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Introduction

The COVID-19 pandemic has caused healthcare systems around the globe to rapidly, and in some cases, radically rethink the delivery of
medical care. The global expansion of telehealth services is one way we have seen this transformation occur. This has resulted in
significant opportunities in the field, as well as unprecedented regulatory change.

As a quickly evolving area, ‘telehealth’ can have different meanings in different contexts. In this Global Guide, telehealth refers to the
delivery of healthcare services where patients and providers are separated by distance, using information and communications
technology for the exchange of information for the diagnosis or treatment of diseases and injuries. We have adapted this definition from
the World Health Organisation’s definition of telehealth.

Telehealth is not a new concept – healthcare providers, academics and technology developers have been advocating for its use for
decades. There are many benefits to the widespread adoption of telehealth, including improved access to healthcare services, risk
mitigation, convenience and flexibility, and in many cases, a reduction in overhead costs. However, the use of telehealth is not without its
challenges. For example, it is not suited to all forms of healthcare, its implementation and adoption can be time consuming and costly,
and additional care must be taken in relation to the transfer of patient health information.

The restrictions of movement in many parts of the world due to COVID-19 has caused governments to recognise the potential of
telehealth, and amend laws and regulations seemingly overnight to enable healthcare providers to deploy telehealth solutions. Many
governments have adopted telehealth reforms in a matter of weeks, which may otherwise have taken years to be considered and
introduced.

Although many of these reforms presently have an expiration date (dependent on the duration of the COVID-19 pandemic), there is likely
to be continued growth in telehealth due to the advantages of such a service – even after the pandemic. There are enormous
opportunities in the telehealth space for businesses already operating in this field, businesses considering expanding into telehealth,
and start-ups.

This Global Guide provides an overview of the current state of telehealth regulations worldwide and assists readers to identify the
opportunities, challenges and risks, on a country-by-country basis. As the field of telehealth, and the regulations underpinning it, remain
highly dynamic and subject to change, this document is intended as a general guide and does not constitute legal advice.
Should you wish to discuss any aspects of telehealth with a specialist lawyer, please contact us below.
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Is the use of telehealth permitted?

Telehealth (or ‘telemedicine’) is generally permitted in Spain as there are no specific limitations or prohibitions regarding telehealth
under Spanish law.

However, it should be noted that in Spain, health competences are transferred to the 17 different self-governing regions. Hence, each
regional healthcare authority has the autonomy to allow, plan, or limit their healthcare system, including the types of services they offer
such as telehealth.

Furthermore, the professional code of the Doctors and Dentists Bar Association limits teledentistry to patient orientation (during medical
revisions) and second opinions, and only as long as it is clear that mutual identification and privacy is ensured.

How is telehealth regulated?

Spain does not have a national telehealth policy or strategy, except for the Royal Decree 81/2014 (transposing Directive 2011/24/UE) on
the application of patients’ rights in cross-border healthcare which provides rules for facilitating the access to safe and high-quality
healthcare between countries (including telemedicine) and promoting cooperation on healthcare within Member States.

Are there specific fields of healthcare in relation to which telehealth services are
currently available, and do they involve the use of proprietary technology or
platforms?

In general terms the fields of healthcare in which telehealth services are available in Spain include remote medical assistance (remote
patient monitoring and second opinion) in medical specialties as psychology, dermatology, pediatrics, gynecology, oncology, dentistry,
allergology, cardiology, ophthalmology, laboratories, and radiology. These services are in most of the cases offered by health insurance
companies which use their own proprietary platforms (these platforms are developed by third parties, being the insurance companies or
licensees).

Does the public health system include telehealth services, and if so, are such services
free of charge, subsidised or reimbursed? Where the public health system does not
include telehealth services, are such services covered by private health insurance?

In principle, public assistance could also cover telehealth services, however, each autonomous region of Spain is entitled to organise this
as it sees appropriate. Telehealth services provided to the public assistance would have the same conditions that face-to-face services
have, in terms of free of charge, subsidised or reimbursed.

Withstanding the above, some private health insurance companies are currently offering in Spain telehealth services.

Do specific privacy and/or data protection laws apply to the provision of telehealth
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services?

Telehealth services must be carried out in compliance with the current legislation on personal data protection. In particular, personal
data processing is subject to fulfil with the obligations stated in the GDPR 2016/679. On a national level, Spanish Data Protection Act
3/2018 also applies.

How should the cross-border transfer of personal information collected and
processed in the course of telehealth services be carried out to ensure compliance
with applicable privacy laws?

According to the GDPR 2016/679, data concerning health are considered a special category of data. Therefore, the controller and the
processor shall implement appropriate technical and organisational measures to ensure a level of security appropriate to the risk (i.e.,
pseudonymisation and encryption of personal data).

In connection with international data transfers, as a consequence of the Schrems II judgment, data transfers to third countries (outside
the EEA) under SCCs, will only be valid if the data exporter can verify on a case by case basis (by means of a risk assessment analysing the
law of the recipient territory and circumstances of the transfer), that the it can be provided a level of protection of personal data which
does not undermine the level of protection guaranteed to data subjects under EU law including the GDPR.

Are there any currently applicable codes of conduct on the use of telehealth systems
and/or security of telehealth data in your jurisdiction?

No competent healthcare authority has published a code of conduct on a national basis. However, the Spanish Medical Association
envisages telehealth in its Code of Ethics in the following terms:

Where the clinical practice through consultation exclusively by letter, telephone, radio, newspapers or the internet, is contrary to
ethical standards. The correct practice inevitably involves personal and direct contact between doctor and patient.

In the event of a second opinion and medical check-ups, the use of email or other means of virtual communication and telehealth are
allowed, whenever clear mutual identification and privacy are ensured.

Patient guidance systems through telehealth or telephone consultation are consistent with medical ethics when used exclusively to
help decision-making.

Furthermore, given the exceptional health emergency resulting from the COVID-19 pandemic, the Central Deontology Commission of
the General Council of Official Medical Associations has published a document titled "Telemedicine in the Medical Act", which states,
among other things, that in certain circumstances, such as the current COVID-19 pandemic, medical e-consultation may substitute for
and sometimes complete the face-to-face medical act if face-to-face is not possible.

Therefore, the use of telematic means will comply with Medical Deontology, provided that there is consent by the patient, it is adapted to
the deontological precepts applicable to the doctor-patient relationship, and the rights and safety of the patient is considered.

Are any specific laws, regulations, or self-regulatory instruments expected to be
adopted in the near future?

It does not seem that a specific Spanish regulatory framework for telehealth is being developed. Nevertheless, there are some long-term
projects and objectives programmed that will affect telemedicine, such as the Spanish Digital Strategy Plan to 2025, by the Ministry of
Economy and Artificial Intelligence which aims to include telemedicine as a resource to improve the efficiency of the Spanish National
Healthcare System.
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Disclaimer

DLA Piper is a global law firm operating through various separate and distinct legal entities. Further details of these entities can be
found at .www.dlapiper.com

This publication is intended as a general overview and discussion of the subjects dealt with, and does not create a
lawyer-client relationship. It is not intended to be, and should not be used as, a substitute for taking legal advice in any specific situation.
DLA Piper will accept no responsibility for any actions taken or not taken on the basis of this publication.

This may qualify as 'Lawyer Advertising' requiring notice in some jurisdictions. Prior results do not guarantee a similar outcome.
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