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Summary
Objective: The study aims to review the legal and regula-
tory status of complementary and alternative medicine 
(CAM) in the 27 European Union (EU) member states 
and 12 associated states, and at the EU/European Eco-
nomic Association (EEA) level. Methods: Contact was es-
tablished with national Ministries of Health, Law or Edu-
cation, members of national and European CAM associa-
tions, and CAMbrella partners. A literature search was 
performed in governmental and scientific/non-scientific 
websites as well as the EUROPA and EUR-lex websites/
databases to identify documents describing national 
CAM regulation and official EU law documents. Results: 
The 39 nations have all structured legislation and regula-
tion differently: 17 have a general CAM legislation, 11 of 
these have a specific CAM law, and 6 have sections on 
CAM included in their general healthcare laws. Some 
countries only regulate specific CAM treatments. CAM 
medicinal products are subject to the same market au-
thorization procedures as other medicinal products with 
the possible exception of documentation of efficacy. The 
directives, regulations and resolutions in the EU that 
may influence the professional practice of CAM will also 
affect the conditions under which patients are receiving 
CAM treatment(s) in Europe. Conclusion: There is an 
 extraordinary diversity with regard to the regulation of 

CAM practice, but not CAM medicinal products. This will 
influence patients, practitioners and researchers when 
crossing European borders. Voluntary harmonization is 
possible within current legislation. Individual states 
within culturally similar regions should harmonize their 
CAM legislation and regulation. This can probably safe-
guard against inadequately justified over- or underregu-
lation at the national level.

Introduction

The European Parliament [1] and the Parliamentary Assem-
bly of the Council of Europe [2] have both passed resolutions 
recommending a stronger harmonization of, what they call, 
non-conventional medicine in Europe.

The European Union (EU) has, however, repeatedly con-
firmed that it is up to each member state to organize and 
 regulate their healthcare system, and this will, of course, also 
apply to complementary and alternative medicine (CAM). 
Despite this confirmation, the recent Patients’ Rights in 
Cross-Border Healthcare Directive 2011/24/EU [3] and other 
directives indirectly encourage some degree of harmoniza-
tion. CAM professions can be registered in the European 
Commission (EC) database of regulated professions, and 
 patients will probably have certain rights according to the 
Cross-Border Healthcare Directive. The EU has also passed 
directives regulating medicinal products that also cover CAM 
medicinal products [4–6].

http://dx.doi.org/10.1159%2F000343125
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1  The counsellor for health and food safety at the Mission of Norway to 
the EU. At the Mission of Norway to the EU we received updated in-
formation mainly on the European Free Trade Association (EFTA)/
EEA legal connection to EU legislation and the new Patients’ Rights 
in Cross-Border Healthcare Directive 2011/24/EU [3].

2  The European Commission Central Library. 
3  Meetings with the following NGOs provided important additional 

CAM documents and legal system information as well as viewpoints 
with regard to EU regulation:
�  International Federation of Anthroposophic Medical Associations 

(IVAA) 
�  International Council of Medical Acupuncture and Related Tech-

niques (ICMART) – EU Liaison Office
�  The Association of the European Self-Medication Industry 

(AESGP).
We also collected information from European CAM associations/coali-
tions and other CAMbrella stakeholders.

This report covers 27 EU member states as well as 12 associated 
states. Each state is influenced by the EU legislation and has adjusted 
their national legislation depending on their connection to EU. The coun-
tries’ status in relation to the EU is shown in figure 1.

Results

Country-Specific Regulations
CAM treatment is in general either unregulated or regulated 
within the framework of the public health system. The only 
common factor that we have found across all 39 nations is the 
amazing ability they have demonstrated for structuring legis-
lation and regulation differently in every single country, no 
matter how small the size of the population.

Of the 39 countries, 17 have a general CAM legislation, 11 
of these 17 have a specific CAM law and 6 countries have sec-
tions on CAM included in their health laws (like ‘law on 
healthcare’ or ‘law on health professionals’). In addition to 
the general CAM legislation, some countries have regulations 
on specific CAM treatments (fig. 2).

The CAM regulations are either very general or very de-
tailed, and we found no more similarities between the coun-
tries that have a CAM law or general CAM legislation than 
between the countries with only specific CAM treatment reg-
ulations. Some of the general regulations are only a specifica-
tion of what CAM is, often to be supported by additional reg-
ulations or specifications issued by the Ministry of Health or 
the professions’ associations. In some countries additional 
specifications have not been made. As an example, both Nor-
way and Hungary have a CAM law. In Norway the CAM law 
is general without describing in detail the treatments or prac-
titioners, in Hungary CAM can be regarded as an integral as-
pect of the healthcare system. We found few similarities in the 
regulations of the specific CAM treatments between the 
countries, and it is challenging to find out who is allowed to 
practice the different treatments.

The 12 common treatment modalities vary considerably 
with regard to how many countries regulate the profession or 
practice in some way or another. Acupuncture is regulated in 

Previous studies on the European situation with regard to 
how CAM is regulated [7–9] have shown a diverse pattern. 
Reports from key CAM stakeholders have indicated that the 
regulatory situation has changed, and the CAMbrella consor-
tium has therefore seen it as important to establish the cur-
rent status in order to best prepare a roadmap for CAM re-
search in Europe.
The aims of this study were to:
1 Review in 27 EU member states and 12 associated states:

� The legal and regulatory status of CAM.
� The governmental supervision of CAM practices.
� The reimbursement status of CAM practices.

2  Review at the EU/European Economic Association (EEA) 
level:
�  The status of EU/EEA-wide regulation of herbal and 

 homeopathic medicinal products.
3  Review and describe in all 27 EU member states and 12 

 associated states:
�  The extent of country-specific market authorization of 

herbal and homeopathic medicinal products according to 
the EU directives.

4 Review at EU level:
� The status of EU-wide regulation of CAM practices.
�  The potential obstacles for EU-wide regulation of CAM 

practices.

Methods

As an introduction we made a comprehensive overview of matters that 
may influence CAM in the European legislation. Descriptions of health 
issues, the legal and CAM terminology, and the interaction between con-
ventional medicine and CAM vary both in the EU bodies and within the 
39 countries included in this report. To address CAM-related legislation 
in the EU, we included both the EU legislation that influences the mem-
ber states’ national health legislation and various aspects of EU regula-
tion of conventional medicine.

Data underlying this report were collected from the 39 countries by 
communicating with the Ministries of Health, Law or Education, gov-
ernmental representatives, and members of national CAM associations. 
A search was also performed in the national websites/databases to 
identify official law documents. The scientific and non-scientific litera-
ture was also searched for documents and websites describing CAM 
regulation in each of the 39 countries. We also collected information 
from European CAM associations/coalitions, CAMbrella members, 
and stakeholders. Personal visits, including meetings with the ministries 
of health and CAM practitioners representing organizations, were 
made to 4 countries. Health authorities (if possible both legal and regu-
latory) were asked to verify the situation described for their specific 
country. 12 common treatment modalities have been described in detail 
in each country. In addition, a search was performed in the EUROPA 
and EUR-lex websites/databases to identify official EU law documents. 
We searched specifically for information about EU directives regarding 
European-wide healthcare-related regulation, as well as regulation of 
herbal and homeopathic medicinal products and their EU/EFTA/EEA 
implications.

A personal visit was also made to the EU offices and non-government 
organization (NGO) bodies in Brussels to establish firsthand updated 
 information. Meetings were held with:
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sence of regulation) was too unclear for us to be certain, we 
have inserted a question mark. Since the countries with CAM 
practitioners like ‘Heilpraktiker’, ‘healer’ and likewise may 
not be correctly represented, we decided not to introduce this 
table for other treatments because of the unclear situation.

Medicinal Products
Medicinal products are not defined as a part of health policy, 
and can therefore be regulated at the EU level. The individual 
states within the EU/EEA area are therefore no longer free 
to uphold a national regulation of medicinal products in viola-
tion of the following 3 EU directives.
1 Directive 2001/83/EC of the European Parliament and of 

the Council, of November 6, 2001 (on the community code 
relating to medicinal products for human use) [4].

2 Directive 2004/24/EC of the European Parliament and of 
the Council, of March 31, 2004 (amending, as regards tradi-
tional herbal medicinal products, directive 2001/83/EC on 
the community code relating to medicinal products for 
human use 2001/83/EC) [5].

3 Directive 2004/27/EC of the European Parliament and of 
the Council of March 31, 2004 amending directive 2001/83/
EC on the community code relating to medicinal products 
for human use (Text with EEA relevance) [6].

Until April 30, 2011, herbal medicinal products that were 
marketed without authorization before this legislation came 
into force could continue to be marketed under transitional 
measures defined in directive 2004/24/EC [5]. Now that this 

27 countries, anthroposophic medicine in 8 countries, Ay-
urveda in 5 countries, chiropractic in 27 countries, herbal 
medicine/phytotherapy in 11 countries, homeopathy in 25 
countries, massage in 20 countries, naprapathy (manual ther-
apy) in 2 countries, naturopathy in 9 countries, neural therapy 
in 3 countries, osteopathy in 16 countries, and finally Tradi-
tional Chinese Medicine in 10 countries.

As an example, figure 3 shows the regulation of home-
opathy across Europe. Switzerland has regulated home-
opathy and has registered homeopath as a profession in the 
EU  regulated professions database under ‘natural health 
practitioner’ as ‘naturopath/homeopath’. 2 countries (Latvia, 
Liechtenstein) have regulations that may be seen as a regu-
lation of a homeopathy profession. Latvia has regulated 
 ‘homeopathic doctors’, Liechtenstein has registered ‘natural 
health practitioner with a homeopathy specialty’. 22 coun-
tries have regulated homeopathy treatment. 14 countries 
have no specific homeopathic treatment regulations, but 
 general CAM or other health legislation may regulate 
 homeopathic practices.

Figure 4 ‘Homeopathy – Who may practise’ is an example 
of how difficult it can be to understand the consequences of 
national regulation. We have, to our best knowledge, listed 
whether the different categories of practitioners in each coun-
try are allowed to practice homeopathy. If only medical doc-
tors with additional CAM education are allowed to practice, 
we have put ‘No’ in the column for medical doctors. The same 
applies for other health personnel. If the regulation (or ab-

Fig. 1 The relationship of 39 countries to the 
EU.
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Marketing authorizations for herbal and homeopathic 
medicinal products are mainly given at the national level, 
but a central procedure can be used in some cases. Herbal 
and homeopathic medicinal products are subject to the 

time limit has expired, all herbal medicinal products that were 
previously unauthorized must have market authorization ac-
cording to directives 2001/83/EC, 2004/24/EC, and 2004/27/EC 
[4–6] before they can be marketed in the EU/EEA states.

Fig. 2. The status with regard to CAM general 
legislation in 39 European countries.

Fig. 3. Homeopathy regulation in 39 European 
countries.
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Fig. 4. An overview of groups that can legally practice homeopathy in 39 European countries.
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same application procedures as other medicinal products re-
garding manufacturing procedures, technical quality of the 
product, and all other requirements, with the possible ex-
ception of documentation of efficacy. There are 4 adminis-
trative procedures that can be followed to obtain a market 
authorization for these products (standard, well-established 
use, and 2 simplified registration procedures (one for home-
opathic medicinal products and the other for traditional-use 
registration of herbal medicinal products)). The simplified 
registration procedures allow alternative documentation of 
efficacy.

Homeopathic medicinal products covered by a registration 
or authorization granted in accordance with national legisla-
tion on or before December 31, 1993 and herbal medicinal 
products already authorized in accordance with regulation 
(EEC) No. 2309/93 [10] or supplied in response to a bona fide 
unsolicited order can be marketed irrespective of the 2 direc-
tives. These uniform regulations aim to supply citizens with a 
predictable standard of all medicinal products (including 
herbal and homeopathic) across Europe. Several stakeholders 
raised concerns before the rules were implemented. The con-
cerns focused mainly on leaving European citizens without ac-
cess to beneficial products and the establishment of unneces-
sary additional authorizational bureaucracy around safe 
products. 

EU-Wide Regulation
The directives, regulations and resolutions in the EU and the 
Council of Europe that may influence the professional prac-
tice of CAM, whether practiced by an authorized/licensed 
healthcare provider or by a provider without such authoriza-
tion/licensing, will also affect the conditions under which pa-
tients can receive CAM treatment(s) in Europe.

We have found no direct EU legislation of CAM except for 
directives concerning CAM medicinal products described 
above. 2 resolutions deal with non-conventional medicine:
� Resolution A4-0075/97: ‘Resolution on the status of non-

conventional medicine’. This is part of the European Par-
liament resolution on how non-conventional medicine 
should be included more formally as a special field in the 
European legislation [1]. 

� Resolution 1206 (1999): ‘A European approach to non-
conventional medicines’ of the Parliamentary Assembly  
of the Council of Europe resolution on non-conventional 
medicine [2].

How legislation connected to ‘The 4 Freedoms’ is handled in 
EU/EEA, influences the national CAM legislation and legis-
lation that impacts directly or indirectly on CAM of the indi-
vidual states. Of particular interest is how patients and health 
professionals are able to relate to diverse national CAM regu-
lations. European CAM practitioners have different levels of 
training as a basis for their practice, whether they are formally 
licensed or not, and patients have varying expectations de-
pending on experiences from their home country.

Harmonization of training and regulation of non-conven-
tional disciplines is only marginally covered in the directive 
2005/36/EC Professional Qualifications [11]. In many states 
only doctors or other health professionals are allowed to prac-
tice CAM according to national health regulation. The EU-
regulated professionals database includes only a few CAM 
professions in some member states. We have found that the 
resolutions on the status of non-conventional medicine from 
1997 and 1999 have not been followed up with harmonized 
CAM training or regulation.

Discussion

Our findings demonstrate an extraordinary diversity with re-
gard to the regulation of CAM practice across Europe. At the 
same time the medicinal products that CAM practitioners will 
be prescribing or recommending are regulated uniformly 
across the same geographical area. This regulatory diversity 
will profoundly influence patients, practitioners and research-
ers when crossing European borders. 

When patients cross borders in search of CAM treatment, 
they may encounter substantial differences in the professional 
background of apparently identical CAM providers who are 
mostly also working under completely different reimburse-
ment systems. In post-modern Europe, where patient choice 
in healthcare is seen as a core value [12], this confusing Euro-
pean market makes any informed treatment-seeking challeng-
ing. This heterogeneous situation influences CAM patients’ 
rights, access and potential safety, and constitutes a challenge 
to a harmonized national and European follow-up of the  
new Patients’ Rights in Cross-Border Healthcare Directive 
2011/24/EU [3].

When practitioners cross borders they will encounter a sub-
stantial variety of CAM practice in Europe. This raises seri-
ous concerns with regard to the predictability, quality and 
safety of healthcare delivery to European citizens. When 
CAM professions in some countries are tightly regulated, 
while the same professional categories in other countries are 
totally unregulated, establishing a common collegial ground is 
very challenging.

When researchers cross borders they will find that research 
on efficacy and effectiveness of CAM is severely hampered by 
the conglomerate of European regulation. Practices and prac-
titioners are not comparable across national boundaries, and 
any observational or experimental study will therefore be 
generalizable only within a narrow national or cultural 
context. 

The European Parliament resolution on non-conventional 
medicine from 1997 [1] stated that non-conventional medical 
disciplines should be clearly identified and defined. We have 
found few overall clear distinctions between conventional and 
non-conventional medicine in the EU legislation. An adequate 
regulation and supervision of CAM professionals and CAM 
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