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Subject: Petition No 1034/2019 by Isabel Giralt (Spanish), on behalf of the Spanish 
society for health and integrative medicine, national assembly for 
homeopathy, on integrative medicine

1. Summary of petition

The petitioner calls on the EU to condemn the Spanish Government for having started a 
publicity campaign in the country’s mass media against what it calls ‘pseudo-therapies’ – ‘Plan 
against pseudo-therapies and pseudo-sciences’. According to the petitioner, the government has 
invested more than EUR 1.1 million in this campaign, which attempts to discredit certain 
therapies that – according to the petitioner – are beneficial for health and are recommended by 
thousands of professionals who prescribe them for health purposes, illness prevention and 
patient wellbeing. Such therapies include acupuncture, which is used to treat pain or as a 
homeopathic remedy, and is considered a medicinal product by the EU in accordance with 
Article 1 (5) of Directive 2001/83/EC of the European Parliament and of the Council of 6 
November 2001 on the Community code relating to medicinal products for human use. The 
petitioner expresses her concern over the delay in the regulation on homeopathic medicine, 
since on 28 April 2018 Order SSI/425/2018, of 27 April 2018, was published in the Official 
State Bulletin, stating that homeopathic medicines must be licenced. The petitioner calls: • for 
the Spanish State to be required to comply with European legislation in reference to this area 
of healthcare; • for a regulatory framework to be developed at European level to ensure that 
integrative medicine, its therapies and practice are carried out safely and are regulated 
academically and scientifically to respond to the growing demand from patients in this area, 
leaving patients free to choose the therapy they prefer and professionals free to practise their 
profession.

2. Admissibility

Declared admissible on 20 February 2020. Information requested from Commission under 
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Rule 227(6).

3. Commission reply, received on 31 August 2020

As far as the core issue of the petition is concerned: namely whether the publicity campaign 
launched by the Spanish government against what it calls ‘pseudo-therapies’, infringes EU law, 
in particular Directive 2001/83/EC1, freedom of establishment and freedom to provide services 
in accordance with Articles 49 and 56 of the Treaty on the Functioning of the European Union 
(TFEU), it is by and large identical to petition 0361/2019. Therefore, in replying to 
petition 1034/2019, the Commission would like to refer to its observations concerning petition 
0361/2019.

In particular, with regard to freedom of establishment and freedom to provide services, it should 
be stressed that in light of Article 168(7) TFEU, Member States have the competence to define 
their health policy and decide on the organisation and delivery of health services and medical 
care.

Furthermore, the Court of Justice of the European Union has ruled in consistent jurisprudence 
that EU law does not detract from the powers of the Member States to organise their social 
security systems including health services and medical care.

The publicity campaign launched by the Spanish government against ‘pseudo-therapies’ seems 
to concern the definition of public health policy with regard to patient safety, which is an area 
that falls under the responsibility of Member States. 

As regards any legal measures that would restrict the access to/the practice of these therapies, 
in the light of existing case law and as of 30 July 2020 based on Directive 2018/958/EU2, 
Member States have to make sure that they are non-discriminatory and proportionate.

Homeopathic medicinal products are recognized in EU legislation as a specific type of 
medicinal product. Directive 2001/83/EC includes a special EU regulatory framework for 
marketing homeopathic medicinal products (HMPs) in the Member States of the EU. The 
current rules contain safeguards to ensure that citizens are informed when choosing to use 
homeopathic products. For example, they must be clearly labelled as homeopathic medicines 
and the label can mention therapeutic indication only when it is backed with evidence. Where 
the manufacturer wishes to have a therapeutic indication, Member States can require evidence 
and a real authorisation procedure. Directive 2001/83/EC does not preclude however that 
Member States take action at national level to raise awareness of the specific characteristics of 
homeopathic medicines, limit sales arrangements, regulate the licencing of health professionals 
to practice homeopathy and the reimbursement.

Finally, it is not the Commission’s intention to propose to the Council and the European 
Parliament the adoption of a regulatory framework as suggested by the petitioner.

1 Directive 2001/83/EC of the European Parliament and of the Council of 6 November 2001 on the Community 
code relating to medicinal products for human use, OJ L 311, 28.11.2001, p. 67–128.
2 Directive (EU) 2018/958 of the European Parliament and of the Council of 28 June 2018 on a proportionality 
test before adoption of new regulation of professions, OJ L 173, 9.7.2018, p. 25–34.


