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FOREWORD 

 
The medical device market has grown rapidly in recent years, following the technological trends in the 

health sector markets that seek to improve people's well-being. 

 

This study aims to analyse the current situation of the Spanish medical devices market, which is a broad 

sector ranging from disposable products to medical instruments. The main objective is to establish a 

realistic vision of the possibilities that the Spanish market offers to potential foreign exporters and 

underline the key factors and business opportunities for companies that wish to operate in the Spanish 

market. It briefly examines the most important developments and trends in the industry, provides an 

updated and reliable vision of the sector, analyses its main characteristics and explains the existing 

opportunities that can be seized by companies that want to enter the country. 

 

1. INTRODUCTION: CURRENT STATUS OF MEDICAL DEVICES 
IN SPAIN 

 
The World Health Organization defines as medical device any instrument, article, apparatus, machine, 

software, material, or other similar or related article that is used for the prevention, diagnosis or treatment 

of illness or disease, or for detecting, measuring, restoring, correcting or modifying the structure or 

function of the body for health purposes. 

Medical devices are essential for a safe and effective prevention, diagnosis, treatment and rehabilitation 

of diseases and illnesses. The achievement of health-related development goals depends on the 

manufacture, regulation, planning, evaluation, acquisition, management and use of good quality medical 

devices that are safe and compatible with the environments in which they are used. 

A health revolution is currently taking place. Spain, although not usually the centre of innovation and 

with rather an 'adoptor' profile, is gradually incorporating novelties and renewals in this sector and 

having an increasing weight in production. The sectors that have traditionally had a good performance 

include cardiology, neurosurgery and pain treatment, single use items, implants, dental and technology 

systems. A large aging population and increasing life expectancy in the country will also generate a 

demand for medical devices directly connected with geriatric ailments and illnesses.  
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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 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 is of interest to Belgian companies and will continue to be 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. These are opportunities 

that should be exploited by Belgian companies. 

According to FENIN – Spanish healthcare technology federation – 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% 
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Below, some relevant facts and figures about the Spanish population (Worldometer - Spain Demographics 

2020): 

 

 

 

SPANISH POPULATION FORECAST 

Year Population 
Yearly % 
change 

Median age Urban population % 

2020 46,754,778 0.04% 44.9 80.3% 

2025 46,577,094 -0.08 % 47.3 81.6 % 

2030 46,230,140 -0.15 % 49.6 83.1 % 

2035 45,780,170 -0.20 % 51.4 84.7 % 

2040 45,224,891 -0.24 % 52.6 86.4 % 

2045 44,536,596 -0.31 % 53.2 88.0 % 

2050 43,637,410 -0.41 % 53.2 89.5 % 
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2. LAWS AND REGULATIONS GOVERNING THE INDUSTRY 
OF MEDICAL DEVICES 

 

Medical devices are regulated by a harmonized health regulation, in the European Union in general and 

in Spain in particular. The manufacturer, whether European or not, who wants to commercialize a medical 

device in Europe, must contact a European evaluation body, the so-called notified bodies, presenting 

documentation on the design, manufacturing and sterilization processes, the functional tests, clinical trials, 

packaging materials, technical standards they meet and information accompanying the product.  

Subsequently, the notified body evaluates this documentation and performs an audit at the facilities 

where the product is manufactured. In the case that the result of the verifications is favourable, it issues 

a certificate of conformity that allows the number of the notified body to be placed together with the CE 

mark on the product, indicating that it meets the regulatory requirements. With this marking it can be 

commercialized in all the countries of the European Union without the need of further evaluations. 

In Spain, the only body designated by the Ministry of Health to evaluate medical devices is the AEMPS 

(Spanish Agency for Medicinal Products and Medical Devices), notified body number 0318. AEMPS is equally 

liable for monitoring the first placing of medical devices in the Spanish market. 
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As mentioned above, in order to be commercialized in Spain, a medical device requires the CE conformity 

marking, in line with European Union Directives. Such marking can only be placed on those products for 

which there is evidence that they are in compliance with the conditions established in relevant 

regulations. Two types of medical devices do not require such marking, namely customised medical 

devices as well as medical devices used in clinical investigation. In those cases where a medical device 

does not have the CE marking, they can be authorised by the Spanish Agency for Medicinal Products and 

Medical Devices (AEMPS) in circumstances where there are no other options for the treatment of patients. 

The compliance of the product with the legislation can be verified through different evaluation procedures 

depending on the type of risk of the product. There are four types of risk: III, IIb, IIa and I, from the highest 

level to the lowest. The criteria that are followed are fundamentally the invasiveness of the product 

against the human body, the part of the body that is in contact with the device and the duration of this 

contact. 

Classes III, IIb and IIa require the intervention of a notified body, whose identification number will 

accompany the CE marking. Class I products do not require such intervention and the conformity is 

declared by the manufacturers themselves. 

In brief, the CE marking of conformity is a document that validates that a medical device: 

• Satisfies the provisions of the directive; 
• There exists an authorized representative; 

• There exists a notified body; 
• Appropriate compliance procedures have been applied; 

• The product has been marked with the ‘CE’ label.  
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3. FIELD RESEARCH: THE INDUSTRY OF MEDICAL DEVICES 
IN SPAIN  

 

3.1 CURRENT SITUATION: THREATS AND OPPORTUNITIES 

3.1.1. Challenges facing the sector 

 
There are three main challenges in the medical devices sector that should be underlined. 

The first one comprehends the public health systems. The main challenges in the public health system 

encompass new and emerging needs such as establishing a shared understanding of healthcare goals, 

surpassing health inequalities, looking after a continuously ageing society, as well as taking advantage of 

the potential of e-health technologies. 

The second challenge consists on balancing patient needs and financial sustainability. Given the fact that 

healthcare is expensive, it is essential to ensure that patients get better access to medical devices at costs 

that are accessible to the healthcare systems of European countries. 

The last challenge concerns competitiveness and innovation, since the medical devices sector faces 

challenges in research and development, emerging technologies as well as in relation to the European 

cooperation with the rest of the world regarding trade and regulatory matters.  

In short, the medical devices sector faces a number of challenges at national, European and international 

levels. Although these challenges can harm the competitiveness of the sector, if correctly addressed, they 

also have the potential to promote innovation. 

3.1.2. Opportunities 

 
Generally speaking, there are several strengths of the medical devices sector in Spain which are worth 

mentioning. The increasing demand for medical devices as a result of an aging population, the 

development of a new non-vital medical care, a large number of hospitals, the increase of chronic diseases, 

a higher purchasing power together with higher expectations from the population with regards to 

healthcare, all make of Spain a great platform for investment.  

Spain's high dependence on imported medical devices constitutes it as an accessible market for foreign 

companies that want to enter the market, especially if they originate in Europe. The country is also viewed 

as an excellent platform to do business from a geostrategic point of view, not only regarding the domestic 

market but also when it comes to entering third markets. Apart from providing free access to the 
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European Union market, it has an excellent geographic access as well as close economic and cultural ties 

with countries in the Mediterranean area, North Africa, the Middle East and, especially, Latin America. 

 

The attractiveness of Spain as an international business platform is further confirmed by a very open 

regulation to foreign investment. According to the FDI Regulatory Restrictiveness Index ranking presented 

by the OECD, Spain is the ninth most open country to foreign investment from a regulatory point of view, 

ahead of countries such as Germany, Belgium, France or USA. Generally, the foreign investor receives a 

treatment similar to that received by Spanish investors. Foreign investment does not require any prior 

authorization, being only subject to a declaration once the investment has been made, solely for 

information purposes.  

 

Another positive aspect for investing in Spain is the availability of resources. Collaboration with local 

suppliers is essential for foreign companies that invest outside their national borders to obtain successful 

results. In the case of Spain, foreign enterprises that invest here can find a very developed business 

network.  

 

A further opportunity to be seized by foreign investors is, on the one hand, the obsolescence of 

technological equipment that Spain suffers from at the moment and, on the other hand, the increase in 

the clinical expectations of citizens. The renewal rate in Spanish hospitals is currently insufficient to comply 

with the guidelines of the European Union. The latest data, in fact, shows that the Spanish hospital 

technology profile is close to tripling the obsolescence recommended by European regulations.  

 

The age of the medical devices used, fundamentally with regards to diagnosis, monitoring and treatment 

of the patients, creates the need to update and renew the obsolete medical devices. This is a key 

opportunity for foreign companies to manufacture and market their products, equipment and devices in 

Spain. 
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3.2 CURRENT AND FUTURE TRENDS IN THE MEDICAL DEVICES INDUSTRY 

IN SPAIN 

 
The Spanish medical devices industry is currently experiencing a period of change. The progressively high 

prevalence of chronic diseases together with the ageing of the Spanish population has brought as a result 

a rise in the demand for quality medical devices, diagnostic imaging equipment as well as innovative 

digital health solutions. 

 
As a result of numerous permanent changes after the economic crisis of the second decade of the 21st 

century and the subsequent reform of the Spanish National Health System into a more efficient one, the 

complex health sector has become one of the most important engines of economic and social development.  

 

Profound structural changes have been undertaken, supported, to a large extent, by the use of Information 

and Communication Technologies. The incorporation of ICT into the health system produced a progressive 

transformation of the management model, until it evolved into a fully integrated and patient-centred 

model. 

 

Regarding diagnostic aid, the incorporation of ICT has led to important advances in diagnostic methods, 

which has allowed progress towards a real model aimed at prevention of diseases. On the other hand, 

the use of imaging techniques to guide interventions has become widespread and sophisticated, as well 

as imaging techniques to activate drugs and local therapies and to ensure that injuries can be taken care 

of in a non-invasive way. 

 

Among dependent or chronic patients, telemedicine has allowed the use of radio frequency identification 

(RFID) tags, a technology that also facilitates the location of the patient in real time. These labels have 

different presentations (embedded in bracelets, attached to the patient, etc.) and serve to transmit, 

wirelessly, clinical data of the patient, so that almost instantaneous assistance can be provided in 

situations of risk.  

 

Further, it is common to use simulation models that help doctors in making decisions regarding treatment, 

as well as virtual simulation models that allow, for example, analyzing and evaluating the behaviour of 

certain tissues in a surgical intervention, before actually intervening on the patient. 
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Robotic surgery is considered another key trend in the industry of medical devices. Manufacturers are 

increasingly taking advantage of the high speed precision of robotics to increase production and help 

maintain consistent quality in conjunction with the current workforce. Operating rooms are getting 

smarter and doctors are using digital tools that make their movements much more accurate.  

 

Major advances aided by surgical robots have been remote surgery, minimally invasive surgery and 

unmanned surgery. The surgical robots allow the surgery to be done with precision, miniaturization, less 

pain and quicker healing time. The main driver of this aspect nowadays is the Da Vinci Robot, a machine 

already available in at least 24 Spanish operating rooms that has several millimetre-precision arms that 

the surgeon can operate on the patient from the other side of the room, although it could be used from 

any other city or even country. 

 

The so-called Minimally Invasive Surgery is currently present in most specialties to the detriment of 

conventional surgery, which came hand in hand with the introduction into the market of manufacturers 

of relevant medical equipments. 

 

All these developments have required modifying the design of the devices to adapt them to these new 

techniques and improving all the aspects that surround this type of surgery, making the instrumentation 

autonomous, with micro-sources of light incorporated into the device, and based on wireless 

communication technologies.  

 

With the aim of modernizing the Spanish health system, the Spanish Federation of Health Technology 

Companies (FENIN), the Association of Electronics, Information Technology and Digital Content Companies 

(AMETIC) and the Spanish Society of Health Informatics (SEIS) have signed a collaboration agreement with 

health administrations to promote the ICT industry and its implementation in the health sector, 

establishing six working points: 

• Create a patient-centred digital health system model. 

• Define strategies that drive the entry of digital health. 

• Promote governance models that guarantee the quality and efficiency of technological resources 

dedicated to health. 

• Analyze the legal framework to facilitate the adoption in Spain of digital health while protecting 

the rights of patients. 

• Promote the use of ICT in health-related topics. 

• Disseminate the best national and international practices in this area. 
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In short, given the fact that innovation is an essential driver of growth, it is being applied to sectors such 

as diagnostics, robotics, nanotechnology, regenerative medicine, 3D printing and information technologies, 

among others. Other trends shaping the future of healthcare in Spain are a greater focus on preventive, 

predictive, personalized and participatory medicine. Since innovation is not an exclusive task of the 

government, companies, universities and technology centres must also play an important role in the 

ongoing research aimed at further improving quality. In this sense, companies in the medical devices 

industry are trying to adapt to these new circumstances by implementing technologies at lower costs. 

 

The medical devices and technology market is expected to see growing sales in the coming years, thus it 

is considered an industry full of opportunities for well established companies and start-ups alike. Due to 

constant innovation, companies in the sector need to adapt to the new conditions by introducing 

technologies that reduce costs, such as mobile health solutions, as well as new business models.  

 

Spain, as one of the largest markets in Western Europe, will remain an attractive platform for medical 

devices companies, which will benefit, among others, from an ageing population, the prevalence of chronic 

diseases, technological renovation and digital transformation. 

 

3.3 E-COMMERCE OF MEDICAL DEVICES 

The sale of medical devices through the internet is continuously growing in Spain and is also a form of 

commercialization that can be very useful for companies in the sector. 

The potential of e-commerce is tremendous and continuously on the rise. It allows the expansion of the 

distribution channels, increasing sales and allowing the growth of companies on another level. The e-

commerce method helps enterprises to grow faster since it allows to sell all year round, offering all the 

possible diversity of products on the website. 

For more information: Entering the E-commerce market in Spain. 

  

https://www.flandersinvestmentandtrade.com/export/sites/trade/files/market_studies/2019-Spanje-Entering%20the%20e-commerce%20market%20in%20Spain%20website.pdf
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4. DIFFERENCES BETWEEN AUTONOMOUS COMMUNITIES 

 
Spain is territorially divided into 17 autonomous communities and 2 autonomous cities, with different 

levels of development. In 2018, the national healthcare budget amounted to €75.4 billion. Even though the 

Central Government is responsible for authorising the full amount of the healthcare expenditure, each of 

the 17 regional governments of the autonomous communities administer their respective budgets, which 

leads to certain differences in relations to medical devices. 

 

The Spanish State grants regional incentives, that is, financial subsidies to productive investment projects 

carried out in certain regions of the country with the aim of promoting business. The final goal is to 

eradicate current territorial differences and to strengthen the potential for development of less favourable 

regions. 

 

The Autonomous Community of the Canary Islands is the Spanish region which receives the greatest 

percentage in terms of incentives, rising up to 35% per investment project. Other Spanish regions most 

eligible for incentives are the Autonomous communities of Castilla-La Mancha, Extremadura, Andalucía, 

Murcia and the Autonomous City of Melilla, where the maximum aid percentage raises up to 25%. The 

provinces of Teruel and Soria, as well as the Autonomous City of Ceuta, for their part, receive up to 15% 

of investment aid. 

 

Lastly, during the same period – from January 1, 2017 to December 31, 2020 – the Autonomous Community 

of Madrid, the Basque Country, Navarra and Cataluña, and also the municipalities of Valencia, Zaragoza 

and certain municipalities of the Islands of Mallorca and of La Rioja, continue to be considered as regions 

ineligible for subsidies. 
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In addition to government aid, each of the 17 autonomous communities has its own incentive system. 

Investors can contact the regional authorities of their business location to take advantage of both 

government aid and community aid. There are special subsidies for companies that invest in regions with 

less economic development (3/4 of the territory), as well as EU Community aid for the most disadvantaged 

regions. 

 
The Invest in Spain website provides a series of options to invest. Invest in Spain is an Executive 

Management of ICEX-Spain and its main objective is to promote foreign direct investment in the country. 

It offers information, advisory and support services to investors interested in the Spanish market.  

 

http://www.investinspain.org/invest/en/index.html
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In the Autonomous Community of Madrid, for instance, Invest in Madrid offers advisory and support 

services to the foreign investor throughout the process of setting up and developing their business in the 

region. It helps investors interested in taking their business to any of the 179 municipalities in the region 

and accompanies them throughout the whole project.  

 

There are other websites that offer different options at the regional level (Invest in Asturias, Andalusia, 

etc.). In Andalusia, investments considered offshore can be made near Gibraltar and thus take advantage 

of more favourable tax regulations. 

 

The investment per capita in medical devices of the different autonomous communities represents 

important differences, which vary from €82 per capita in Andalusia to more than €153 in Asturias, the 

autonomous community that ranks the highest with regards to investment. 

 

There is also a differing implementation of innovation in medical devices in the different autonomous 

communities – due to different criteria between them – and thus different results. As already mentioned 

in this paper, according to a recent study by FENIN (Spanish Federation of Health Technology Companies), 

half of the medical equipment in Spanish hospitals of the National Health System is over 10 years old, 

which is considered inadmissible due to the risks it entails for both patients and health professionals.  

 

Looking at the autonomous communities, Castilla-La Mancha is the one with the most obsolete devices, 

while Extremadura ranks second. On the opposite side of the ranking we find Asturias and the Balearic 

Islands, the best-ranked autonomies in terms of medical innovation. The urgent need to renew medical 

devices in certain regions might be seen as an opportunity to do business by foreign investors.  

 

The regions of Cantabria, La Rioja, Navarra, Ceuta and Melilla were excluded from the study due to a very 

small sample. 

  

https://www.comunidad.madrid/en/inversion/relacion-inversores/invest-in-madrid-te-ayuda-impulsar-tu-proyecto
https://www.investinasturias.es/en/
http://www.investinandalucia.es/
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5. IMPORTANT PLAYERS 

 

5.1 AGENCIES AND FEDERATIONS 

 AEMPS - Spanish Agency for Medical Products and Medical 

Devices 

 
AEMPS is the leading organism responsible for the technical and quality aspects of medical products. It is 

equally the sole notified body established by the European Commission to carry out a conformity 

evaluation in Spain. 

Contact: María Jesús Lamas Díaz, Director - sdaem@aemps.es   

 

 FENIN – Spanish Federation of Healthcare Technology Companies 

 

FENIN was founded in 1977 with the mission of bringing together Spanish companies in the healthcare 

sector, coordinating and defending their general interests and representing them before the regional, 

national and European authorities. The federation represents more than 500 manufacturing and 

distribution companies in Spain, which constitute more than 80% of the total turnover. It brings together 

companies and associations of manufacturers, importing and distributing companies of health technologies 

and products whose common characteristic is that of being suppliers to the Spanish health institutions. 

Contact:  

 

- Ana Arce Ródenas, Director of the International & Innovation Department - a.arce@fenin.es  

- Isabel Dávila, Executive Director – i.davila@fenin.es  

- Concha Toribio, Economic Affairs Coordinator - c.toribio@fenin.es  

 

  

https://www.aemps.gob.es/
https://www.linkedin.com/in/mar%C3%ADa-jes%C3%BAs-lamas-d%C3%ADaz-70a11851/?originalSubdomain=es
mailto:sdaem@aemps.es
https://www.fenin.es/
mailto:a.arce@fenin.es
https://www.linkedin.com/in/isabel-d%C3%A1vila-1a651260/
mailto:i.davila@fenin.es
https://www.linkedin.com/in/concha-toribio-4876792/
mailto:c.toribio@fenin.es
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5.2 LEADING SPANISH COMPANIES 

Among the main local Spanish companies in the sector are the following:  

 
- PRIM. Manufacturer of medical and dental instruments. Hospital and orthopaedic supplies in 

physiotherapy, thalassotherapy, thermalism, spa, rehabilitation, geriatrics and technical aids.  

 

Prim had a total amount of sales rising to €125,738,274 in 2018, obtaining the position 1,541 of the 

National Ranking of Companies according to sales. The company also obtained the third position 

in 2018 in the Ranking of Companies in the Manufacturing of Medical and Dental Devices according 

to sales. 

SALES EVOLUTION 

YEAR VALUE 

2016 €90.307.497  

2017 €112.483.233  

2018 €125.738.274  

 

• T + 34 913 342 400 

• direccion.comercial@primhospitales.com / info@prim.es  

• www.prim.es  

• Contact: Director General – Andrés Estaire Álvarez 

• Assistant: Sra. Mª Isabel Gallego, direccion.general@prim.es  
 

- BTI BIOTECHNOLOGY INSTITUTE. Manufacturer of medical and dental instruments. This Spanish 

multinational obtained a total amount of sales going up to €19,517,221 in 2018 and the ninth position 

in the Ranking of Companies in the Manufacturing of Medical and Dental Devices according to 

sales.  

SALES EVOLUTION 

YEAR VALUE 

2016 €17.054.647 

2017 €17.497.202 

2018 €19.517.220 

2019 €21.000.000* 

     *Estimated sales 

https://www.prim.es/
mailto:direccion.comercial@primhospitales.com
mailto:info@prim.es
http://www.prim.es/
https://www.linkedin.com/in/andres-estaire-91124747/
mailto:direccion.general@prim.es
http://bti-biotechnologyinstitute.com/es/
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• T + 34 945 140 024 

• bti.implantes@bti-implant.es 

• www.bti-biotechnologyinstitute.com  

 

Other leading companies in the sector, inter alia, are: 

 

- Antoni Carles. Currently established in 32 countries in Europe, the Middle East, Oceania and the 

Maghreb, this company has an experience of over 30 years in the medical devices industry, 

specifically in the dental equipment sector. 

 

• T +34 93 754 07 97  

• ancar@ancar-online.com  

• www.ancar-online.com  

 

- Nueva Fedesa. The main activity of the company is the manufacture of medical and dental 

instruments and devices, specifically the manufacture of all kinds of electromechanical devices for 

surgery, dentistry and other medical specialties. 
-  

• T +34 91 871 23 83 

• fedesa@fedesa.com 

• www.fedesa.com  

 

- Implant Protesis Dental 2004. Present in more than 30 countries, this company’s aim is the 

commercialization, manufacture, import and export of all types of medical and dental instruments 

and supplies. 

 

• T +34 93 278 84 91 / +34 93 193 10 67 

• info@ipd2004.com 
• www.ipd2004.com 

 
- Optomic España. Present in the five continents and with a specialty in four fields - 

Otorhinolaryngology, Gynaecology, Urology and Dentistry - Optomic designs and manufactures 
diverse medical equipment, ranging from strobes to dental microscopes. 
 
• T +34 91 804 44 44 

• contact@optomic.com 

• www.optomic.com  
  

mailto:bti.implantes@bti-implant.es
http://www.bti-biotechnologyinstitute.com/
https://www.ancar-online.com/
mailto:ancar@ancar-online.com
http://www.ancar-online.com/
http://www.fedesa.com/index.php
mailto:fedesa@fedesa.com
http://www.fedesa.com/
https://shop.ipd2004.com/en/
mailto:info@ipd2004.com
http://www.ipd2004.com/
https://www.optomic.com/
tel:+34918044444
mailto:contact@optomic.com
http://www.optomic.com/
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- Terrats Medical. Manufacturer of medical and dental instruments and supplies, ranging from dental 

implants to surgical screws. The company is currently looking for new partnerships in the area of 

medical devices. 
 

• T +34 93 564 60 06 

• info@terratsmedical.com  

• www.terratsmedical.com  

 

 

5.3 BELGIAN COMPANIES PRESENT IN THE SPANISH MARKET 

 
The following Belgian companies from the medical devices sector are present in the Spanish market: 

 
- Materialise. This Belgian company located in Catalonia is one of the largest companies in the 3D 

printing and software solutions, supplying to a variety of industries including healthcare. 

According to the Spanish Institute for Foreign Trade (ICEX), the total auditory manufacturing in 

Spain billed €100 million in 2018 and it is estimated that it will gain considerable importance in the 

future of manufacturing. 

 
- IBA. IBA is a global medical technology company and one of the world’s leading providers of proton 

therapy solutions for the treatment of cancer. In 2019, the first patients in Spain received the 

proton beam therapy from IBA Proteus®ONE, one of the company’s brands, providing patients in 

Spain with the most advanced cancer treatment technology. 

 
- Vermeiren. Established in Girona, the Spanish subsidiary Vermeiren Ibérica offers an extensive 

catalogue that covers products from mobility to technical aids, geriatric and home care products, 

scooters, walkers, and many more. The subsidiary Vermeiren Ibérica has a total sale of between € 

3 and 6 million, occupying one of the main positions within the national ranking of companies as 

well as position 829 in the ranking of companies in Girona. 

 
- Quality by design. Quality by Design, a consulting firm specialized in the life sciences sector with 

a consolidated position in Belgium and the Netherlands, also opened its Spanish subsidiary in 

Barcelona. The new entity is called QbD PharmaProjects Spain S.L. With QbD Spain, the company 

also aims to find its way into the markets of Central and Latin America, including Mexico, Chile 

https://www.terratsmedical.com/
mailto:info@terratsmedical.com
http://www.terratsmedical.com/
https://www.materialise.com/en
https://iba-worldwide.com/
https://www.vermeiren.com/
https://qbd.eu/es/
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and Colombia. The share capital of this SME is in the section of € 1 - 3,500, with a number of 

employees between 1 and 10 and a sales amount of between € 1 and 250,000. 

 
- Agfa healthcare. This SME is dedicated, inter alia, to the purchase and distribution of all kinds of 

medical devices, radiographic films, film development systems, image printing and digital radiology 

systems. The Spanish subsidiary Agfa Healthcare Spain, established in Barcelona, holds a share 

capital of more than €1,000,000, has between 11 and 50 employees and a sales amount of between 

€3,000,001 and 50,000,000. It occupies the position 34,432 in the National Companies Ranking and 

position 5,771 in the Barcelona Companies Ranking. 

 
- Ergon Capital. Ergo Capital is an investment company that recently acquired a majority stake in 

Palex Medical, a Spanish distributor of sanitary equipment and advanced hospital solutions for 

public and private hospitals and laboratories. Palex has a wide portfolio of material and hospital 

equipment for more than 40 medical specialties, which include surgical robots and patient 

monitoring software, among others. 

 
 

5.4 MAIN DISTRIBUTORS 

 
Purchases for the public Spanish hospitals are made through public tenders from companies that have 

been pre-selected for public tender opening bids. For this reason, it is of utmost importance for companies 

to have a competent distributor/importer that has access to the acquisition decision makers. It should 

also be reminded that all distributors/importers of medical devices must be resident in the European 

Union as well as registered with the Spanish Ministry of Health. 

Below, a list of some of the main distributors/importers of medical devices in Spain: 

 
- Ortovás Médica. Distributor of medical devices for Gynecology, Neurosurgery, Traumatology and 

Urology. 

 

• T +34 944 263 914  

• info@ortovas.com 

• www.ortovas.com  
  

https://global.agfahealthcare.com/main/
https://ergoncapital.com/
http://www.palexmedical.com/es/index.cfm
https://www.ortovas.com/
mailto:info@ortovas.com
http://www.ortovas.com/
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- Grupo R. Queraltó. Distributor of medical devices, walking frames for the elderly, wheelchairs, 

anti-bedsore mattresses. 

 
• T +34 954 997 284 / 955 11 12 78  
• info@queralto.com  
• www.queralto.com  

 

- Venexon. Operates in the import-export of medical devices and surgical equipment industry. 
 
• T +34 619 715 635 

• info@venexon.com  

• www.venexon.com  

 

- Rosex Medical. Distributor of medical equipment for diagnosis and prevention, physiotherapy, 

radiology. 
 

• T +34 934 179 074 
• info@rosexmedical.com  
• www.rosexmedical.com  

 
- Proclinic.  One of the largest distributors of dental products in Europe and the top-seller in Spain. 

 
• T +900 393 939 

• proclinic@proclinic.es  

• www.proclinic.es  

 

6. CONCLUSIONS AND RECOMMENDATIONS ON HOW TO 
ENTER THE MARKET 

 
 
For companies to start exporting, motivated and trained employees, time, as well as a sufficient budget 

are essential. If these 3 basic requirements can be met, an internationalization plan should be elaborated 

next. An internationalisation plan is a physical document that answers a series of questions, namely the 

following: what is to be sold, where preferably, to which clients, which are the distribution channels and 

the cost of the implementation of such plan.  

 

https://www.queralto.com/
mailto:info@queralto.com
http://www.queralto.com/
https://www.venexon.com/
mailto:info@venexon.com
http://www.venexon.com/
https://rosexmedical.com/
mailto:info@rosexmedical.com
http://www.rosexmedical.com/
https://www.proclinic.es/
mailto:proclinic@proclinic.es
http://www.proclinic.es/
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The internationalization plan can be explained in 7 steps: 
 

1- Assessment of the situation. Evaluating the potential position of the company in the foreign market 

as well as the competitive capabilities of the product/service. Designating a motivated person 

within the company to carry out the international strategy, setting a budget and evaluating the 

competition. 

 

2- Selection of a target market. Choosing preferred geographical areas and selecting a target market.  

 

3- Selection of the entry strategy. Choosing the most appropriate form of entry for the selected target 

market. There are 3 different forms of entry that companies can use: sell directly to the client, use 

intermediaries or search for partners (alliances, franchises, licenses). Each company should analyse 

which way is the most appropriate for each market. For the more distant markets, more 

intermediaries or partners will be needed. 

 

4- Identification of clients. Evaluating the alternatives to identify potential clients in the target 

market. This can be done through international databases, fairs or consulting services at the 

destination. 

 

5- Assessment of sales operations or exports. Analysing the export process to deliver the product to 

the customer in the target market. Identifying barriers and risks, business practices and contracting 

formulas.  

 

6- Creation of communication actions. Proposing the most effective communication actions to market 

the company abroad: offline or online communication. It is very important to invest in a powerful 

online strategy, which generally does not require a large financial investment but rather an 

important investment in terms of time. 

 

7- Establishment of a budget and assessment of support programs. Making a budget to carry out the 

internationalization plan during the first year: choosing the most important instruments, 

quantifying the spending for each of them and identifying the support programs available to 

finance the plan. 
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This document with 7 steps will help Belgian companies to be successful in the Spanish markets. 

 

Taking everything into consideration, the medical devices industry faces challenges in several areas. 

Regulatory changes are imminent, new competitors are entering the market and public health budgets 

are constantly decreasing. However, the outlook of the industry is promising. The aging of the population 

together with a growing number of chronic diseases indicate that the demand for medical technology 

will not stop increasing in the future. Medical devices companies will need to use new technologies to 

adapt to the changes, since an improved treatment by medical devices and better costs will be demanded.  

 

As a result of a greater demand of medical devices due to the ageing of the population, the sector in Spain 

will continue to specialize, mainly in cardiology, oncology, urology, orthopaedics and dentistry, among 

others. For this reason, according to the Spanish investment agency Invest in Spain, the healthcare system 

is in need of a renovation of medical devices that have become obsolete. The area of personalized 

medicines will also continue to prosper and minimally invasive technologies are growing more popular 

than ever. 

 

To conclude, constant innovations in this sector have significantly increased life expectancy and quality 

of life of the society as a whole. Spain, with its population of almost 47 million, is a significant market for 

medical devices for the companies that wish to expand their business.  

 

7. TRADE FAIRS  

 

7.1 ORTO MEDICAL CARE, MADRID 

 
Orto Medical Care is an international fair for orthopaedics, technical resources and professional services 

for the elderly and disabled that is held every two years in Madrid. Private services for hospitals and for 

the care of people are becoming increasingly important in Spain, as the country is a highly desired 

retirement place for pensioners. In this way, the need to provide care for the elderly and sick increases. 

At this fair, exhibitors display products and innovations in the orthopaedics, geriatrics and rehabilitation 

sectors, as well as present new technologies and trends. Likewise, a congress takes place which, due to its 

http://www.investinspain.org/invest/es/index.html
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highly scientific specialization program, brings together both merchants and producers, as well as 

specialists in the sector. Renowned national and international speakers hold workshops and conferences 

to discuss current issues and products in the sector. The program of the fair equally offers numerous talks 

and product demonstrations. 

 

For more info: http://ortomedicalcare.com/  

 

7.2 EXPOOPTICA, MADRID 

 
Every two years, this fair welcomes the main companies in the optical sector and the most prestigious 

eyewear fashion brands. It also presents the results of the most recent research and studies, advances 

and trends for the upcoming season. Expooptica presents a fair model fully adapted to the demands of 

the optical and audiology sector, launching a more digital, modern environment, with new national and 

international brands, focused on fashion and health, with content also aimed at promoting start-ups and 

the presentation of new companies and consolidated brands. 

 

For more info: https://www.ifema.es/expooptica  

 

7.3 EUROANAESTHESIA, BARCELONA 

 
Euroanaesthesia is the largest annual event in Europe dedicated to the latest developments in the field of 

anaesthesia. Hand in hand with renowned experts, innovations in perioperative medicine, intensive care, 

emergency medicine and pain management are presented. With more than 6000 international delegates 

and more than 100 exhibitors from more than 80 countries, Euroanaesthesia is an excellent platform to 

improve knowledge, analyze innovative techniques and collaborate with representatives on an  

international scale. 

 

For more info: https://euroanaesthesia2020.org/  

 

http://ortomedicalcare.com/
https://www.ifema.es/expooptica
https://euroanaesthesia2020.org/
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7.4 EXPODENTAL, MADRID 

 

Expodental is the benchmark fair for the dental industry in Spain. It brings together more than 360 

national and international exhibitors representing the latest products and solutions from more than 1,440 

leading brands. It also offers a complete program of conferences that bring the latest trends closer to the 

professional public visiting the fair. Expodental helps to obtain an overview of all the specialized 

commercial offers in the market, build a network, strengthen business relationships with current suppliers 

as well as schedule meetings with potential suppliers. 

 

For more info: https://www.ifema.es/expodental 

 
 

7.5 VEEVA COMMERCIAL & MEDICAL SUMMIT, BARCELONA 

 
Veeva Commercial & Medical Summit offers industry sessions, networking opportunities and market 

perspective sessions, among others. It provides an ideal environment to hear from customers and industry 

experts, to work together with industry colleagues, to obtain insights into current industry trends as well 

as learn about the latest technology and services from Veeva partners. This event is mainly oriented 

towards commercial and medical affairs professionals within the industry of life sciences, that is, towards 

workers in sales and commercial operations, brand management, medical affairs, and similar.  

 
For more info:  
https://www.veeva.com/eu/events/commercial-summit-europe/overview/  
 
 
  

https://www.ifema.es/expodental
https://www.veeva.com/eu/events/commercial-summit-europe/overview/
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8. ANNEX – CREATING AND SETTING UP A BUSSINESS IN 
SPAIN 

 
 
Establishing a business in Spain is not difficult for two main reasons: first, the nature of business entities 

disposable in Spain are similar to the ones available in other OECD states and second, there exists a broad 

scope of alternatives meeting the needs of the diverse range of investors aspiring to invest in Spain.  

Before setting up a business in Spain, a formation process must be completed by the investor. First of all, 

the investor must choose the legal form the business will take. Here, a number of alternatives are open to 

the foreign investor: 

− Creation of a Spanish company with its own legal personality  
− Limited Liability Entrepreneur  
− Branch or permanent establishment 
− Joint venture 
− Acquisitions 
− Venture capital 
− Others: signing a distribution agreement, operating through an agent and franchising. 

 
 

Both options have their advantages as well as their drawbacks. The most common choices, however, are 
either to start a company in Spain or set up a branch of a foreign parent company. After the legal form 
the business will take is chosen, the investor must fulfil a series of requirements, which generally require 
a professional advice. 
 

8.1 FORMATION OF A LIMITED COMPANY 

 

In order to adapt the existing regulations to the European ones, Spain introduced in recent years 

considerable reforms which concluded with the entry into force of Royal Decree Law 1/2010, which 

includes the legislation on the most common forms of limited companies – Public Limited Company 

(Sociedad Anónima, S.A.) and Private Limited Company (Sociedades de Responsabilidad Limitada, S.L.). 

The capital of a Public Limited Company (S.A.) is divided into shares, which confer their holders the status 

of a shareholder, and gives them the right to vote, the right to information and the right to participate 

in the distribution of company profits, among others. In order to form a S.A. a single shareholder is 

required and a minimum share capital of €60.000. Getting legal personality requires a notarial instrument 



 //////////////////////////////////////////////////////////////////////////////////////////////////////////////////////////////////////////////////////////////// 

 
14.05.2020 THE MARKET OF MEDICAL DEVICES IN SPAIN Page 27 of 31 

before a civil-law notary which later must be recorded in the Commercial Register, a public registry known 

as Registro Mercantil. 

The second most common legal form is the Private Limited Company (S.L.), which is by far the best way 

to set up a SME. In this case, the minimum share capital is € 3.000 and a single shareholder is needed for 

its formation. 

 

8.2 FORMATION OF A BRANCH OR PERMANENT ESTABLISHMENT 

In cases where the foreign investor wants to conduct its business directly, they are not required to 

establish a company based in Spain. Instead, they can conduct their transactions through a branch, subject 

to the legislation of the country of origin and without a legal personality. This means that their activity 

is at all times directly related to the parent company of the foreign investor.  

Generally, the requisites and costs of establishing a branch are similar to those for the establishment of a 

subsidiary. The setting up of a branch also requires a public document to be executed before a civil-law 

notary as well as its entry in the Commercial Register. This document must identify the purpose of the 

branch in Spain as well as the extent of its operations. The branch must also have a fiscal representative 

resident in Spain as well as a permanent address. 

Taxes, rights and obligations of branches are very similar to those of Spanish companies. Nonetheless, 

there are minimal differences which result from the absence of the legally personality of branches as well 

as their dependence on a company which is based abroad. 

 

In any case, the current Spanish legislation requires that any legal entity with economic interest in Spain 

holds a tax identification number (N.I.F). Equally, individuals who are to be directors or shareholders of 

companies resident in Spain, as well as legal representatives of branches established in Spain, must obtain 

a foreigner identity number (N.I.E). 
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