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 FOREWORD 
 
 
 
 
Within the Centre for Biomedical Ethics and Law of the Catholic 
University of Leuven - one of the leading bioethical and legal research 
centres in Europe - we are involved as coordinator, partner or 
participant in different European research projects. Biomedical ethics 
and law are rapidly evolving disciplines. Although a great number of 
specialized peer reviewed journals and series of books already exists 
in both disciplines we felt a growing need for a medium through 
which the results of our research can directly be presented to the 
research community and the interested community at large. To meet 
this need we decided to start the European Ethical-Legal Papers. 
Such papers will also contribute to the transparency we owe to society 
that finances our research efforts. We also hope that it will contribute 
to the discussion and the exchange of information and ideas among 
researchers in Europe and elsewhere. 
 
 
 
 
 
Herman NYS         Kris DIERICKX 
Professor Medical Law      Associate Professor Medical Ethics 
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I. INTRODUCTION 
 
 
 
EuroGentest is a five-year EU funded program that aims to develop 
the necessary infrastructure, tools, resources, guidelines and 
procedures that will lead to the establishment of harmonized, 
qualitative genetic testing services in Europe. Within EuroGentest we 
are dealing with the ethical and legal issues of genetic testing. 
Harmonization of the technical aspects of genetic services in Europe 
requires a legal and ethical framework that respects cultural, religious, 
philosophical and other domestic characteristics of a given country 
and its population(s), but at the same time conforms to basic and 
universally accepted human rights. To continuously supervise the 
legal and ethical developments regarding the promotion and protection 
of the rights of patients and users of health services and to make the 
results of our research publicly available is a permanent challenge. 
This publication in the European Ethical-Legal Papers aims to 
contribute to it. 
 
Opened for signature almost 10 years ago (in Oviedo, Spain, on 4 
April 1997) the European Convention on Human Rights and 
Biomedicine is now of growing importance as a standard to evaluate 
the efforts and the progress made by the Member States of the 
European Union to promote and protect the rights of patients and 
users of health services. In this second issue we present the results of 
this evaluation for Denmark, one of the EU Member States that have 
ratified the Convention.   
 
The content of this publication is as follows. 
In an introductory chapter we describe briefly the Kingdom of 
Denmark according to some of its main features related to its political 
and economic background and its health care system. 
This is followed by an encompassing overview of the rights of 
patients in Denmark. In a first paragraph the legal status of the 
Biomedicine Convention is situated against the background of Danish 
constitutional law. Then we turn to a description of the national 
legislation on patient rights. There exists many different enumeration 
of patient rights. Because we are particularly interested in the way the 
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Biomedicine Convention has been received in the Members States of 
the European Union we follow the structure of the Convention. The 
right to informed consent (articles 5, 6, 8 and 9 of the Convention) 
comes first, followed by different aspects of the right to private life 
and the right to information (article 10 of the Convention) such as:  
patient rights regarding the medical file; the right to medical 
secrecy/confidentiality and the right to privacy and protection of 
private life. This part of the analysis ends with the right to complain in 
case of unlawful infringement of a patient right (article 23 of the 
Convention) and the right to compensation for undue damage (article 
24 of the Convention). In the next chapter we look at the rights of 
patients as users of genetic services: are the rights of patients 
complemented by more specific rights for users of genetic services? 
(articles 11 and 12 of the Convention). With some concluding remarks 
we finish this paper N° 2 of the Ethical-Legal Papers. 
Without the help of Mette Hartlev (Associate Professor of Health Law 
and Biolaw in the Faculty of Law, University of Copenhagen), we 
could not have accomplished this work. She furnished us valuable 
information on the status of patient rights in Denmark and answered 
our repeated questions accurately and patiently. In the footnotes we 
refer to the information provided by her as “personal communication 
of M. Hartlev”. The possible mistakes and wrong interpretations are 
our responsibility. We are also aware of the limitations of this 
endeavor not the least because of differences in languages. 
Nevertheless we hope that this publication will stimulate the 
discussion on the promotion and protection of patient rights in 
Denmark. Therefore we welcome all reactions on www.cbmer.be.  
 
 
 
Leuven, 20 January 2007  
 
 
The research for this publication was supported by the Eurogentest 
Network of Excellence of the EU, FP6 – 512148 and its co-ordinator 
Prof.Dr. J.J.  CASSIMAN  
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II. BRIEF DESCRIPTION OF 
DENMARK   

 
 

§ 1.  Political and legal system 
 
The official head of state is the monarch, Queen Margrethe II. The 
executive (government) is formally appointed by the Queen and 
consists of the Prime Minister and ministerial members of the cabinet. 
The choice of Prime Minister and cabinet members is determined by 
the party composition of the parliament. 
The Danish parliament is a unicameral chamber with 179 seats. 
Greenland and the Faroe Islands provide two members each, with the 
remaining 175 members being elected from Danish constituencies. 
Members are elected by popular vote at least every four years on the 
basis of proportional representation. 135 of the 175 members of the 
parliament are elected on the basis of votes cast in local 
constituencies, while the remaining 40 members are chosen with a 
view to ensuring an overall proportional representation of the parties 
to which the candidates are linked.  
 
Administratively, Denmark is divided into 14 counties, 275 
municipalities and the metropolitan areas of Copenhagen and 
Frederiksberg, which have both county and municipality status. The 
Faroe Islands and Greenland are self-governing and consider 
themselves as separate countries. In each county and municipality, the 
highest level of authority is the county council or municipal council; 
these are elected every four years under a system of proportional 
representation.  

The Danish system of courts is based on a unified structure, in which 
there are no special or constitutional courts of law, as well as no 
formal division within the courts. The ordinary courts that can deal 
with all kinds of cases, i.e. both civil cases and criminal cases, are 
divided on hierarchical lines. At the bottom there are city courts, 
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which are to be found in each of the country’s 82 circuits; then High 
Courts, the Western High Court (Vestre Landsret) and the Eastern 
High Court (Østre Landsret), and finally the highest court in the 
country, the Supreme Court (Højesteret).1

§ 2.  Health care system 
 
Like Denmark as a whole, the health care sector has 3 political and 
administrative levels: the State, the counties and the municipalities 
(national, regional and local levels). The health care service is 
organised in such a way that responsibility for the provision of health 
services (or: the provided health services) lies with the lowest possible 
administrative level. Services can thus be provided as close to the 
users as possible. 

The counties have wide ranging powers to organize the health service 
for their citizens, according to regional wishes and available facilities, 
without the intervention of the government. Thus the individual 
counties can adjust services according to the need at the different 
levels, enabling them to ensure the correct number of staff and the 
procurement of the appropriate equipment. 
 
The Danish health care service can be divided into 2 sectors: the 
primary health care sector and the hospital sector. The primary sector 
deals with general health problems and its services are available to all. 
This sector can be divided into 2 parts: one which chiefly deals with 
treatment and care (general practitioners, specialists, dentists, 
physiotherapists etc.) and another part is predominantly preventive 
and deals with preventive health schemes, health care and child dental 
care.  
 
In the Danish health care service, the general practitioners act as "gate 
keepers" with regard to hospital treatment and treatment by specialists. 
This means that patients usually start by consulting their general 
practitioners, whose job it is to ensure that they are offered the 
treatment they need and that they will not be treated on a more 
specialist level than necessary. Normally it is necessary to be referred 
by a general practitioner to a hospital for medical examination and 
                                                 
1 http://denmark.dk 
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treatment, unless it concerns an accident or an acute illness. Normally 
it will also be necessary to be referred by a general practitioner for 
treatment by a specialist. Besides referring patients to a hospital or a 
specialist, the general practitioners refer patients to other health 
professionals working under agreement with the health care service, 
and arrange for district nursing to be provided.  

In Denmark the vast majority of health services are free of charge for 
the users. Of the total expenditure on health care in Denmark in 2000, 
public expenditure constituted 81 % and private expenditure approx. 
19 %. Private health care expenditure mainly covers user payments for 
medicinal products, dentistry and physiotherapy.  

5 
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III. GENERAL PATIENT RIGHTS 
 
 
 

§ 1.  Legal status of the Convention on Human Rights and 
Biomedicine 

 
Denmark has signed the European Convention on Human Rights and 
Biomedicine on 4 April 1997 and has ratified the Convention by 
Parliamentary decision of 11 May 1999. The Convention itself entered 
into force on 1 December 1999. In principle, treaties do neither 
automatically nor quasi-automatically become part of Danish law (this 
can be deduced from the wording of art. 19 of the Danish 
Constitution). The authorities may not apply the treaty provisions 
before they have been incorporated. This is concurrent with the 
dualistic principle of Danish legal doctrinal tradition according to 
which international and national law are considered to be two 
essentially different systems of law. At the time of the conclusion of a 
treaty Danish authorities examine domestic law in order to determine 
whether it already complies with the treaty in question or whether 
amendments in domestic law are required. One way is to incorporate 
the text of a treaty into a Danish statute or administrative regulation. It 
has become more common to adopt a statute which merely refers to 
the treaty while stating that the treaty provisions shall have effect as 
part of Danish law.2 Apparently the text of the treaty has not been 
incorporated into a Danish statute or administrative regulation nor has 
a statute been adopted which merely refers to the treaty while stating 
that the treaty provisions shall have effect as part of Danish law as, 
according to HARTLEV, “[…] it could be discussed whether Danish 
law and practice in all respects is in accordance with the Convention” 
as for example in Denmark there is no general rule regarding 
previously expressed wishes (in accordance with art. 9 of the 
Convention) although it is considered to be an unwritten rule that 
attention should be made to previously expressed wishes. According 

                                                 
2 P.M. EISEMANN, “L’intégration du droit international et communautaire dans 
l’ordre juridique nationale”, Kluwer Law International, The Hague, London, Boston, 
1996, p. 159-160. 
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to HARTLEV some provisions of the Convention have been part of 
Danish legislation for many years.3 However, in view of the above we 
must conclude that at the moment Danish law is not totally in 
accordance with the Convention e.g. regarding previously expressed 
wishes (article 9).4 There are only specific rules regarding previously 
expressed wishes in connection with terminal care (living wills) and 
organ donation.5   

 
Denmark has expressed a reservation in respect of article 10, 
paragraph 2 of the Convention, concerning the right to information of 
registered persons (see the text of this article at p. 22). Danish 
legislation on registers provides that health information may be 
exempted from the registered person’s right to information. Likewise, 
Section 10, paragraph 5 of the Public Administration Act (Act No. 
572-19/12-1985) provides that material provided as a basis for the 
preparation of public statistics or scientific studies is not subject to 
access.   

 

§ 2.  National legislation on patient rights 
 
The Danish health care system resembles other Scandinavian health 
care systems in its formalization of patient rights. A number of 
initiatives have been introduced to strengthen the rights of patients in 
the Danish health care system: in 1992 and 1998 legislative measures 
related to patient rights were introduced.6  
In 2005 the Danish Parliament adopted the Health Act - Law No. 546 
of 24 June 2005 – putting together different acts related to patient 
rights, especially Law No. 482 of 1 July 1998 on patient rights and a 
number of other acts which contain patient rights provisions (e.g. the 
Act on Abortion, the Act on Assisted Reproduction, the Act on 

                                                 
3 Personnel communication of M. HARTLEV. 
4 See for another example outside the scope of our study, with regard to some 
requirements about research with incapacitated human beings: U. HYBEL, “Country 
Report Denmark” in J.TAUPITZ, The Convention on Human Rights and 
Biomedicine of the Council of Europe – a suitable model for world-wide 
regulation?, Berlin, Springer, 2002, 507. 
5 Personal communication of M. HARTLEV. 
6 European Observatory on Health Care Systems, Health Care Systems in 
Transition. Denmark, 2001, 79. 
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Transplantation). The new act on patient rights has come into force on 
1 January 2007. Most of the provisions in the new act are similar to 
the provisions contained in the previous acts including the Patient 
Rights Act of 1998. “As regard the provisions from the Act on Patient 
Rights, there are only a few minor changes in the new Health Act. The 
most important is an amendment to article 24 in the Act on Patient 
Rights allowing hospitals to inform the patient's general practitioner 
about the treatment provided by the hospital without the explicit 
consent of the patient (see article 41, section 2, part 2 in the new 
Health Act)”.7  
For this reason we also could make use of the parliamentary 
preparatory documents of the 1998 Act on Patient Rights and the legal 
literature and case-decisions related to that act when analysing and 
discussing the articles of the Health Act 2005.  

§ 3.  Right to informed consent 

 

 
 

 
 
 
 
 
 
 
 
 
 
 

Article 5 of the Biomedicine Convention:  
   
An intervention in the health field may only be carried out after the person
concerned has given free and informed consent to it. 
This person shall beforehand be given appropriate information as to the
purpose and nature of the intervention as well as on its consequences and
risks. 
The person concerned may freely withdraw consent at any time. 
                                                

A. Right to informed consent as a basic requirement 
 
Until 1992 the principle of the patient’s self-determination in 
connection with the initiation of medical treatment was based on an 
unwritten legal doctrine. In 1992 the principle was added as a separate 
rule to the Medical Practices Act. As a basis for this amendment it was 
stated that the requirement of a patient’s informed consent before 
initiating any kind of medical examination, treatment, etc. is both an 
essential and a fundamental principle in the doctor-patient relationship 

 
7 Personal communication of M. HARTLEV. 

9 



European Ethical - Legal Papers N° 2 

and, furthermore, that there was a wish to regulate this principle 
explicitly in the rules governing the duties of the physician in the 
Medical Practices Act. On 1 October 1998 the Patient Rights Act 
entered into force. According to the Parliamentary preparatory 
documents the aim of the act was to help to ensure that the dignity, 
integrity and self-determination of the patients are respected. A special 
feature to be noticed in this law is the fact that the patient rights are 
expressed positively, as something the patient is actually entitled to 
and not, as was the case in the Medical Practices Act, as one of the 
physician’s duties.8  
 
Actually, § 15 section 1 of the Health Act 2005 provides that no 
treatment may be initiated or continued without the informed consent 
of the patient, unless otherwise established by law or regulation 
according to §§ 17-19. §15 section 3 defines informed consent as 
“consent given based on appropriate information provided by a health 
care person, according to § 16”.  
 
In order to be valid the consent must be actually given for a specific 
treatment. It is not possible to give a valid consent in advance or a 
blanket consent covering all situations.9  

                                                 
8 U. HYBEL, “Country Report Denmark”, in J. TAUPITZ, Regulations of civil law 
to safeguard the autonomy of patients at the end of their life, Berlin, Springer, 2000, 
491-492; this Country Report is focused on the 1998 Act on Patient Rights. A 
comparable development from patient rights as a derogation of the obligations of 
physicians into direct rights of patients can be noticed in the ethical regulations of 
the Danish Medical Association. Through most of the history of the Danish Medical 
Association (DMA), written regulations have existed concerning duties of the 
doctors towards their patients, towards society, and towards each other as 
colleagues. In 1989, the representative body of the DMA adopted a new set of 
ethical rules to regulate the doctors' relationship with their patients and towards 
society. At the same time, the DMA representative body adopted a revised set of 
collegial regulations to ensure good collegial co-operation between Danish doctors. 
In the new ethical regulations, emphasis is placed on the rights of patients. The 
DMA ethical rules contain regulations concerning the patient rights to information 
on diagnosis, prognosis, and treatment possibilities as a basis upon which they can 
decide whether to accept or decline treatment. The rules also clearly emphasize the 
patient's right for the doctor to observe professional confidentiality; see 
www.dma.dk 
9 U. HYBEL, o.c.(2000),496. 
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B. Contents of information preceding informed consent 
 
The contents of information preceding informed consent is defined in 
§ 16 of the Health Act 2005.  According to §16 section 1 the patient 
has a right to receive information regarding his state of health and the 
options for treatment, including the risk of complications and side-
effects. According to section 3 the information must be provided 
continuously and provide a comprehensible presentation of the illness, 
the examination and the planned treatment. Information must be 
provided in a respectful form and be adjusted to the individual 
capabilities of the patient with respect to age, maturity, experience etc. 
Section 4 furthermore stipulates that the information must contain 
details on relevant prevention, treatment and nursing options, 
including information on other medically justifiable options for 
treatment, and information on consequences of non-treatment. 
Information must be more comprehensive when the treatment includes 
a higher risk of serious complications and side effects. The physician 
in charge of the treatment is obliged to ensure that the patient is given 
this information even if the patient has not explicitly asked for it.10

 
If the patient seems ignorant of important aspects in order to make a 
decision, the physician has to explain these aspects unless the patient 
has chosen not to be informed (§ 16 section 5).  
 
§ 16 section 2 explicitly provides that a patient has a right to decline 
information. Although “not informed” the consent of the patient is 
legally valid: “a valid consent might well be issued by a patient who 
has not at all or only to a limited extent requested information”.11  

C. Form of informed consent 
 
Under Danish law there are no special formalities to be observed 
regarding the patient’s consent to medical treatment.12

According to § 15 section 4 of the Health Act 2005 an informed 
consent be in writing, orally or depending on the circumstances, 

 
10 Idem, 493. 
11 J. VESTERGAARD, “Medical aid in dying under Danish law”, European Journal 
of Health Law, 2000, 410. 
12 U. HYBEL, o.c,(2000),495. 
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implied. § 15 section 5 empowers the Interior and Health Minister to 
determine the regulations for the form and content of the consent. § 6 
section 5 of the Patient Rights Act 1998 contained a similar provision. 
Based on this competence the Order No. 665 of 14 September 1998 on 
information and consent and the communication of information 
relating to health, etc. has been issued.13 According to § 2 section 2 of 
this Order consent has to be explicit; verbal consent is as a rule 
sufficient. However section 3 enables the health care provider 
responsible for the treatment to request written consent if the 
intervention concerned is a major one and complicated treatment is 
involved, or if there is any possibility that doubts might be raised with 
regard to the granting of consent and its extent. On the other hand, 
section 4 of § 2 states that tacit or implied consent may according to 
the circumstances be considered sufficient if there is no doubt that the 
patient consents to the treatment. According to VESTERGAARD a health 
care provider may often presume that the patient undoubtedly accepts 
standard measures and necessary treatment, unless the patient protests 
in a manifest manner.14  If the physician has the slightest doubts as to 
the patient’s agreement, expressed oral consent should be obtained.15   
The patient’s consent – also in case that a patient has chosen not to be 
informed – is to be entered in the medical record. This follows from 
the obligation to keep journals and to show diligence and 
conscientiousness (section 6 of the Medical Practices Act).16

                                                 
13 See International Digest of Health Legislation, 1999, 50 (1). 
14 J. VESTERGAARD, o.c., 410. 
15 U. HYBEL, o.c. (2000),496. 
16 Idem, 496. 
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D. Exceptions to the requirement of informed consent 
 

 
 
 
 
 
 

Article 8 Biomedicine Convention 
 
When because of an emergency situation the appropriate consent cannot be 
obtained, any medically necessary intervention may be carried out   
immediately for the benefit of the health of the individual concerned.  
                                                

 
 
§ 19 of the Health Act 2005 stipulates that if a patient who is 
temporarily or permanently unable to provide informed consent or is 
under the age of 15, is in a situation where immediate treatment is 
essential for his survival or long term improvement of the chances for 
survival or significantly improved result of treatment, a health care 
provider may initiate or proceed with treatment without consent from 
the patient or the custodian, closest relative or guardian. 
 
Also the Criminal Code covers such obligations in some general 
provisions in § 250 and § 253.17  

E. Refusal and withdrawal of consent 
 
The general rule of informed consent implies that consent can also be 
refused and withdrawn. The Health Act 2005 contains provisions 
related to refusal of consent in two specific situation: (1) § 24, section 
2 provides that blood or blood products can be refused by a patient  
based on information from a health care provider on the health 
consequences of the rejection of blood or blood products as part of the 
treatment. No form is prescribed as to the refusal of consent. Section 3 
adds that in case it is against the ethical perception of the health care 
provider to perform a treatment without the use of blood or blood 
products, he is not required to do so, but he may refer the patient to 
another health care provider, unless there is a need for immediate 
medical attention; and (2) 25 section 1 stipulates that a terminally ill 
patient may reject treatment which can only defer the moment of 

 
17 J. VERSTERGAARD, o.c. 411; see also U. HYBEL, o.c.(2000),503 on this 
matter. 
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death. Also in this case no form is prescribed. This provision 
emphasizes that the patient’s right to self determination also applies to 
mentally competent, terminally ill patients.18  
 
With regard to withdrawal of consent, § 15 section 2 provides that the 
informed consent can be withdrawn by the patient at any time.  

F. Previously expressed wishes 
 

 
 

 
 
 
 
 
 

Article 9 Biomedicine Convention 
 
The previously expressed wishes relating to a medical intervention by a
patient who is not, at the time of the intervention, in a state to express his or
her wishes shall be taken into account. 
 
 
There is no general rule in Danish law regarding previously expressed 
wishes. In case a person, at an earlier stage – but not in connection 
with an actual treatment – has expressed his positive opinion on 
treatment (a so called positive advance declaration) or has expressed 
an opinion to avoid treatment (a so called negative advance 
declaration), this will only be informative for the health care provider, 
and these wishes are only an element to be considered when deciding 
how to treat the patient.19 Also the competent closest relatives (see 
below, under H) are in no way bound to follow these wishes.20  
 
For specific situations however, the Health Act 2005 contains rules 
regarding the binding effect or not of previously expressed wishes.  
Section 1 of § 26 of the Health Act 2005 provides that any person over 
the age of 18 and not under guardianship may establish a living will. 
In the living will the patient may express his wishes regarding 
treatment, in case he experiences a condition where he is no longer 
able to perform his right to self-determination.  

                                                 
18 J. VESTERGAARD, o.c.,410. 
19 U. HYBEL, o.c., (2000), 504; Personal communication of M. HARTLEV: “it is 
considered to be an unwritten rule that attention should be made to previously 
expressed wishes”.  
20 U. HYBEL, o.c.(2000),504. 
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In a living will it is possible according to section 2 to record 
conditions regarding:  
a)  refusal of life prolonging treatment in situations where the patient 

is terminally ill, and  
b)  refusal of life prolonging  treatment in case of illness, progressed 

decrepitude, accident, heart failure or the like leaving the patient 
permanently unable to take care of himself or herself physically 
and mentally. 

Life prolonging treatment is defined in section 3 as treatment with no 
prospect of cure, improvement or relief, but only for some life 
prolonging. It does not include life-supporting treatment.21  
  
According to section 5 of § 26 the wishes expressed in accordance 
with section 2 (a) (terminally ill patient refusing life prolonging 
treatment) are binding for the health care provider who in other words 
is obliged to respect the patient’s request to omit treatment. The law 
requires that solely the assessment of the patient’s medical condition 
may be taken into consideration, whereas other factors may not be 
given relevance, e.g. the physician’s personal preferences, research 
interests or economic motives.22 However a wish expressed in 
accordance with section 2 (b) (permanently severely impaired patient 
refusing life prolonging treatment) is a recommendation for the health 
care provider and must be taken into consideration as such. The law 
presupposes that the request in such a living will, although legally not 
binding, may only be overruled due to reasons of a very substantial 
nature. In the physician’s considerations, a number of factors might be 
included, e.g. the nature and progression of the illness, the treatment 
options, the patient’s age and life situation, the relative’s opinions etc. 
The physician’s discretionary power in this respect is rather wide and 
vague.23  
 
§ 26 section 4 stipulates that in case a health care provider, when the 
patient is unable to perform his right to self-determination, is planning 
the initiation of life-extending treatment to a terminally ill patient, or 

 
21 ALZHEIMER EUROPE, Advance Directives. Summary of the legal provisions 
relating to advance directives per country. Denmark, 3 May 2005, 8, www. 
Alzheimer-europe.org/. 
22 J.VESTERGAARD, o.c., 415. 
23 Idem. 
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plans on continuing life prolonging treatment in a situation as 
described in section 2 (b), he must contact the living will registry 
established in accordance with § 27 to check for the existence of a 
living will. 
 
§ 27 section 1 empowers the Interior and Health Minister to establish 
a living wills register and determine regulations for the issue, design, 
registration and withdrawal of living wills. The registration procedure 
currently costs about 7 €. The validity of an advance directive is not 
limited to a set period of time.24 A clear statement issued in a different 
manner may be given legal status equivalent to an advance directive 
filed on the official formula, if a physician becomes aware of its 
existence and content.25  A patient may always revoke the living will 
by issuing a written and clear notification to the Registry. In 
connection with a current illness, the living will may informally be 
revoked by a plain statement, e.g. to the responsible physician or 
another health care professional.26

G. Informed consent in case of minor patients 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Article 6 Biomedicine Convention 
 
1. Subject to Articles 17 and 20 below, an intervention may only be carried 
out on a person who does not have the capacity to consent, for his or her 
direct benefit. 
2. Where, according to law, a minor does not have the capacity to consent to 
an intervention, the intervention may only be carried out with the 
authorisation of his or her representative or an authority or a person or 
body provided for by law.  
The opinion of the minor shall be taken into consideration as an   
increasingly determining factor in proportion to his or her age and degree of 
maturity. 
 

                                                 
24 See previous note; see for more detailes about the Register, J.VESTERGAARD, 
o.c., 415-416; U.HYBEL, o.c.(2000),509-510. 
25 J.VESTERGAARD, o.c. 416. 
26 Idem, 416. 
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§ 17 section 1 of the Health Act 2005 provides for a fixed age limit for 
medical majority at 15 years: “A patient who has reached the age of 
15 can provide informed consent to treatment. The custodians must be 
informed as well, in accordance with § 16 (see above: A. Right to 
informed consent as a basic requirement) and be included in the 
decision of the minor.” Thus minors at the age of 15 years are – as a 
general rule - considered to be capable to give an informed consent.  
 
The parents must also be informed until the child reaches the age of 
18 years and be included in the decision-making process. In other 
words the health care provider must discuss the treatment situation 
with both the minor patient and parents and preferably obtain 
agreement from both the child and parent(s) as to the desired 
treatment.27 The consequence of this rule is that the 15-17 year old 
adolescent has the final say if he/she and his/her parents do not 
agree.28 A 15 year old adolescent can, thus, make a decision on his or 
her own as to which treatment is to be initiated or maybe omitted- 
even though the consequence of such a decision may be that the young 
man or woman will die, unless the patient is considered to be 
incompetent to make an informed decision (see next paragraph).29  An 
advance directive to refuse life-prolonging treatment however, can 
only be made up by an 18 year old person (see above). Neither can a 
children or adolescents under the age of 18 enter into an agreement on 
research participation on their own.30  
 
§ 17 section 2 deals with the situation that a patient of 15 years or 
older is not capable to give informed consent: “If the health care 
provider, based on an individual evaluation, finds that the patient, who 
has reached the age of 15, is unfit to understand the consequences of 
the decision, the custodial parent may provide informed consent.” 
According to § 20 a patient who is unable to provide informed consent 
must be informed and included in discussions regarding the treatment, 
as far as the patient understands the treatment situation, unless this 
might damage the patient. Importance should be attached to the 

 
27 U. HYBEL ,o.c.(2000), 501. 
28 Personal communication of M. HARTLEV ; U. HYBEL,o.c. (2000),501.  
29 U. HYBEL, o.c.,(2000), 501-502. 
30 U. HYBEL, o.c.(2002),  498. 
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information provided by the patient, insofar as it is appropriate and 
relevant. 
 
Under the age of 15 the parents must consent to medical interventions 
on their children.31 Also in this case § 20 applies. If parents refuse to 
consent to interventions which are absolutely vital for the life and 
health of the child, the Children and Adolescents Board can order the 
intervention, pursuant to section 44 of the Social Services Act.32   
If a patient, who is under 15 years of age, finds himself in a situation 
in which he needs immediate treatment in order to survive or in order 
to improve his chances of survival or considerably improve the 
outcome of the treatment, a health care provider may begin or 
continue such treatment without the consent of the person holding 
parental authority (§ 19 Health Act 2005). 

H. Informed consent in case of incapacitated adults 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Article 6 Biomedicine Convention 
 
1. Subject to Articles 17 and 20 below, an intervention may only be carried 
out on a person who does not have the capacity to consent, for his or her 
direct benefit.  
3. Where, according to law, an adult does not have the capacity to consent to 
an intervention because of a mental disability, a disease or for similar 
reasons, the intervention may only be carried out with the authorisation of 
his or her representative or an authority or a person or body provided for by 
law. The individual concerned shall as far as possible take part in the 
authorisation procedure. 

                                                 
31 Personal communication of M. HARTLEV; L.H. FALLBERG, “Patient Rights in 
the Nordic Countries”, European Journal of Health Law, 2000, 131; U.HYBEL, o.c. 
(2002), 498-499: “this appears from section 1 of the Act on Parental Custody and 
Visitation Rights”.  
32 Personal communication of M. HARTLEV; U. HYBEL, o.c.(2000), 502. 

18 



Patient Rights in the EU - Denmark 
 

                                                

i. General rule 
 
Whether a treatment can be initiated when a patient is incompetent 
and not capable of exercising his self determination rights depends on 
whether there is anyone entitled by law to represent the patient. This 
overall principle is laid down in § 14 of the Health Care Act 2005 
which states: “For a patient unable to represent himself the patient 
rights according to §§ 15-51 are transferred to the person(s) authorized 
to represent the patient when required to represent the patient’s 
interest in the actual situation”. A representative for the incompetent 
patient can be appointed in accordance with the rules of the 
Guardianship Act of 14 June 1995. This act contains rules on the 
support and protection of adults who are incapable of fully taking care 
of themselves. However, by far the greatest number of patients who 
are found to be incompetent regarding treatment issues do not have a 
guardian and thus there is no one appointed by law to make decisions 
of a personal character for them.  

ii. Permanently incompetent patients 
 
Rules to make a legally valid decision on treatment in such situations 
are laid down in § 18 of the Health Act 2005.33  Section 1 of § 18 
stipulates that for a patient who is permanently unable to provide 
informed consent, the closest relative can provide informed consent to 
treatment; in cases where the patient is under guardianship concerning 
personal affairs, health issues included, the informed consent may be 
provided by the guardian. It must be supposed that when a patient has 
a guardian, it is the guardian and not the closest relative who is 
authorized to give consent.34  The act itself does not define who 
belongs to the group of closest relatives, but according to the 
parliamentary preparatory documents the group is to be defined in 
each case individually. First and foremost come the patient’s 
cohabiting partner or spouse, direct descendants, and depending on the 
actual circumstances, siblings. Other relatives who the patient is close 
to may, in some circumstances, also be considered close relatives, 
especially in cases where there are no cohabiting spouse, partner or 

 
33 U. HYBEL, o.c. (2000),497-498. 
34 Idem, 498. 
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children. It also appears that family ties are not always decisive. A 
close friend or care worker may be included if it is certain that the 
patient regards that person as “closest relative”.35  
In this context it is important to remark that the patient cannot 
formally and with a binding effect appoint the closest relative or 
another person whom he wants to have his decision making capacity 
be transferred to in connection with future treatment, but it must be 
supposed that great importance will be attached to the patient’s 
opinion on this – to the extent that his wishes are known.36  
 
It cannot be excluded that “a group of relatives disagree on the 
treatment question”.37 Danish law does not contain a rule to offer a 
solution in case of disagreement among relatives.  
 
If a patient who is permanently unable to provide informed consent, 
has no close relatives or guardian, the health care provider may 
according to § 18 section 2 carry out a planned treatment, provided 
another qualified health care provider, who has not earlier participated 
in nor is going to participate in the treatment of said patient, consents 
to it. In order to protect the patient’s rights it is important that the two 
involved health care providers are not dependent on each other. There 
must be no superior-subordinate relationship between the two.38

 
According to § 18 section 3 the health care provider may when there 
is no closest relative or guardian even initiate treatment without the 
consent of another health care provider, if the treatment in question is 
only minor in terms of extent and duration. Examples are changing a 
bandage or taking the patient’s temperature.39  
 
If the health care provider finds that the closest relative or guardian, 
does not pay sufficient attention to the patient’s best interest in 
connection with decision making he may according, to section 4 of 
§18 proceed with the treatment if the health authorities (this is in 

                                                 
35 Idem, 498. 
36 Idem, 505. 
37 Idem, 505. 
38 Idem, 499. 
39 Idem, 499. 
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practice a physician who is the local representative of the National 
Board of Health)40 approve this.   

iii. Temporarily incompetent patients 
 
The rules mentioned in § 18 are only applicable when a patient is 
permanently unable to provide informed consent.  For persons who   
temporarily lack the ability to make their own decisions the Health 
Act 2005 does not permit consent by proxy. This means that the 
closest relatives cannot consent to treatment on the incompetent 
patient’s behalf. If the patient has a guardian and the guardianship 
covers personal matters, health matters included, the guardian can 
consent. This is a consequence of the fact that the statutory basis for 
the guardian’s competence is the Act on Guardianship and not the 
Health Act 2005. Neither does the health care provider have the 
capacity – as is the case with regard to a permanently incompetent 
patient – to initiate treatment after having obtained the consent of an 
impartial colleague. The temporary lack of ability to consent can later 
result in a recovery of that ability or a permanent loss of it. In the first 
case the ordinary rules on informed consent are to be followed; in the 
second case the rules laid down in section 18 as described above.41   
 
Thus, Danish law does not regulate who may give informed consent in 
the period that someone is temporarily incompetent and has no 
guardian, which will often be the case.  The only article that expressly 
refers to such a patient is § 19 of the Health Act 2005: if a patient who 
is temporarily (or permanently) unable to provide informed consent, is 
in a situation where immediate treatment is essential for the survival 
of the patient or long term improvement of the chances for survival or 
significantly improved results of treatment, a health care provider may 
initiate or proceed with treatment without consent from the patient, 
closest relative or guardian.  

iv. Consulting the incompetent patient 
 
According to § 20 of the Health Act 2005 a patient who is unable to 
provide informed consent must be informed and included in talks 

 
40 Personal communication M. HARTLEV; see also U. HYBEL, o.c.,(2000),499.  
41 U. HYBEL, o.c.(2000), 500. 
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regarding the treatment, as far as the patient understands the treatment 
situation, unless this might damage the patient. Importance should be 
attached to the information provided by the patient, insofar as it is 
appropriate and relevant. According to the parliamentary preparatory 
documents, importance must also be attached to wishes that the 
patient has expressed prior to the treatment being needed – to the 
extent that these can still be considered current and relevant – and 
must be taken into consideration by the health care provider when 
deciding upon the treatment.42  
Some people express their future wishes in powers of attorney 
documents. Such wishes are not legally binding but may serve as 
guidelines for the guardian who has been appointed.43  

§ 4.  Right to information about his or her health 
 
 
 
 
 
 
 
 
 
 

Article 10 Biomedicine Convention 
 
2. Everyone is entitled to know any information collected about his or her 
health. However, the wishes of individuals not to be so informed shall be 
observed.  
3. In exceptional cases, restrictions may be placed by law on the exercise of 
the rights contained in paragraph 2 in the interests of the patient.  

A. Right to information about his or her health as a basic 
requirement 

 
Danish law does not regulate the right to information about his or 
health as a separate right. The right to receive information regarding  
one’s state of health is mentioned in § 16 section 1 of the Health Act 
2005 as part of the right to informed consent. 
 
Denmark has expressed a reservation in respect of article 10, § 2 of 
the Convention, concerning the right to information of registered 
persons.  Danish legislation on registers provides that health 
information may be exempted from the registered person’s right to 
                                                 
42 U. HYBEL, o.c. (2000), 500. 
43 ALZHEIMER EUROPE, o.c., 8. 
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information. Likewise, section 10, § 5 of the Public Administration 
Act (Act No. 572-19/12-1985) provides that material provided as a 
basis for the preparation of public statistics or scientific studies is not 
subject to access.   

B. Right not to know 
 
According to section 2 of § 16 “a patient has a right to decline 
information” regarding his state of health.  We are not aware of a 
formal legal basis in order to deviate from the wish of a patient not to 
be informed in his/her own interest, in the interest of a third party 
and/or in the interest of society.  

C. Therapeutic exception 
 
From the time when the Act on Patients’ Rights came into force in 
1998 it has been illegal in Denmark to withhold information 
concerning the health status from competent patients, also to protect 
them against harmful information.  The patient’s own wish not to be 
informed must be respected (see previous paragraph) but it is up to the 
patient and not to the physician to decide.44 However, it is possible to 
refuse to give the patient access to his health record if it is considered 
to be harmful to the patient (see p. 25).  
 
§ 20 of the Health Act 2005 provides that a patient unable to provide 
informed consent must be informed and included in discussions 
regarding the treatment, as far as the patient understands the treatment 
situation, unless this might damage the patient. (italics added by 
authors) 

 
44 Personal communication of M. HARTLEV. 
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§ 5.  Rights regarding the medical file 
 
 
 
 
 
 
 

A. Right to a medical file 
 
 

Article 10 Biomedicine Convention  
 
1.   Everyone has the right to respect for private life in relation to 

 information about his or her health. 
2. Everyone is entitled to know any information collected about his 
 or her health. However, the wishes of individuals not to be so 
 informed shall be observed.  

Section 13 of the Medical Practices Act contains a provision regarding 
the duty of physicians to keep medical records of their patients.45  
Also, section 19 of Chapter 1 of Order No. 665 of 14 September 1998 
on information and consent and the communication of information 
relating to health indicates the responsibilities of the health care 
provider in charge of the treatment with regard to the recording in the 
patient's file of information communicated and disseminated, in 
accordance with Circular No. 235 of 19 December 1996 on the duty of 
physicians to keep organized records.46  

B. Contents of the medical file 
 
Section 19 of Chapter 1 of Order No. 665 of 14 September 1998 on 
information and consent and the communication of information 
relating to health, etc. indicates the responsibilities of the health care 
provider in charge of the treatment with regard to the recording in the 
patient's file of information communicated and disseminated, in 
accordance with Circular No. 235 of 19 December 1996 on the duty of 
physicians to keep organized records (Keeping of files)47  
 

                                                 
45 M. HARTLEV, “ The implementation of Data Protection Directive 95/46/EC in 
Denmark” in D. BEYLEVELD et.al (ed), The implementation of the Data 
Protection Directive in relation to medical research in Europe, Aldershot, Ashgate, 
2004, 59. 
46 International Digest of Health Information, 1999, 50 (1). 
47 International Digest of Health Information, 1999, 50 (1). 
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As indicated earlier, the patient’s consent to treatment – also in case a 
patient has chosen not to be informed – is to be entered in the medical 
record. This follows from the obligation to keep journals and to show 
diligence and conscientiousness (section 6 of the Medical Practices 
Act).48  
 
As we will see below (§ 6 Right to medical secrecy/confidentiality) 
also the patient’s consent regarding the transmittance of confidential 
information concerning him/her to colleagues/other health care 
workers must be recorded in the patients’ medical file (§ 42 of the 
Health Act 2005). Furthermore, section 2 of § 51 of the Health Act 
2005 stipulates that, with the written or verbal consent of the patient, 
the health care individuals may forward information to patient guides 
at the patient offices regarding the health condition of the patient, 
other entirely private conditions, and other confidential information 
necessary for the advice and assistance to the patient. Forwarding of 
this information must also be stated in the patient records. 

C. Right to access and copy the medical file 

i. Right to access the medical file 

Section 1 of § 37 of the Health Act 2005 provides that upon request 
from a patient, the patient must be informed of processing of health 
information contained in patient records etc. If such information is 
processed, the patient must, at his request and in an easily 
understandable form, be informed about: 
1) the data processed; 
2) the purpose of the processing;  
3) categories of recipients of information; and  
4) accessible information regarding the source of this information.  
 
The right mentioned under section 1 (1) (information on the data 
processed) can be considered as a right to access the medical file. 
According to section 2 the rights enumerated in section 1 can be 
limited to protect the patient or if the patient’s interest in the 
information is considered of less importance than other private 

 
48  U. HYBEL, o.c. (2000), 496. 
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interests. Thus, it is possible to restrict the patient’s right of access in 
exceptional cases in the interest of the patient or other persons.49

According to § 38 section 1 of the Health Act 2005, decisions 
regarding the right to access the records are made by the authority, 
institution or health care person possessing the patient records.  

The authority, institution or health care person decides at the earliest 
convenience if access to records will be allowed, and if this access 
will be performed by reading the file on-the-spot or through the 
delivery of a copy (section 2).  If a request for access to records has 
not been approved or denied within 10 days after receipt by the 
authority, institution or health care person; the authority, institution or 
health care person informs the patient of this, and the expected 
timeframe for a decision (section 3).  

According to § 39 the Interior and Health Minister determines 
regulations for fees covering the cost of handling and delivery etc. 
relating to access to records.  
 
If a guardian has been appointed for an incompetent adult patient, this 
guardian has the right to access the medical file. The closest relatives 
of an incompetent patient are only competent to consent to treatment 
of the patient. In other matters – like access to the medical file – the 
closest relatives cannot make decisions on the patient’s behalf.50  
 
Regarding a patient between 15-17 year old, § 17 section 3 of the 
Health Act 2005 provides that such a patient is entitled to have access 
to records according to the provisions in §§ 36-39. 
 
We have not been able to receive decisive information on whether so 
called “personal notes” of a physician are part of the medical file and 
may be accessed or not by the patient. However, the following 
decision of the Danish Ombudsperson may shed some light as to this 
question.51

                                                 
49 Personal communication of M. HARTLEV.  
50 U.HYBEL, o.c., (2000), 498. 
51 Published in the Annual Report 2002 of the Ombudsman at p. 31-32 titled “13–1. 
Unintended disclosure of medical consultant’s statement. Communication pursuant 
to principles in Section 7 of the Patients’ Bill of Rights”, www.ombudsmanden.dk. 
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 “Shortly after the birth of their daughter the parents were informed 
that she had a form of progressive muscular atrophy. The mother 
subsequently applied to the local authority for loss of earnings 
compensation. In connection with this application the local authority’s 
medical consultant stated in a report among other things that the 
daughter would die within a period of approximately 20 years. The 
report stated that it was not to be open for disclosure. In connection 
with a complaint to the Social Tribunal concerning the decision on 
loss of earnings, the parents requested access to files and were sent a 
copy of the medical consultant’s report. The parents subsequently 
complained to the Ombudsman about the medical consultant’s report. 
The Ombudsman referred to a fundamental principle in Danish 
administrative law whereby a party in a case has the right to see all 
information and documentation related to the case. This principle is 
put into practice, partly through the rules governing right of access to 
files for parties in a case as stated in the Public Administration Act, 
partly through the regulations concerning own access in the Access to 
Public Administration Files Act, and now also in the regulations 
concerning access to personal data in the Act on Processing of 
Personal Data. Exemption from this fundamental principle requires 
overmastering reasons. According to circumstances, access should 
also be granted to medical consultant reports which have remained 
internal documents. On the basis of this, the Ombudsman found it 
difficult to comprehend the remarks by the medical consultant that his 
findings “under no circumstances are intended for others than the local 
authority’s case workers …”. The Ombudsman stated that, like other 
consultants, medical consultants must be aware that their notes are 
often subject to disclosure pursuant to the aforementioned regulations 
(italics added by authors). 
Furthermore, the medical consultants must be aware that the question 
of whether to allow access to files is not for themselves to decide, and 
that any statements they may make to this effect will not be binding 
for the decision-making authorities. 
The Ombudsman further stated that it would have been advisable if 
the local authority had informed the tribunal that the case material that 
was sent to them contained sensitive information with which the 
parents were not familiar. 
Finally, the Ombudsman agreed with the Social Tribunal in finding it 
regrettable that the tribunal had not noticed that the medical 

27 



European Ethical - Legal Papers N° 2 

consultant’s report contained sensitive information to which access 
had not previously been given, and that it was regrettable that the 
parents’ access to the report had not been communicated in an 
especially considerate manner, pursuant to the principles laid down in 
Section 7 of the Patients’ Rights Bill.52 The Ombudsman noted that in 
order to avoid similar incidents in the future the tribunal would 
impress upon its staff that greater care be shown when sending case 
documents for hearing. (Case No. 2001-0897-409)” 

ii. Right to copy the medical file 
 
According to § 38 section 2 of the Health Act 2005 access to the 
medical file can be performed either by reading the file on-the-spot or 
by receiving a copy of it.  

iii. Post mortem access by relatives 
 
According to § 45 section 1 of the Health Act 2005 a health care 
provider may forward information regarding the history of the illness 
of a deceased patient, the cause of death and the way of death to the 
nearest relatives, when this is not considered being against the wishes 
of the deceased, and respect for the deceased or other private interests 
are no obstacle to the information being forwarded. Information may 
also be forwarded to the nearest relatives according to regulations in 
§ 43, section 2, (2). This means that with the written consent of the 
patient (see § 44), the health care provider may forward information 
concerning the patient’s health condition to the relatives when this 
information is necessary for justified handling of an obvious general 
interest or of considerable interest for the relatives.    

                                                 
52 Note of the authors: by section 7 of the Patients’ Rights Bill is meant section 7 of 
the 1998 Act on Patient Rights. It is identical to § 16 of the Health Act 2005 and 
provides under section 3 that “information must be provided in a respectful form and 
be adjusted to the individual capabilities of the recipient with respect to age, 
maturity, experience etc”. 
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D. Right to correction, erasure and/ or demolition 
 
The Health Act 2005 does not contain provisions in this regard.53  

§ 6.  Right to medical secrecy/ confidentiality 
 
 
 
 
 
 
 
 

Article 10 Biomedicine Convention  
 
1.   Everyone has the right to respect for private life in relation to 

 information about his or her health. 

The Criminal Code contains provisions on professional secrecy 
providing protection from disclosure of private information (Sections 
152-152f).54

 
According to § 40 section1 of the Health Act 2005 a patient has a right 
to confidentiality from health care providers regarding information 
received or implied during the performance of their profession 
regarding health conditions, other entirely private conditions, and 
other confidential information.  
 
As a general rule transmitting information to colleagues and other 
health care workers is subject to the patients’ consent (§ 41, section 1 
of the Health Act 2005). Consent may be given verbally or in writing 
according to § 42. It may be given to the health care provider 
forwarding information, or to the health care provider receiving 
information. The consent must be stated in the patient’s records. 
 
Section 2 of § 41 allows the forwarding of confidential information to 
colleagues and other health care workers without the consent of the 
patient, when:  

 
53 General provisions regarding the correction, erasure and/or demolition of personal 
data are to be found in art. 37 of the Act on Processing of Personal Data, Act No. 
429 of 31 May 2000. 
54 M.HARTLEV,o.c.,(2004), 57. 
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1) it is necessary for actual treatment of the patient, and the 
forwarding is performed under observation of the patient’s best 
interests and needs;  

2)  the forwarding contains a letter of release from a doctor employed 
in a hospital, aimed at a private practitioner;55

3)  the forwarding is necessary for the safeguarding of obvious 
general interest or of substantial respect to the patient, health care 
person or others; or 

4)  the forwarding is performed to the patient’s general practitioner 
by a doctor acting on behalf of the former.  

 
According to section 3 of § 41 the patient may oppose the transfer of 
information in the cases mentioned under 1) and 2) while following 
section 4 it is the health care provider who holds the confidential 
information who will decide if forwarding the information is justified. 
 
According to HARTLEV normally patients do not oppose that health 
care professionals involved in their treatment and care receive 
necessary information. However, there may be disagreement about 
which health professionals are legitimately involved and to which 
extend it is required to provide these professionals with information.56 
A decision, cited by HARTLEV, from the Danish Patient Complaints 
Board may serve as an example.   
 
“The patient, a young woman, was receiving psychiatric care at a 
hospital. At time of the ordinary winter holiday, she asked to be 
discharged from the hospital to spend the vacation with her husband 
and daughter. The hospital staff opposed her decision because they 
                                                 
55 As already stated in §2 of this booklet, this article represents the main difference 
to the 1998 Act on Patient Rights. Whether this amendment is related to the decision 
of the Patients Complaints Board that is discussed in the following note is not sure. 
The matter seems to be very sensitive in Denmark. This is illustrated by the advice 
of the Council on Medical Ethics in this regard. In its consultation reply on the bill 
for a Danish Health Act the Council showed critical of the proposals to extend the 
existing rules governing the disclosure of health data. The Council of Ethics felt that 
the patient’s explicit consent should still need to be obtained if health data are to be 
passed on to the GP by a hospital in cases where the GP is not involved in the treatment 
in question. Annual Report 2005, 17; www.etiskraad.dk. 
56 M. HARTLEV, “Striking the right balance. Patients rights and opposing interests 
with regard to health information” in Proceedings 16th World Congress on Medical 
Law, Toulouse, 7-11 August 2006, 645. 
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assessed it would be better for her to stay at the hospital, but as her 
condition was not of a kind that could justify compulsory care they 
had to discharge her from the hospital. It was decided that she should 
contact the local psychiatric team which would receive information 
about her treatment. However, the hospital also informed her GP 
about her medical condition and of her being discharged from the 
hospital. When the patient came to know about the communication to 
the GP, she filed a complaint to the Patients Complaints Board 
claiming that her right to confidentiality had been violated as she had 
not given permission to inform the GP and as he was not presumed to 
be involved in her treatment. The hospital staff argued that they found 
it necessary to inform the GP as he would be involved if it turned out 
to be necessary to take the patient into compulsory care while she 
stayed with her family during the vacation. This argumentation was 
supported by the Patients Complaints Board which did not find that 
her confidentiality rights had been infringed”.57

  

 
The case is interesting because it illustrates the interest of patients in 
being informed and having influence on who should have access to 
health information. The Patients Complaints Board’s position is based 
on arguments favoring what is considered to be in the patient’s best 
interest whereas it does not acknowledge autonomy and privacy 
arguments.58

 
Forwarding of health information for other purposes is regulated by § 
43 and § 44 of the Health Act 2005. As a general rule the written 
consent of the patient is required. According to HARTLEV the Danish 
Patient Complaints Board receives a number of complaints where 
patients feel that their confidentiality rights have been violated in 
connection with disclosure of information from patients’ files to the 
social services. In most of these cases the patient has given an explicit 
consent, but is nevertheless surprised when he or she learns about the 
specific kind of information which has been provided to the social 
services. Often the doctors have revealed information which the 
patient did not believe could have any relevance to the application of a 
social benefit, and patients feel that their privacy has been infringed 
when social workers learn about e.g. psychiatric conditions or 

 
57 Decision number 9914203. The decision is availabe in Danisk at www.pkn.dk.  
58 M. HARTLEV, o.c.(2006),646. 
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abortions from their medical history.59 HARTLEV cites a case from the 
Danish Complaints Board as an example:  
 
“A patient suffering from a back condition had applied for a sick 
allowance, and the social services had asked for and got the patient’s 
permission to collect medical information about the condition. The 
hospital forwarded the patient’s medical file to the social services, but 
apart from information about the back condition this file also included 
information about the patient having alcohol problems. The patient 
learned about that when the social worker confronted him with his 
possible alcohol problems and he filed a complaint to the Patients 
Complaints Board. The hospital explained that the patient had given 
consent, and, consequently, there could be no breach of confidence. 
The Patients Complaints Board, however, found that the patient’s 
right to confidentiality had been violated. The request from the social 
services on information was imprecise, but it was the hospitals 
responsibility to clarify the request and the scope of the patient’s 
consent before disclosing confidential information to the social 
services.”60  
 
According to HARTLEV this case illustrates that even in situations 
where a patient’s consent has been obtained, it is still important to 
ensure that the consent is sufficiently informed and explicit to enable 
the patient and the health care professionals to have a more detailed 
picture of exactly which pieces of information are covered by the 
permission to disclosure.61

§ 7.  Right to privacy/ protection of private life 
 
 
 
 
 
 
 

Article 10 Biomedicine Convention  
 
1.   Everyone has the right to respect for private life in relation to 

 information about his or her health. 

                                                 
59 Idem, 647. 
60 Decision number 0128606. The decision is available in Danish at www.pkn.dk.  
61 M. HARTLEV,o.c.,(2006), 647. 
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There is no comprehensive protection of the right to privacy in the 
Danish Constitution. The only provision dealing with privacy 
protection is article 72, which protects the secrecy of communication 
and mail. However, the right to privacy is protected in the Criminal 
Code, which demonstrates the importance attached to privacy 
protection in Danish law. Chapter 27 of the Criminal Code offers 
protection of privacy in relation to, for example, the disclosure of 
private information (Section 264).62

A. Processing of data concerning health 
 
§ 7 section 1 of the Act on Processing of Personal Data of 31 May 
2002 prohibits the processing of personal data concerning health. 
According to section 2 this provision shall not apply where  
1. the data subject has given his explicit consent to the processing 

of such data; or 
2. processing is necessary to protect the vital interests of the data 

subject or of another person where the person concerned is 
physically or legally incapable of giving his consent. 

 
According to section 5 the prohibition shall not apply either where 
processing of the data is required for the purposes of preventive 
medicine, medical diagnosis, the provision of care or treatment or the 
management of health care services, and where those data are 
processed by a health care professional subject to a statutory 
obligation of professional secrecy. 

B. Right to access and right to receive a copy 
 
Part 9 of the Act on Processing of Personal Data is entitled:  “The data 
subject’s right of access to personal data”. Section 1 of § 31  of the 
Act on Processing of Personal Data provides that where a person 
submits a request to that effect, the controller shall inform him 
whether or not data relating to him are being processed. Where such 
data are being processed, communication to him shall take place in an 
intelligible form about: 
 

 
62 M. HARTLEV,o.c (2004).,57. 
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1. the data that are being processed; 
2. the purposes of the processing; 
3. the categories of recipients of the data; and  
4. any available information as to the source of such data. 
 
According to section 2 the controller shall reply to requests as referred 
to in section 1 without delay. If the request has not been replied to 
within 4 weeks from receipt of the request, the controller shall inform 
the person in question of the grounds for this and of the time at which 
the decision can be expected to be available. 
A data subject who has received a communication in accordance with 
§ 31 shall not be entitled to a new communication until 6 months after 
the last communication, unless he can prove that he has a specific 
interest to that effect (§ 33). 
From a combined reading of §§ 30 and 32 follows that the right of 
access shall not apply if the data subject’s interest in obtaining this 
information is found to be overridden by vital private interests, 
including the interests of the subject data himself.  
According to § 34 section 1 the communication in accordance with § 
31 section 1 shall be in writing, if requested. In cases where the 
interests of the data subject speak in favour thereof, the 
communication may, however, be given in the form of oral 
information about the contents of the data. 
 Section 2 of § 34 empowers the Minister of Justice to lay down rules 
for payment of a fee for communications which are given in writing.  
 
The rules concerning access to and copy of the medical file contained 
in the Health Act 2005 (see p.25) and the Act on Processing of 
Personal Data are not concordant in the sense that different time limits 
are applicable to the provision of a reply/decision regarding a request.  
In this respect § 2 section 1 of the Act on Processing of Personal Data 
stipulates that “Any rules on the processing of personal data in other 
legislation which give the data subject a better legal protection shall 
take precedence over the rules laid down in this Act.” If rules in other 
legislation provide poorer protection than the Act on Processing of 
Personal Data then they only prevail if this is clearly intended and 
provided.63  

                                                 
63 Idem, 61.  
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C. Right to correction, erasure and/ or demolition 
 
Section 1 of § 37 of the Act on Processing of Personal Data provides 
that the controller shall at the request of the data subject rectify, erase 
or block data which turn out to be inaccurate or misleading or in any 
other way processed in violation of law or regulations. 
 According to section 2 the controller shall at the request of the data 
subject notify the third party to whom the data have been disclosed of 
any rectification, erasure or blocking carried out in compliance with 
section 1. However, this shall not apply if such notification proves 
impossible or involves a disproportionate effort. 

§ 8.  Right to complain and to compensation 

A. Right to complain 

i. Patient Offices 

Section one of § 51 of the Health Act 2005 empowers the Regional 
Boards to establish one or more patient offices with the purpose of 
providing information, guidance and advice for patients regarding 
patient rights, including rights to treatment, free choice of hospital, 
waiting times etc. and the regulations regarding complaints and 
compensation within the health care system.  

According to section 2, the patient offices can receive all complaints 
and approaches regarding the tasks mentioned in section 1. They must, 
upon request, assist in the production and forwarding of complaints to 
the proper authorities.  

With the written or verbal consent of the patient, the health care 
individuals may forward information to patient guides at the patient 
offices regarding the health condition of the patient, other entirely 
private conditions, and other confidential information necessary for 
the advice and assistance to the patient. Consent may be given to the 
health care person forwarding the information, or the patient guide 
receiving the information. Forwarding of information must be stated 
in the patient records. The patient can, at any time during the 
treatment, decline the forwarding of information (section 3).  
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Complaints delivered to the patient office are considered as delivered 
to the proper authority at the time of delivery to the patient office 
(section 4). 

ii. Patient Complaints Board 
 
The handling of patient complaints in Denmark is, with the exception 
of the No Fault Insurance Scheme (below) gathered centrally in one 
organization, the Patient’s Complaint Board64. The Board deals with 
complaints directed, for example, professional activities of staff, lack 
of information to patients or violation of the professional obligation of 
secrecy.65  The Patients’ Complaints Board is an impartial public 
authority which may also submit particularly serious cases to the 
public prosecutor with a view to taking the cases to court.66

iii. The Parliamentary Ombudsman 
 
We have already discussed a decision of the Danish Ombudsman 
regarding patient rights above.  
The Ombudsman institution was established in 1955. On behalf of the 
Danish Parliament the Ombudsman controls the administration, but he 
is not subjected to specific instructions form the Parliament. His 
jurisdiction includes the administration of both central and local 
government. Anyone can complain to the Ombudsman, and on his 
own initiative the Ombudsman can start an investigation if important 
legal interests have been violated. Such investigations are not rare 
when a case gives rise to publicity. Even though the opinions of the 
Ombudsman are not legally binding, they normally have a very wide 
effect. This is due to the general prestige of the office, and the careful 
and generally very well supported reasoning on which the 
Ombudsman bases his conclusions.67 The functioning of the 

                                                 
64 Also called the Health Services Complaints Board or Patients’ Complaints Board 
of the Health Services. 
65 L.H.FALLBERG, o.c.,132. 
66 Health Care in Denmark. 7.Patients’ Rights. 
www.im.dk/publikationer/healthcare_in_dk/all.htm#intro 
67 H. KALLEHAUGE, “Report from The Kingdom of Denmark. On Danish 
Disability Discrimination Law In the Field of Employment”, 15 http://ec.europa.eu. 
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Ombudsman is actually governed by the Ombudsman Act of 12 June 
1996.68  
 
An interesting case illustrating the importance of the role of the 
Ombudsman in the field of rights of patients is the following one. 
 
“A patient association lodged a complaint with the Ombudsman 
because a clinic at the State University Hospital had refused to allow 
the association to display a leaflet in the clinic waiting room. 
The Ombudsman did not agree with the State University Hospital and 
the Copenhagen Hospital Corporation that the case should exclusively 
be considered on the basis of institutional powers and patient 
treatment considerations. He consequently criticized that the State 
University Hospital and the Copenhagen Hospital Corporation had 
failed to consider the association’s freedom of expression. In this 
connection, he referred to Article 10 of the European Human 
Rights Convention and the practice of the European Court of Human 
Rights and recommended that the State University Hospital reconsider 
the case. (J.no. 2002-3533-429).”69

B. Right to compensation 
 
 
 
 
 
 
 
 
 
 

Article 24 Biomedicine Convention 
 
The person who has suffered undue damage resulting from an intervention is 
entitled to fair compensation according to the conditions and procedures 
prescribed by law.  

Patients may claim damages in connection with treatment through the 
Patient Insurance Scheme, which was set up in 1992. The Scheme is 
governed by the Patient Insurance Association.70 Prior to 1 January 

 
68 See for an English version of this Act www.ombudsmanden.dk. 
69 Annual Report of the Danish Ombudsman 2004, 63 www.ombudsmanden.dk. 
70 Extensive information about the Patient Insurance Act and the Patient Insurance 
Association in English is available on the website of the Association 
www.patientforsikringen.dk. 
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2004, only those patients treated at public hospitals and certain private 
hospitals were covered by the Patient Insurance Act. Donors and 
individuals participating in medical trials were also covered by the 
scheme. After 1 January 2004, the Patient Insurance Act was 
significantly extended to cover injuries incurred in private hospitals 
and those caused by authorised health professionals in private 
practice, for instance, general practitioners, specialists, dentists, 
chiropractors, etc. Additionally, authorised health professionals 
working in municipal health plans and the county dental plan are 
included. 
Patients may also receive compensation for harm caused by medicinal 
products. 
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IV. RIGHTS OF USERS OF 
GENETIC SERVICES 

 
 

§ 1.  Introductory remark 
 
In Denmark genetic testing is mainly regulated through the legal 
framework that applies to the Danish national health care system as a 
whole.71 The Health Act 2005 and its provisions on the rights of 
patients that have been discussed in the previous chapter are mutatis 
mutandis applicable as rights of users of genetic services.  The main 
principles are summarized in this paragraph. 
 
Following §15 section 1 of  the Health Act 2005 genetic testing 
always requires informed consent of the user. Informed consent means 
consent based on appropriate information provided by a health care 
professional. The health care provider responsible for the genetic test 
may request written consent but an oral consent is also valid. 
Although the Act provides in general terms that an implicit or non-
verbal consent may according to the circumstances be a valid consent, 
implied consent does not seem appropriate in the case of genetic 
testing. Anyhow, the user’s consent has to be entered in the medical 
record.  
The right not to know has to be respected. Not informing the user 
because this could damage his health (the so called therapeutic 
exception) is illegal in Danish law.  
An adolescent who has reached the age of 15 can provide informed 
consent to genetic testing him or herself. The parents have to be 
informed and be included in the decision-making process. Under the 
age of 15 parents have to consent.   
 
Under Danish law users of genetic services have several rights 
regarding their medical file, such as the right to a medical file, the 
right to access the medical file (although this right can be limited to 

                                                 
71 OECD, Regulatory Developments in Genetic Testing in Denmark, www.oecd.org. 
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protect the patient or if the patient’s interest in the information is 
considered of less importance than other private interests), the right to 
copy the medical file and rights to correction, erasure and/or 
demolition. 
 
The right to medical secrecy and confidentiality of medical 
information is protected by different legal provisions. Transmitting 
medical information to colleagues and other health care workers is 
subject to the patient’s consent but there are several exceptions to this 
rule e.g. when forwarding confidential information is necessary for the 
treatment of the patient.  
 
The rights to privacy and protection of private life in relation to 
information about his or health are protected by the Act on Processing 
of Personal Data.  
 
Danish law provides for several channels through which patients can 
complain when their rights have not been respected such as the Patient 
Complaint Board and the Parliamentary Ombudsman. Damages 
related to a medical intervention may be claimed through the Patient 
Insurance Scheme.  

§ 2.  Prohibition of discrimination on grounds of genetic heritage 
 
 
 
 
 
 
 
 

Article 11 Biomedicine Convention  
 
Any form of discrimination against a person on grounds of his or her 
genetic heritage is prohibited 

Denmark has no rules in its Constitution about non-discrimination, 
neither general rules nor specifically about genetic discrimination. 
The European Convention on Human Rights was incorporated in and 
made an integral part of Danish National law in 1992. Thus, the non-
discrimination rule in article 14 of the European Convention on 
Human Rights is now the most general non-discrimination clause in 
Danish law. 
 

40 



Patient Rights in the EU - Denmark 
 

                                                

In connection with insurance and employment there are special rules 
regarding the use of genetic information.  
 
Section 3a of the Act on insurance agreements and pension funds as 
amended by the Act of 10 June 1997 prohibits for insurance 
companies to demand or make use of information regarding a person’s 
genetic predisposition.72 Accordingly, it is against the law to demand a 
genetic test or to ask whether a person has had a genetic test. It is 
furthermore prohibited to make use of the result from a 
presymptomatic genetic test – even in situation where the person 
voluntarily would like to reveal information (e.g. because the test 
shows that there is no predisposition). On the other hand, it is not 
prohibited for insurance companies to ask for information about 
disorders or diseases which have already manifested themselves – e.g. 
if the person who applies for an insurance or his/her relative is 
affected or has been affected by a disorder. This means that a family 
history of breast cancer may provide insurance companies with 
information about a possible risk.73  
 
The use of health information in employment relations is regulated by 
Act No. 286 of 24 April 1996 on the Use of Health Information in 
Employment Relations.74 This act decreases in a wide range 
employers’ possibilities to ask potential employees for health 
information including information based on genetic testing.  
According to the act the employer may obtain information about the 
employee’s health in the following cases: 
 
- When the health information is highly relevant for the employee's 
ability to perform the job; 
- With the approval of the Minister of Labour because the information  
is highly relevant for the security or health of the consumers or other 
persons, the environment or other public interests; 
- According to an agreement with the trade unions or after permission 
from the Minister of Labour with the aim of making allowance for 
essential considerations regarding the running of the factory; and 

 
72 A.MURTHY et al., “Genetic testing and insurance”, Journal of the Royal Society 
of Medicine, 2001, vol.94, 59. 
73 Personal communication M. HARTLEV. 
74 International Digest of Health Legislation, 47; 1996, 371-372. 
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- As an offer to the employee given to protect him/her when this is 
reasonable and appropriate because of the working conditions. 
 
The employee must on his/her own initiative inform the employer 
about his/her health if such information is relevant for the job he/she 
will perform and if the employee is aware of such information.  
 
The employer is not allowed to collect information about the 
employee’s health: 

- if such information is not relevant for the ability of the 
employee to perform the work 

- if the information to a larger or smaller degree concerns the 
probability of the employee coming to suffer from diseases in 
the future.  

 
Consequently, both in insurance and employment relations the law 
aims at avoiding discrimination based on a person’s risk of developing 
a genetic disorder.  
 
In other areas there are no specific rules and regulation. There has 
been a case regarding the use of genetic testing in connection with 
adoption. A woman was not accepted as an adoptive mother because 
there was a family history of breast cancer. The adoption authorities 
demanded a genetic test which was refused by the woman. She 
successfully appealed the decision to the Patient Complaints Board 
which found that the adoption authorities were not entitled to demand 
a genetic test. Articles 11 and 12 of the Biomedicine Convention were 
included in the argument before the Board.75  

                                                 
75 Personal Communnication of M.HARTLEV. 
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§ 3.  Use of predictive genetic tests 
 
 
 
 
 
 
 
 
 
 
 

Article 12 Biomedicine Convention  
 
Tests which are predictive of genetic diseases or which serve either to 
identify the subject as a carrier of a gene responsible for a disease or to 
detect a genetic predisposition or susceptibility to a disease may be 
performed only for health purposes or for scientific research linked to 
health purposes, and subject to appropriate genetic counselling. 

The use of predictive genetic tests by insurance companies and 
employers is prohibited by the respective legal provisions discussed in 
the previous §. No other legal provisions exist.  
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V. CONCLUDING REMARKS 
 
 
 

1. Denmark has signed and ratified the Biomedicine Convention 
which entered into force on 1 December 1999. Denmark has 
expressed a reservation in respect of article 10 §2 of the 
Convention concerning the right to know any information 
collected about his or her health.  

2. The manner in which Denmark has formalized patient rights is 
in common with other Scandinavian countries. A number of 
initiatives have been introduced to strengthen the rights of 
patients in the Danish health care system and this process 
started already years before the ratification of the Biomedicine 
Convention. In 2005 the Danish Parliament adopted the Health 
Act - Law No. 546 of 24 June 2005 – putting together different 
acts related to patient rights, especially Law No. 482 of 1 July 
1998 on patient rights and a number of other acts which 
contain patient rights provisions (e.g. the Act on Abortion, the 
Act on Assisted Reproduction, the Act on Transplantation). 
This new act on patient rights has come into force on 1 January 
2007.  

3. Danish law contains elaborated rules with regard to the 
protection of the right of patients to give or refuse informed 
consent either actually or through previously expressed wishes. 
Regarding the latter however, Danish law is not completely in 
accordance with article 9 of the Convention as there are only 
rules regarding previously expressed wishes in specific 
circumstances. 

4. In Denmark minor patients who have attained the age of 15 are 
– as a general rule – considered to be capable to provide 
informed consent. Parents must however be informed and be 
included in the decision-making process. If a minor of 15 years 
or older is unable to provide informed consent his parents are 
competent to do so. Under the age of 15 years parents must 
always consent to a medical intervention. 

5. With regard to incompetent adult patients Danish law 
distinguishes between permanently incompetent patients and 
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temporarily incompetent patients. When a patient is 
permanently unable to provide informed consent the closest 
relative or when the patient is under guardianship, the guardian 
can provide informed consent. For persons who are 
temporarily incompetent Danish Law does not permit 
informed consent by the closest relative. Apart from the 
situation where a guardian is appointed who is allowed to take 
decisions in health matters as well, the law does not regulate 
who may give informed consent during the period that 
someone is temporarily incompetent. 

6. Danish law does not regulate the right to information about his 
or health as a separate right. The right to receive information 
regarding one’s state of health is mentioned in the Health Act 
2005 as part of the right to informed consent. The right not to 
know has to be respected. A peculiarity of Danish law is that 
the therapeutic exception is illegal since 1998 although it is 
possible to refuse a patient access to his health record if this is 
considered to be harmful to the patient.  

7. Another interesting feature of Danish law relates to access to 
the medical file of an (permanently) incompetent patient. If a 
guardian has been appointed, he has the right to access the 
medical file of the patient. The closest relatives of an 
incompetent patient are only competent to provide consent to 
treatment. In other matters – like access to the medical file – 
the closest relatives cannot make a decision on behalf of the 
patient. Minor patients who are 15 years or older are entitled to 
have access to their medical file autonomously. 

8. With regard to the right to medical secrecy and confidentiality, 
Danish law is particularly elaborated regarding the 
transmission of medical information to colleagues, other health 
care workers and social services. As a general rule, consent of 
the patient is required. However, under certain conditions 
forwarding confidential medical information is allowed 
without the consent of the patient. 

9. Although not comprehensively regulated in the Danish 
Constitution the right to privacy is protected in the Criminal 
Code which demonstrates the importance attached to privacy 
protection in Danish law. The Act on Processing of Personal 
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Data prohibits the processing of personal data concerning 
health except for the circumstances and purposes mentioned.  

10. The right to complain (to the Patient Offices, the Patient 
Complaints Board and the Parliamentary Ombudsman) and the 
right to compensation (by the Patient Insurance Scheme) are 
among the strongest protected patient rights in Danish law.  

11. In Denmark genetic testing is mainly regulated through the 
legal framework that applies to the Danish national health care 
system as a whole. The Health Act 2005 and its provisions on 
the rights of patients are mutatis mutandis applicable to users 
of genetic services. 

12. In connection with insurance and employment there are special 
rules regarding the use of genetic information. Section 3a of 
the Act on Insurance Agreements and Pension Funds as 
amended by the Act of 10 June 1997 prohibits for insurance 
companies to demand or make use of information regarding a 
person’s genetic predisposition. Accordingly, it is against the 
law to demand a genetic test or to ask whether a person has 
had a genetic test. It is furthermore prohibited to make use of 
the result from a pre-symptomatic genetic test – even in 
situation where the person voluntarily would like to reveal 
information (e.g. because the test shows that there is no 
predisposition). The use of health information in employment 
relations is regulated by Act No. 286 of 24 April 1996 on the 
Use of Health Information in Employment Relations.  
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