

competition is hindered, restricted or distorted. 

Specifically, Order SSI/1076/2014, of 16 June 2014,106 declares the supplies of the following medical 

devices to be centrally procured:  

1. Intraocular lenses.  

2. Hip, knee and shoulder joint replacements as well as their accessory devices (screws, wedges, plates 

or instruments). 

                                                            
103 Article 37 of the Directive 2014/24/EU. 
104 Artícle 229 LPSC. 
105 Additional Provision 27 LPSC. 
106 «BOE» no. 154, 25 June 2014. Available at:https://www.boe.es/buscar/doc.php?id=BOE-A-2014-6665 
 
 



IUS et SALUS – RIVISTA DI DIRITTO SANITARIO E FARMACEUTICO 
   
 

 
45 

3. Single and dual chamber pacemakers. 

4. Pacemakers with cardiac resynchronisation therapy. 

5. Implantable cardioverter defibrillators (ICD). Single and dual chamber. 

6. ICDs with cardiac resynchronisation therapy. 

7. Electrodes for endocardial pacing. 

8. Electrodes for coronary sinus pacing. 

9. Electrodes for epicardial pacing. 

10. Electrodes for defibrillation. 

11. Mechanical disc and bivalve heart valves. 

12. Porcine, pericardial and bovine biological heart valves. 

13. Cryopreservation-treated valvular homografts. 

14. Valved heterografts. 

15. Biological quick-connect valves. Self-expandable and balloon expandable. 

16. Transcatheter valves. (TAVI). Self-expandable and balloon expandable. 

17. Valvuloplasty rings. Rigid, semi-rigid and flexible. Mitral and tricuspid. 

18. Hybrid surgical devices for mitral reconstruction and repair. 

19. Valved conduits with metallic valve. Disc and bivalve. 

20. Valved conduits with xenologic biological valve. Supported and unsupported 

22. Sutureless prosthesis. 

23. Synthetic pericardial substitutes. 

24. xenologous biological pericardial substitutes. 

25. Atrial septal defect closure systems. 

26. Foramen ovale closure systems. 

27. Ventricular septal defect closure systems. 

28. Ductus Arteriosus Closure Systems. 

29. Paravalvular leak closure system. 

30. Left atrial appendage closure device (occluder). 

31. Short-, medium- and long-term ventricular assist devices. 

32. Balloon counterpulsation. 

33. Implantable Holter. 

34. Synthetic vascular grafts: straight and bifurcated, PTFE or polyester, thin-walled or standard-

walled, ringed or non-ringed, impregnated or non-impregnated. 

35. Patches: PTFE or polyester, xenologic biological xenologic. 

36. Synthetic vascular accesses, PTFE. 
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37. Vascular accessory devices, biological, xenologic. 

38. Endovascular cerebral implants. Stents: self-expandable, balloon expandable, flow-diverting 

stents. 

39. Coronary endovascular implants. Impregnated and non-impregnated stents. Simple and bifurcated. 

40. Impregnated stents. With antiproliferative drugs, single and bifurcated. With biodegradable 

polymer. With non-antiproliferative agents. 

41. Resorbable stents, mesh-covered stents, non-covered stents. 

42. Aortic, thoracic and abdominal endovascular prostheses, with covered stents, with uncovered 

stents, straight cylindrical/conical, with branches, fenestrated. 

43. Endovascular carotid stents. With balloon expandable, covered and uncovered stents. Self-

expandable stents, straight, tapered and open-rolled stents. 

44. Peripheral endovascular prostheses. Coated and uncoated, balloon expandable and self-

expandable, impregnated and non-impregnated stents. 

45. Uncoated, balloon-expandable, self-expandable; impregnated and non-impregnated, resorbable 

stents. 

46. Vena cava filters. 

47. Vascular closure/occlusion systems. Haemostatic devices with suture, without suture. 

48. Vascular plugs, covered, uncovered. 

49. Embolisation material (particles). Calibrated and uncalibrated. 

50. Embolisation material (liquids). Liquid agents for endovascular use and sclerosing agents for 

percutaneous use. 

51. Pushable coil devices. Controlled release, mechanically, electromagnetically. 

52. Drug delivery devices. Implantable infusion pumps. Subcutaneous reservoirs. Standard. High flow. 

Dual chamber. Low profile. 

53. Drug carrier particles. 

54. Percutaneous temporary catheters. 

55. Drug-eluting coronary stents of rapamycin or sirolimus and derivatives thereof. 

56. Biolimus drug-eluting coronary stent. 

57. Drug-eluting everolimus coronary stent, cobalt-chromium platform. 

58. Drug-eluting everolimus coronary stent, chrome-platinum platform. 

59. Drug-eluting zotarolimus coronary stent. 

60. Drug-eluting coronary stent for bifurcation lesions. 

61. Tubular or modular metallic stent, steel or cobalt-chrome. 

62. Modular metallic stent and sinusoidal structure, cobalt-chromium alloy with sinusoidal technology. 
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63. Modular metallic stent made of chrome-platinum alloy. 

64. Tubular or modular metallic stent, made of alloy steel, cobalt-chromium or platinum-chromium 

alloy, with passive coating. 

65. Tubular or modular metallic stent, made of alloy steel, cobalt-chromium or platinum-chromium 

alloy, with bioactive coating. 

66. Self-expanding metallic stent. 

67. Modular or tubular bifurcation lesion stent, cobalt-chromium alloy, with carinal coating. 

68. Coated stent for the treatment of vascular perforations. 

69. Coated stent for use in lesions with a high thrombotic content. 

70. Incontinence material (nappies, soakers, bags). 

71. Determination strips. 

72. Bandages, gauze and dressings. 

73. Suture material. 

74. Protective equipment (gloves, stockings and masks). 

 

It can be seen medical devices listed have an ordinary use, lacking innovative character. However, 

centralised purchasing allows for significant savings, given that it allows for an economy-of-scale effect 

that reduces costs by implying that purchases through framework agreements are made for the whole of 

the Spanish public sector.  

The centralised public procurement system is mandatory. To avoid its violation, ACs or local entities that 

formalise contracts derived from framework agreements must communicate to the Ministry of Health, 

Social Services and Equality information on the content of the contracts formalised in relation to, among 

other extremes, the amount, price and number of units. However, the centralised public procurement 

system admits exceptions. In this sense, when the corresponding framework agreements have been 

materialised, but the goods selected or the characteristics foreseen in the framework agreement do not 

meet the indispensable conditions to satisfy the specific needs of the requesting body, the procurement of 

medical devices will be carried out by the corresponding contracting entity. In any case, this possiblity 

requires a favourable report from the Ministry of Health, Social Services and Equality. 

  

8. Health technology assessment and purchasing of medical devices 

Health Technology Assessment (HTA) emerged as a discipline in the 1970s as a response to a twofold 

problem in Western countries: the uncontrolled increase in health care spending; and the uncertainty about 
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the final results generated by the use of certain medical technologies.107  Thus, HTA emerged as a response 

to the uncontrolled spread of expensive medical equipment108. 

Irrespective of the performance and effectiveness of health technologies in the functioning of the health 

service, and from an economic point of view, STD brings major benefits, and should be an important 

solution to the problems associated with the costs generated by the technologies. Spending needs to be 

rationalised. Rather than linear cuts, it would be desirable to improve the efficiency and productivity of 

the system, based on cost-effective resource allocation. This reallocation would free up resources so that 

they can be diverted to services that add substantive improvements or greater clinical value for users. The 

area that may involve the greatest potential savings of resources for the system is the improvement of 

purchasing systems to influence the pricing system for health inputs. 109  Spanish doctrine has stressed that 

public procurement of healthcare technology must make it possible to preserve the financial sustainability 

and equity of the model. This requires a transversal vision of the "public medicines market" that moves 

away from proposals that are disproportionately subordinated to an erroneous idea of economic savings at 

all costs. This proposal for a new architecture of public health procurement that is far removed from the 

simple price and that pivots on the greater value of the service is based on the vision of the State as the 

guarantor of quality public services and not so much on who provides them110. 

De lege lata, the Law 16/2003, of 28 May 2003, on the cohesion and quality of the National Health System, 

establishes that new techniques, technologies or procedures will be subject to evaluation, on a mandatory 

basis and prior to their use in the National Health System, by the Spanish Network of Agencies for the 

Evaluation of Health Technologies and Provisions of the National Health System. In this way, only those 

techniques, technologies or procedures that meet the aforementioned requirements may be incorporated 

into the portfolio of services for public funding111. 

In this sense, the purpose of the evaluation shall be to verify the concurrence of the following requirements: 

a) Contribute effectively to the prevention, diagnosis or treatment of illnesses, to the preservation or 

improvement of life expectancy, to self-rescue or to the elimination or reduction of pain and suffering. 

b) Provide an improvement, in terms of safety, efficacy, effectiveness, efficiency or proven usefulness, 

over other currently available alternatives. 

                                                            
107 See Martínez Navarro, J.A. (2018), “Salud electrónica, tecnología y sostenibilidad. La evaluación de las tecnologías 
sanitarias”, Derecho y Salud, no. 28 extra, p. 69.  
108 See Jonsson, E. & Banta, D. (1999): “Management of health technologies: an international view”,  British Medical Journal,  
Vol. 319 (7220), 1293.   
109 Pérez Gálvez, J.F. (2017): “La evaluación de las tecnologías sanitarias y la creación de una red de autoridades u órganos 
responsables”, in Pérez Gálvez, J.F. (Dir.), Profesionales de la salud. Problemas jurídicos, Tirant lo Blanch, Valencia, p. 234.   
110 Gimeno Feliú, J.M. (2020) “Retos de la contratación pública en el ámbito de la salud: Hacia un nuevo modelo de valor y 
eficiencia que pivote sobre el paciente”. Available at:  
http://www.obcp.es/opiniones/retos-de-la-contratacion-publica-en-el-ambito-de-la-salud-hacia-un-nuevo-modelo-de-valor 
111 Article 21. 
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c) Comply with the requirements established by current legislation, in the event that they include the use 

of medicines or medical devices. 

Taking into account the existence of different evaluation agencies, both in the State and in ACs, the 

functioning of the Spanish Network of Agencies for the Evaluation of Health Technologies and Provisions 

of the National Health System was regulated in 2013.112  At the national level, the Agency for Health 

Technology Assessment reports to the Ministry of Health and is managed by the Carlos III Health Institute. 

It was created by Royal Decree 1415/1994 of 25 June 1994.113 The Agency carries out three main activities. 

Firstly, it produces reports on emerging technologies, as well as short reports for health administration 

units. Secondly, it devotes a great deal of effort to detecting emerging technologies. To this end, it has 

developed a system called "SYNTHESIS – new technologies". This system is based on the so-called "early 

assessment", which means the evaluation of new technologies in advance, measuring their impact and 

guiding the rest of their development. Thirdly, the Agency carries out a healthcare technology monitoring 

service to fill gaps and guide towards better use114. 

There is currently a strong trend in Spanish doctrine calling for increased transparency in the activity of 

health technology assessment, which is seen as the way to initiate reconciliation between public health 

institutions and managers and the society for which they work. This facilitates and implements 

accountability in the healthcare system.115 
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