











lIl. GENERAL PATIENT RIGHTS

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

Portugal has signed the European Convention on Human Rights and
Biomedicine on 4 April 1997 and has ratified the Convention on 13
August 2001.2 The Convention entered into force on 1 December
2001.

The Portuguese National Council of Ethics for the Life Science
considered the Biomedicine Convention as a “crucial landmark in the
universal history of Human Rights. For the first time in the text of a
Convention, there is an attempt to establish the just, yet difficult
equilibrium between the rights and best interests of individuals,
society, science and the human species. The awareness that human
beings are owed respect not only as individuals, but also as members
of the human community or as members of society, and that a web of
rights and duties is established among them that has distinct
hierarchies deserves our heartfelt applause”. Not surprisingly the
Council concluded that “the Portuguese State must ratify the

Convention”.*

There seems to exist a consensus among Portuguese academic writers
that the ratification of the Convention has had important consequences

® Regarding the internal phase of the ratification procedure see Decree of the
President of the Republic N° 1/2001 of 3 January 2001 ratifying the Biomedicine
Convention, International Digest of Health Legislation, Port.00.038 and the
Resolution of the Parliament of the same date. See A.D.PEREIRA, “Country Report
Portugal”, in J.TAUPITZ (ed.), The Convention on Human Rights and Biomedicine
of the Council of Europe — a Suitable Model for World-Wide Regulation?, Berlin —
Heidelberg, Springer, 2002, 705, note 1.

* Opinion 30/CNECV/2000 on the ratification of the Convention for the Protection
of Human Rights and Dignity of the Human Being with regard to the Application of
Biology and Medicine, 1 February 2000, www.cnecv.gov.pt.
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for the protection of patient rights in Portugal.® Article 8 of the
Portuguese Constitution provides for the supremacy of international
conventions.® As a result “patient’s rights Portuguese legal framework
was enlarged by the approval and ratification of the ‘Oviedo
Convention’ [...]. This Convention is part of the internal juridical
order after a Presidential Decree of 3 January 2001”.

Also the Portuguese Council of Ethics and the Life Sciences is of the
opinion that the “Convention highlights some omissions in Portuguese
legislation that need legal definition — such as rules on (...) people not
able to give consent”.’

According to DE OLIVEIRA, on the contrary: “some of the provisions of
the Convention did not bring anything new to Portuguese law as the
content of those provisions was the content of some Portuguese rules
which were already part of the Portuguese legal system. As a matter of
fact, rules about informed consent of both competent and incompetent
adults, and of children, could be found in several Portuguese laws, the
most interesting being Articles 156 and 157 of the Portuguese Penal
Code, which punishes any treatment performed without previous
consent of the patient concerned and clarifies what is the content of
the so-called ‘duty of information’. The technical interest of these
provisions lies in the fact that they are separate from other provisions
on medical intervention carried out in disrespect of technical

® A.D.PEREIRA, “Country Report Portugal”, in J.TAUPITZ (ed.), The Convention
on Human Rights and Biomedicine of the Council of Europe — a Suitable Model for
World-Wide Regulation?, Berlin — Heidelberg, Springer, 2002, 705: “This
ratification is considered to be of great importance for our health law, because, for
the first time, some important aspects are more specifically regulated such as the
value of professional standards (article 4), the previously expressed wishes (article
9), the right not to know (article 9 §2)”.

® Article 8 of the Constitution states: “(1) The rules and principles of general or
ordinary international law are an integral part of Portuguese law.

(2) Rules provided for in international conventions duly ratified or approved,
following their official publication, apply in municipal law as long as they remain
internationally binding with respect to the Portuguese State. (3) Rules laid down by
the competent organs of international organization to which Portugal belongs, apply
directly in municipal law insofar as the constitutive treaties as applicable provide to
that effect.” See also M.BARENDRECHT, et al, Principles of European Law.
Service Contracts, Sellier, European Law Publishers, 2007, 801.

" Opinion 30/CNECV/2000 on the ratification of the Convention for the Protection
of Human Rights and Dignity of the Human Being with regard to the Application of
Biology and Medicine, 1 February 2000, www.cnecv.gov.pt.
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professional standards. The same could be said about rules on respect
for private life and control over information which concerns one’s
private life (article 10), which has been developed by Portuguese
Fundamental law and some other laws many years ago”.?

Portugal has not made restrictions on the exercise of rights contained
in the Convention.

8 2. National legislation on patient rights

Some provisions related to patient rights are laid down in the Basic
Law on Health 48/90 of 24 August 1990. According to LOBATO DE
FARIA this law gives important rights to the citizens as users of the
health services. However, she also writes: “These norms are too vague
and general to be of practical use. There are no specific regulations to
guide the health provider on the detailed contents of the declared
rights of a patient”. According to DE OLIVEIRA it would therefore be
desirable to have a special statute concerning patient rights.’

In this respect, the Mental Health Act n° 36/98 of 1998 as well as the
Law N°45/2003 of 22 August 2003 on the non-conventional therapies
contain several dispositions on patient rights.

Several bills have been introduced in the Portuguese Parliament to
replace the Law on Health 48/90 of 1990 by new legislation
containing also more detailed prescriptions regarding the rights of
patients. The most important one is probably Bill n° 433/VIII on a
Basic Law (Code) on Health. Clause XVII of this bill contains the

several so called “user rights”.*°

8 See also A.D.PEREIRA, “Country Report Portugal”, in JTAUPITZ (ed.), The
Convention on Human Rights and Biomedicine of the Council of Europe — a
Suitable Model for World-Wide Regulation?, Berlin — Heidelberg, Springer, 2002,
705.

® Personal communication G. DE OLIVEIRA.

19 The text of this bill can be found in an annex to the opinion of the National
Council of Ethics for the Life Sciences 32/CNECV/2000 on the bill. See
www.cnecv.gov.pt. Although the bill has never been approved by the Parliament we
nevertheless find it illustrative for the actual gap in the protection of general patient
rights in Portugal.
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Besides these proposed bills, patient rights recently have also been
reinforced through several acts. Law n° 12/2005 of 26 January 2005
on personal genetic information and health information is of particular
importance here (see 87.). Also Law n° 32/2006 of 26 July 2006 on
medically assisted procreation contains relevant provisions as well as
the law (decreto-lei) n° 60/2003 of 1 April 2003 on primary health
care and the law (decreto-lei) n° 281/2003 of 8 November 2003 on
continuous health care.'

§ 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

According to LoBaTO DE FARIA clause XIV of the Basic Law on
Health contains nine rights attributed to the users of the health system
among which “b) the right to decide to take or to refuse health care,
unless exceptions exist in the law” and “e) the right to be informed
about their situation, the possible alternatives of treatment and the
probable evolution of their condition”. *?

Art 1.150 81 of the Portuguese Criminal Code entitled Medico-
surgical interventions and treatment states the following:
“Intervention and treatment which, according to the state of
knowledge and medical experience, are considered appropriate and are
carried out lege artis, by a doctor or another legally authorized person,
with the intention of preventing, diagnosing, healing or alleviating

! personal communication A. PEREIRA.
2p_ LOBATO DE FARIA, first draft of the contribution of Portugal to the
International Encyclopedaedia of Medical Law, 2006, 26.
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illness, suffering, injury of bodily pain or mental perturbation, is not
considered an offence upon personal integrity”. Article 156 81 of this
Code stipulates the following: “Persons mentioned in article 150 who,
by virtue of the above-mentioned aims, carry out interventions or
treatments without the consent of the patient shall be punished with

the penalty of up to 3 years imprisonment or fine”.*?

B. Contents of information preceding informed consent

The treatment provider must inform the patient on the objective,
nature, consequences, benefits, costs, risks and alternatives of
diagnosis and treatment, as well as of delay or refusal of the proposed
treatment. Information must be in simple and clear language tailored
to the patient.™

According to article 157 of the Criminal Code consent referred to in
article 156 §1 is only valid when the diagnosis™ and nature, range,
magnitude and the possible consequences of the intervention or
treatment have been duly explained to the patient, unless that implies
the communication of circumstances which, if the patient were to
know about them, would endanger his life or would be deemed liable
to cause serious harm to his physical or mental health.'®

¥ H.MONI2Z, et al., “The Constitution and Operation of Health Ethics Committees
in Portugal: Rights of Patients to Personal Data Protection”, in D. BEYKEVELD, D.
TOWNEND and J. WRIGHT (eds.), Research Ethics Committees, Data Protection
and Medical Research in European Countries, Aldershot, Algate, 2005, 202, note 34
and 35. Article 150 was introduced in the Criminal Code in 1982 (lbid, 202); See
also J.S. MONTEIRO and A.D. PEREIRA, “Landesbericht Portugal”, in
J.TAUPITZ (ed.), The Convention on Human Rights and Biomedicine of the Council
of Europe — a Suitable Model for World-Wide Regulation?, Berlin — Heidelberg,
Springer, 2002, 823.

' M.BARENDRECHT, et al, Principles of European Law. Service Contracts,
Sellier, European Law Publishers, 2007, 845.

'3 The information on the diagnosis was added in the 1995 Reform according to J.S.
MONTEIRO and M.M. VELOSO, “Country Report Portugal” in M.FAURE and
H.KOZIOL (eds.), Cases on medical malpractice in a comparative perspective,
Wien, Springer, 2001, 175.

® H.MONI2Z, et al., “The Constitution and Operation of Health Ethics Committees
in Portugal: Rights of Patients to Personal Data Protection”, in D. BEYKEVELD, D.
TOWNEND and J. WRIGHT (eds.), Research Ethics Committees, Data Protection
and Medical Research in European Countries, Aldershot, Algate, 2005, 202, note
36; Personal communication A.PEREIRA.

11



European Ethical - Legal Papers N° 13

The treatment provider must inform the patient of serious risks as well
as frequent risks of the proposed diagnosis/treatment. All significant
risks must be disclosed, as well as the risk of delaying or refusing
treatment. A risk is deemed significant if it is serious, frequent,
unnecessary from a medical point of view, or if the attitude or
physical characteristics of the patient increases the magnitude of the
risk (obesity, addictions, heart problems etc)."’

Not informing a patient about the possible risks of an intervention
makes this intervention illegal.'®

C. Form of informed consent

According to article 38 82 of the Criminal Code consent can be
expressed through any means that convey the serious, free and
informed will of the titular of the legally protected interest.'®
According to MonNIz ET AL. the Code does not require a written
consent.?

' M.BARENDRECHT, et al., Principles of European Law. Service Contracts,
Sellier, European Law Publishers, 2007, 848.

18 J.5. MONTEIRO and M.M. VELOSO, “Country Report Portugal” in M.FAURE
and H.KOZIOL (eds.), Cases on medical malpractice in a comparative perspective,
Wien, Springer, 2001, 183. They write furthermore that also the Deontological Code
of physicians or the Code of Practice of Doctors provides the duty to inform. See on
this code and its binding character: H.MONIZ, et al., “The Constitution and
Operation of Health Ethics Committees in Portugal: Rights of Patients to Personal
Data Protection”, in D. BEYKEVELD, D. TOWNEND and J. WRIGHT (eds.),
Research Ethics Committees, Data Protection and Medical Research in European
Countries, Aldershot, Algate, 2005, 194, note 11.

¥ H.MONIZ, et al., “The Constitution and Operation of Health Ethics Committees
in Portugal: Rights of Patients to Personal Data Protection”, in D. BEYKEVELD, D.
TOWNEND and J. WRIGHT (eds.), Research Ethics Committees, Data Protection
and Medical Research in European Countries, Aldershot, Algate, 2005, 203, note
40.

2 H MONIZ, et al., “The Constitution and Operation of Health Ethics Committees
in Portugal: Rights of Patients to Personal Data Protection”, in D. BEYKEVELD, D.
TOWNEND and J. WRIGHT (eds.), Research Ethics Committees, Data Protection
and Medical Research in European Countries, Aldershot, Algate, 2005, 204:
“Decree-Law 97/94 authorises some specific rules relating to consent in clinical
trials. 82 of article9, unlike the Penal Code, requires consent in written form” (italics
added).

12
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Article 14 81 of the Law n° 32/2006 on medically assisted procreation
requires an express (forma expressa) or written consent (por escrito).
Recommendation 14 in the opinion 44 of the National Council of
Ethics on medically assisted procreation, that has preceeded the Law
n°® 32/2006 states: “Consent must be given in writing and may be
revoked at all times up to the moment of the transfer, in accordance with
the general enunciation of the rule of informed consent that follows from

the principle of autonomy”.%

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.

According to article 156 8§82 a) of the Criminal Code an intervention
without consent is not punishable if it can only be obtained by means
of a delay that would imply danger to the life or serious injury to the
body or the health of the patient.

According to article 156 82 b) consent is neither required when
consent had previously been given for a certain intervention or
treatment and a different one has to be carried in order to avoid danger
to the life, the body or the health of the patient and there are no
circumstances which would safely lead to the conclusion that such
consent would have been refused.?

2! Opinion 44/CNECV/O5 on medically assisted procreation www.cnecv.gov.pt.

22 H.MONIZ, et al., “The Constitution and Operation of Health Ethics Committees
in Portugal: Rights of Patients to Personal Data Protection”, in D. BEYKEVELD, D.
TOWNEND and J. WRIGHT (eds.), Research Ethics Committees, Data Protection
and Medical Research in European Countries, Aldershot, Algate, 2005, 202, note
35.

13
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E. Refusal and withdrawal of consent

According to article 38 §2 of the Criminal Code consent can freely be
revoked.” According to article 14.1 b) of Basic Health Law (Law
48/90 of 24 August) a person has the right to refuse health care, unless
exceptions exist in the law (see above). There is a right to refuse a
treatment even if refusal leads to death.”*

This is also the point of view of the National Council of Ethics: “In
the event of a valid refusal, it is the duty of the doctor and/or other
health practitioners to respect it. Although there is no requirement for
a specific type of consent, it is strongly recommended, as a means of

corroborating that consent, that it be given in a writing form”.%

Specific legal provisions have confirmed the right to withdraw
consent. Such as article 14 84 of the law n°® 32/2006 on medically
assisted procreation provides for the possibility to withdraw consent.

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.

Portugal has no specific legislation on previously expressed wishes.
However, such advanced declarations of will would seem acceptable
under the existing Portuguese law: “There is nothing to prevent a
person making what is called a Living Will; on the other hand,

2 H.MONIZ, et al., “The Constitution and Operation of Health Ethics Committees
in Portugal: Rights of Patients to Personal Data Protection”, in D. BEYKEVELD, D.
TOWNEND and J. WRIGHT (eds.), Research Ethics Committees, Data Protection
and Medical Research in European Countries, Aldershot, Algate, 2005, 203, note
40.

2 personal communication A.PEREIRA.

2 Opinion 46/CNECV/05 on the objection to the use of blood and blood products on
religious basis, recommendation 6 and 8, www.cnecv.pt.
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appointing a proxy to take care of health issues could, by analogy, be
framed within the civil discipline of the institution of power of

attorney”.?®

The validity of such documents is one thing, their efficacy is another.
Would physicians be bound by such prior manifestations of wishes?
According to LOUREIRO, “the physician should, prima facie, respect
the directions of the patient or of his/her ad hoc representative. Once
the patient is in a situation of unconsciousness, he/she should be
protected by precedent autonomy”. For most of the doctrine, however,
only an indicative value vis-a-vis the wishes of the patient would be
conferred. COSTA ANDRADE says: “With the prevailing doctrine, we
do not believe that a value other than an indicative one can be
bestowed on them, and they should not be considered in terms of
being binding, in the sense of their violation alone determining the
criminal liability of the physician”, since “the patient’s will only
enables one to know what the patient wanted at the time he/she wrote
it; but it does not permit inferences safely to be drawn relative to what
he/she wants at the time of treatment.”?” Thus, they are not binding in
absolute terms. Indeed, if the physician has knowledge of possible
changes of wishes he must take the latest wish into consideration; also
if doubts have raised, the decision should be made in favour of life (in
dubio pro vita). It should be noted, however, that no doctrine
completely disregards the value of these wills. There “is a marked
difference between patients who, at some time, by any means, express
their opinion on this matter and those who have never done so”.%
Consequently, PEREIRA comes to the conclusion that, in Portugal,
consent in anticipation should be given only an indicative value. This
position conforms to the Biomedicine Oviedo Convention.?
According to DE OLIVEIRA the Portuguese State should now enact
legislation, in order to regulate all these wishes and to fulfill its
obligations towards the Council of Europe.

%A D.PEREIRA, “Country Report Portugal”, in J TAUPITZ (ed.), The Convention
on Human Rights and Biomedicine of the Council of Europe — a Suitable Model for
;/;/orld—Wide Regulation?, Berlin — Heidelberg, Springer, 2002, 712.
Ibid.

8 R. NUNES, “Humanizagio Na Doenca Terminal”, Comissées de Etica, 137.
*A.D.PEREIRA, “Country Report Portugal”, in J. TAUPITZ (ed.), The Convention
on Human Rights and Biomedicine of the Council of Europe — a Suitable Model for
World-Wide Regulation?, Berlin — Heidelberg, Springer, 2002, 713
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The National Council of Ethics of Life Sciences expressed the
following opinion: “The advance medical declaration is merely an
indication of will and informed consent must still be obtained
providing effective clarification of the consequences of refusing
treatment”*°

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.

In Portugal medical majority is fixed at fourteen years as, based on
article 38 83 of the Portuguese Criminal Code, a minor of 14 years of
age and more can give valid consent to medical treatment if he has the
ability to fully understand what is involved in the medical treatment in
question.®! In case a minor does not have the ability to consent,
consent must be given by the legal guardians of the child and may
only be given to promote the interests of the child as article 1878 § 1
of the Portuguese Civil Code stipulates that parents are expected, in

% Opinion 46/CNECV/05 on the objection to the use of blood and blood products on
religious basis, recommendation 8, www.cnecv.pt.

3 Article 38.83 of the Portuguese Criminal Code: “Consent is effective only if it has
been given by someone who is over 14 years old and has the necessary discernment
to judge its meaning and range, at the moment it is given”. See
www.verbojuridico.net. There is, however, a proposal pending at the Parliament to
change the age limit of 14 into 16.
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the interests of their child, to look after all aspects of the child,
particularly among other things the child’s health. With respect to
children who are younger than 14 years the parents of the child have
the right to consent to medical treatment. In any case, if parents give
consent to medical treatment on behalf of their children, according to
article 1878 § 2 of the Civil Code, the opinion of the child should be
taken into account as it reads: “Children have the duty to obey their
parents. The latter may, however, and depending on their children’s
maturity, take their opinion into consideration in relation to important
familygzmatters and grant them autonomy in the running of their own
lives.”

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.

In the analysis of the legal regime governing medical treatments of
incapacitated adults it is important to distinguish various situations of
legal incapacity. An incapacitated adult patient can be in a state of de

%2 The regulation of parental responsibilities underwent alterations through the 1977
reform of the Portuguese Civil Code which established a new concept of the family
and consequently of the parent-child relationship which led to the imposition of a
positive duty upon parents to respect their child as is reflected in article 1878
paragraph 2 of the Portuguese Civil Code. (See: G. DE OLIVEIRA and R.
MARTINS, “National Report — Portugal” as published on
http://www2.law.uu.nl/priv/cefl/Reports/pdf2/Portugal.pdf ).
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facto incapacity which could be temporary.®® This incapacity can also
be long-lasting, intermittent or not,** or definitive. *

In the first type of situation (legal incapacity) it is undoubtedly
necessary for the legal representative to be informed and his consent
to be obtained. However, in those cases and inasmuch as the incapable
person understands the situation (i.e. being in a condition to
understand the reason for the treatment or surgery, its significance and
consequences), the patient should not only be informed, but he should
also give consent himself.

When, for whatever reason, it is not possible to obtain the consent of
the legal representative, it is incumbent on the physician to assess and
decide upon the complex issue of knowing whether the incapable
person does or does not have the capacity reasonably to understand
the implications of the treatment that is proposed for him and to make
a proper decision on whether such treatment should or should not be
postponed until a later date, so that the consent of the legal
representative may be obtained.*

In cases in which the patient has legal capacity, but is, for whatever
reason, de facto incapable of understanding the information that is
given to him, it is normally held to be obligatory to inform the
relatives of the patient, especially the spouse. However, there is often
the difficulty of actually finding out who the relatives are and who
among them should be informed. Or, the relatives may be known, but
it may be impossible or impracticable to contact them in time.

It has to be maintained that the kind of treatment or intervention that
the physician may legitimately carry out in these circumstances
depends on the probable duration of the incapacity of the patient and

¥ Such as injured or unconscious patients

% Such as a mentally ill person who has already attained the age of majority, but in

relation to whom prohibition or incapacity has not been requested.

¥ Such as patients in chronic vegetative state.

% A.D.PEREIRA, “Country Report Portugal”, in J. TAUPITZ (ed.), The Convention
on Human Rights and Biomedicine of the Council of Europe — a Suitable Model for
World-Wide Regulation?, Berlin — Heidelberg, Springer, 2002, 710.
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the greater or lesser possibility of contacting such relatives, if there are
37
any.

Reference can also be made to the provision in the Deontological
Code of the Order of Physicians which states in article 38: “In the case
of children or incapable persons, the physician should aim to respect
as far as possible the options of the patient, in accordance with the
capacity of discernment that he can recognise in them, always acting
honestly in the defence of the best interests of the patient. If the
patient or the family, having been duly informed, refuse the tests or
treatment indicated by the physician, then he/she may refuse to
provide care.

If life is endangered, refusal of immediate treatment that the situation
imposes, may only be undertaken, whenever possible, by the

individual, personally, expressly and freely".*®

In its opinion on persistent vegetative state the National Council on
Ethics recommended that *“any decision upon the beginning or
suspension of basic health care of the person in a Persistent Vegetative
State should respect the will of that person” and “that will may be
expressed or presumed or indicated by a person of trust previously
designated by the person in a Persistent Vegetative State”.>® This
formulation is not very clear, but could imply that a person previously
designated by a now incompetent patient may take binding decisions.
According to PEREIRA the medical team should not be indifferent to
the opinion of health care proxies especially if the proxy is the spouse
of the patient. On the one hand there has been a delegation of powers
by the patient and on the other hand respect for the strong legal
position that the Portuguese legal system confers on the spouse should
be guaranteed.*

%" A.D.PEREIRA, “Country Report Portugal”, in J.TAUPITZ (ed.), The Convention
on Human Rights and Biomedicine of the Council of Europe — a Suitable Model for
World-Wide Regulation?, Berlin — Heidelberg, Springer, 2002, 710-711.

¥ A.D.PEREIRA, “Country Report Portugal”, in J. TAUPITZ (ed.), The Convention
on Human Rights and Biomedicine of the Council of Europe — a Suitable Model for
World-Wide Regulation?, Berlin — Heidelberg, Springer, 2002, 711.

% Opinion 45/CNECV/05 Www.Cnecv.gov.pt.

0 A.D.PEREIRA, “Country Report Portugal”, in J. TAUPITZ (ed.), The Convention
on Human Rights and Biomedicine of the Council of Europe — a Suitable Model for
World-Wide Regulation?, Berlin — Heidelberg, Springer, 2002, 713.
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8 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

The right to information about his or her health is not provided as a
right independent from the right to informed consent in Portuguese
law. However, because of the direct applicability of the Convention,
article 10 82 is applicable in Portuguese health law.

B. Right not to know

The right not to know is not as such recognized by the Portuguese
health law. Also regarding this right article 10 82 Biomedicine
Convention therefore applies.** It is remarkable that Law n° 12/2005
of 26 January 2005 concerning personal genetic information and
health information does not mention the right not to know.

C.  Therapeutic exception

Article 157 of the Criminal Code (see § 3 B) provides for the
possibility to withhold information “which, if the patient were to
know about them, would endanger his life or would cause serious
harm to his physical or mental health.” This criminal law provision is
also used in civil law. According to PEREIRA the therapeutic exception

41 personal communication A.PEREIRA.
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should be interpreted in a restrictive way, only in case of some cardiac
or psychic illnesses that could be aggravated by disclosure.*?

8 5. Patient rights regarding the 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.

A. Right to a medical file

Article 5 84 of Law n° 12/2005 of 26 January 2005 concerning
personal genetic information and health information contains
provisions regarding medical information and medical records and
obliges the treating physician to record the medical information on the
medical records or to computerize the information:

“The medical information must be recorded on the medical records by
the physician that treated the patient or it must be computerised, under
supervision of that physician, by another professional who is also
subject to the duty of confidentiality, within the scope of competences
specific of each profession and in the respect of its rules of ethics and
professional conduct.”

Medical records means any kind of records, computerized or not, that
contain health information about a patient or a member of his/her
family (article 5 §3).

B. Contents of the medical file

According to article 5 83 of the Law n° 12/2005 each medical record
must contain all the available medical information about a patient,
subject to the restrictions provided for in article 6.

%2 Cited by M.BARENDRECHT, et al., Principles of European Law. Service
Contracts, Sellier, European Law Publishers, 2007, 864.
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Medical information is the health information used for health care
interventions or medical treatments (article 5 §2). Health information
is defined as *“any information directly or indirectly linked to the
present or future health status of a person, either living or deceased,
including the person’s clinical and family history” (article 2).

C. Right to access and copy the medical file

I. Right to access the medical file

Article 35 81 of the Portuguese Constitution stipulates: “All citizens
have the right of access to any computerized data relating to
themselves and the right to be informed of the use for which the data
is intended; they are entitled to demand that the contents of files and
records be corrected and brought up to date.” Article 35 §7 provides
that: “Personal data kept on manual files shall benefit from protection
identical to that provided for in the above articles, in accordance with
the law”.

Article 3, 82 and 83 of the Law n°® 12/2005 of 26 January 2005
concerning personal genetic information and health information
contain the following provisions related to access to a medical file:

“2. The person to whom the health information pertains is entitled to
take cognizance of his/her complete medical records, except in case of
duly justified exceptional circumstances in which it is clearly
demonstrated that the knowledge in question can be harmful or
detrimental; he/she is also entitled to have his/her complete medical
records made available to whomever he/she sees fit.

3. The access to the health information by the person to whom it
pertains, or by a third party with consent, is made through an
authorized physician chosen by the owner of the information.”

ii.  Right to copy the medical file

Portuguese law is not pertinent on this. Article 11 81 b) of the Act on
the Protection of Personal Data (Law 67/98 of 26 October) only
stipulates that the data subject has the right to communication in an
intelligible form of the data undergoing processing and of any
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available information as to their source. Article 3 82 of Law n°
12/2005 of 26 January concerning personal genetic information and
health information stipulates in the last sentence:

“2. [...] helshe is also entitled to have his/her complete medical
records made available to whomever he/she sees fit.”

A right to receive a copy is not explicitly provided for.

iii.  Post mortem access by relatives

The Data Protection Authority has been deliberating about whether
the Data Protection Act should also apply to the protection of data
relating to dead people. Most cases involved, third parties requesting
permission to have access to a dead person’s medical file, usually in
order to determine the cause of death of a relative. Decision No.
51/2001 of the Data Protection Authority is very important for this
subject.”® It distinguished between data relating to the cause of death
and other medical information on the deceased. It considered that
relatives have the right of access to the medical file of the deceased in
order to satisfy their ‘curiosity’ as regards the cause of death. As
relatives are entitled to preserve the memory of a dead person, they
should be given information about the death without fear or
indiscretion. However, as far as other information is concerned, the
Portuguese Data Protection Authority considers that it may only be
revealed in certain situations. An example would be when information
is required to take legal action against the health administration (in
order to hold it responsible for a death) or against an insurance
company (for refusal to pay life insurance). The information may also
be given when a doctor needs to determine a relationship between the
illness and/or death of a deceased person and the symptoms of a
relative. In this situation, access would be justified by the fundamental
interest of the relative concerned.**

*% See for the full text of this decision the website of the Data Protection Authority:
www.cnpd.pt.

* H. MONIZ and C. SARMENTO E CASTRO, “Report on the Implementation of
Directive 95/46/EC in Relation to Medical Research in Portugal”, in D.
BEYLEVELD, D.TOWNEND, S.ROUILLE-MIRZA and JWRIGHT (eds.),
Implementation of the Data Protection Directive in Relation to Medical Research in
Europe, Aldershot, Ashgate, 2004, 323.
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D. Right to correction, erasure and/ or demolition

Article 35.1 of the Portuguese Constitution stipulates:

“All citizens have the right of access to any computerized data relating
to themselves and the right to be informed of the use for which the
data is intended; they are entitled to demand that the contents of files
and records be corrected and brought up to date.

Article 11 81 d) and e) of the Act on the Protection of Personal Data
(Act 67/98 of 26 October) stipulates:

“The data subject has the right to obtain from the controller without
constraint at reasonable intervals and without excessive delay or
expense:

(d) The rectification, erasure or blocking of data the processing of
which does not comply with the provisions of this Act, in particular
because of the incomplete or inaccurate nature of the data;

(e) Notification to third parties to whom the data have been disclosed
of any rectification, erasure or blocking carried out in compliance with
(d), unless this proves impossible.”

Article 50, § 2 furthermore stipulates:

“At his request the data subject may in any event, in particular when
exercising the right of access, obtain the rectification, erasure or
blocking of incomplete or inaccurate data or data kept in a manner
incompatible with the legitimate purposes of the controller.”

8 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.

This special relevance of medical secrecy in relation to secrecy in
other professions was recognized by Portuguese law from 1942 to
1982, the period during which there was a specific crime of “violation
of medical secrecy”. This crime was absorbed in the general crime of
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professional secrecy by the Penal Code of 1982 and today the only
particular duty of medical secrecy is the one inscribed in the Medical
Deontology Code, which is not a legal text.*

Article 195 of the Portuguese Criminal Code disposes as follows:
“Anyone who without consent, discloses secret knowledge from his
civil state, office, job or activities shall be liable to imprisonment for a
term not exceeding one year or to a fine”.*

As regards medical secrecy, the Basic Health Law (Law 48/90 of 24
August) is particularly relevant. According to this Law there should be
a reciprocal and confidential circulation of relevant medical

information (article 13 §2).*’

Article 4.1 of Law n° 12/2005 of 26 January 2005 concerning personal
genetic information and health information obliges the persons
responsible for the processing of health information to take all
adequate measures to protect confidentiality, to ensure the security of
the premises and the equipments and the control of the access to the
information, as well as to guarantee the enforcement of the duty of
confidentiality and of the rules of ethics and professional conduct by
all health care professionals.

The confidentiality of medical information is also protected by
professional rules and codes of conduct such as the Code of Ethics of
the National Physician’s Association, which states in article 68 that
patients are entitled to except that the information about themselves or
others which the physician learns during the course of medical
consultation will remain confidential.

** P, LOBATO DE FARIA, first draft of the contribution of Portugal to the
International Encyclopedaedia of Medical Law, 2006, 24.

* H. MONIZ and C. SARMENTO E CASTRO, “Report on the Implementation of
Directive 95/46/EC in Relation to Medical Research in Portugal”, in D.
BEYLEVELD, D.TOWNEND, S.ROUILLE-MIRZA and JWRIGHT (eds.),
Implementation of the Data Protection Directive in Relation to Medical Research in
Europe, Aldershot, Ashgate, 2004, 321.

*"H. MONIZ and C. SARMENTO E CASTRO, “Report on the Implementation of
Directive 95/46/EC in Relation to Medical Research in Portugal”, in D.
BEYLEVELD, D.TOWNEND, S.ROUILLE-MIRZA and JWRIGHT (eds.),
Implementation of the Data Protection Directive in Relation to Medical Research in
Europe, Aldershot, Ashgate, 2004, 321.

25



European Ethical - Legal Papers N° 13

8 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.

Article 26 of the Portuguese Constitution prescribes that “everyone is
recognised as having the right to protection of the privacy of his or her
personal and family life”.

Within the Portuguese legal framework, personal data protection has
legal and also constitutional protection. Article 35 of the Portuguese
Constitution contains a special provision on data protection.

“(1) Without prejudice to the provisions of the law on State secrecy
and justice secrecy, all citizens have the right of access to the data
contained in automated data records and files concerning them as well
as the right to be informed of the use for which they are intended; they
are entitled to request that the contents thereof be corrected and
brought up to date.

(2) Access to personal data records or files are forbidden for purposes
of getting information relating to third parties as well as for the
interconnection of these files, save in exceptional cases as provided
for in the law and in Article 18.

(3) Data processing may not be used in regard to information
concerning a person's philosophical or political convictions, party or
trade union affiliations, religious beliefs, or private life, except in the
case of non-identifiable data for statistical purposes.

(4) The law defines the concept of personal data for the purposes of
data storage as well as the conditions for establishing data banks and
data basis by public or private entities and the conditions of utilization
and access.

(5) Citizens may not be issued all-purpose national identification
numbers.

(6) The law defines the provisions applicable to transborder data flows
establishing adequate norms of protection of personal data and of any
other data in which the national interest is justified.”
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Besides this constitutional provision, the Data Protection Act (Law
67/98 of 26 October 1998) which implemented Directive 95/46/EC
further regulates the data protection and more general the protection of
private life.

According to MoNIz and SARMENTO E CASTRO “some aspects of the
general civil law are also important for the protection of private life,
article 80 of the Civil Code protects private life, and article 70 protects
the individual against any offence to his or her person, including his or
her private life.”*

A.  Processing of data concerning health

Some of the provisions of the Data Protection Act refer to health data.

Article 7 § 1 states: “the processing of personal data revealing
philosophical or political beliefs, political party or trade union
membership, religion, privacy and racial or ethnic origin, and the
processing of data concerning health or sex life, including genetic
data, is prohibited”.

Another section of this provision that should be mentioned is section 4
of article 7. This sections reads: “the processing of data relating to
health and sex life, including genetic data, shall be permitted if it is
necessary for purposes of preventive medicine, medical diagnosis, the
provision of health care or treatment, or the management of health
care services, provided that data is processed by a health professional
bound by professional secrecy or by another person also subject to an
equivalent obligation of secrecy, and who have notified the CNPD
under article 27, and ensured that suitable safeguards are provided”.

The processing of health information is also governed by article 4 of
the Law n°12/2005 on personal genetic information and health
information.

*® H. MONIZ and C. SARMENTO E CASTRO, “Report on the Implementation of
Directive 95/46/EC in Relation to Medical Research in Portugal”, in D.
BEYLEVELD, D.TOWNEND, S.ROUILLE-MIRZA and JWRIGHT (eds.),
Implementation of the Data Protection Directive in Relation to Medical Research in
Europe, Aldershot, Ashgate, 2004, 321.
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Article 4 has already been cited partially in 85 but for reasons of
convenience it is cited here completely:

“Processing of health information

1.

B.

The persons responsible for the processing of health information
must take all adequate measures to protect confidentiality, to
ensure the security of the premises and the equipments and the
control of the access to the information, as well as to guarantee
the enforcement of the duty of confidentiality and of the rules of
ethics and professional conduct by all health care professionals.
Health care system units must prevent undue access of third
parties to all medical records and computer systems which
contain health information, including access to its backup
copies; they must ensure adequate levels of security and comply
with all legal requirements regarding the protection of personal
data, namely in order to avoid its accidental or unlawful
destruction, its change, disclosure or unauthorized access as well
as any other form of unlawful processing of the information.
Health information can only be used by the health care system
subject to the conditions expressed on a written authorization
from the person to whom it pertains or his/her representative.
Access to health information for research purposes can be given,
as long as the information is anonymised.

Management of the systems that organize health information
must guarantee the separation of health and genetic information
from the remaining personal information, namely through the
establishment of different levels of access.

Management of the information systems must guarantee the
regular and frequent processing of backup copies of the health
information, provided the guarantee of confidentiality
established by law is ensured.”

Right to access and right to receive a copy

Article 11 81 a), b) and c) of the Act on the Protection of Personal
Data (Law 67/98 of 26 October) further stipulates: “The data subject
has the right to obtain from the controller without constraint at
reasonable intervals and without excessive delay or expense:
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(a) Confirmation as to whether or not data relating to him are being
processed and information as to the purposes of the processing, the
categories of data concerned and the recipients or categories of
recipients to whom the data are disclosed;

(b) Communication in an intelligible form of the data undergoing
processing and of any available information as to their source;

(c) Knowledge of the logic involved in any automatic processing of
data concerning him.”

In relation to health data, article 1185 of the Data Protection Act more
specifically stipulates:

“The right of access to information relating to health data, including
genetic data, is exercised by means of the doctor chosen by the data
subject.”

Only an indirect access is possible, through the mediation of a
physician. This does not contravene article 10 83 of the Biomedicine
Convention. According to PEREIRA only objective records must be
disclosed, subjective remarks from the physician are excluded.*®

Article 3 of the Law n° 12/2005 of 26 January 2005 concerning
Personal genetic information and health information contains the
following provisions relating to the ownership of health information
and the access thereto:

“1. Health information, including registered clinical data, results of
analysis and other subsidiary exams, interventions and diagnostics, is
property of the person to whom it pertains; the health care system
units are the custodians of such information and it cannot be used for
any other purposes than health care and health related research, or
other purposes defined by law.

2. The person to whom the health information pertains is entitled to
take cognizance of his/her complete medical records, except in case of
duly justified exceptional circumstances in which it is clearly
demonstrated that the knowledge in question can be harmful or
detrimental; he/she is also entitled to have his/her complete medical
records made available to whomever he/she sees fit.

% Cited by M.BARENDRECHT, et al., Principles of European Law. Service
Contracts, Sellier, European Law Publishers, 2007, 887.
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3. The access to the health information by the person to whom it
pertains, or by a third party with consent, is made through an
authorized physician chosen by the owner of the information”.

C. Right to correction, erasure and/ or demolition

As already stated in § 5. article 11 and 50 of the Data Protection Act
are relevant in this field.

Article 11 81 d) and e) of the Act on the Protection of Personal Data
(Act 67/98 of 26 October) stipulates:

“The data subject has the right to obtain from the controller without
constraint at reasonable intervals and without excessive delay or
expense:

(d) The rectification, erasure or blocking of data the processing of
which does not comply with the provisions of this Act, in particular
because of the incomplete or inaccurate nature of the data;

(e) Notification to third parties to whom the data have been disclosed
of any rectification, erasure or blocking carried out in compliance with
(d), unless this proves impossible.”

Article 50, § 2 furthermore stipulates:

“At his request the data subject may in any event, in particular when
exercising the right of access, obtain the rectification, erasure or
blocking of incomplete or inaccurate data or data kept in a manner
incompatible with the legitimate purposes of the controller.”

8 8. Right to complain and to compensation

A. Right to complain

Article 23 Biomedicine Convention

The Parties shall provide appropriate judicial protection to prevent or to put
a stop to an unlawful infringement of the rights and principles set forth in
this Convention at short notice.
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No special legal provisions have been found regarding the right to
complain.

Various initiatives are being undertaken to encourage citizens’
participation in health, to increase patients’ trust in the health system,
to encourage the population to take responsibility for its own health
and to obtain better quality and more appropriate care for users. For
example, there are formal mechanisms for patients to make
complaints. In every public medical institution there is an office where
patients can complain about any aspect of the National Health Service
(called the Users’ Office). All complaints are dealt with through the
Users’ Office and in case of medical negligence, they may be referred
to the Order of Physicians. However, patients are free to write directly
to the regional coordinators of the Ministry of Health or to pursue
their case through the courts. This is expensive and few people do so.
The majority of complaints relate to organizational issues such as
waiting times or service amenities rather than technical matters
regarding specific treatments or interventions.

In order to support the Health Administration in dealing adequately
with these matters, a National Observatory of User’s Offices was
created in 2000 under the coordination of the Ministry of Health.*

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.

Medical liability in Portugal is fault-based. The treatment provider
must act like a competent, wise and sensible qualified treatment
provider according to the circumstances. **

* M.BENTES, et al., Health Care Systems in Transition. Portugal, Copenhagen,
WHO Regional Office for Europe, 2004, 26.

> M.BARENDRECHT, et al., Principles of European Law. Service Contracts,
Sellier, European Law Publishers, 2007, 826.
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IV. RIGHTS OF USERS OF
GENETIC SERVICES

8 1. Introductory remark

Genetic testing in Portugal is governed by specific legislation: the
Law n°12/2005 of 26 January 2005 on personal genetic information
and health information. However, genetic testing is also covered by
the general principles of medical law. This is provided for in article 9
81 of the Law n° 12/2005: “Genetic diagnostic or pharmacogenetic
testing must follow the general principles that regulate all other health
care interventions or services”. Consequently, the regulations on
patient rights are mutatis mutandis applicable as rights of users of
genetic services.

The European Convention on Human Rights and Biomedicine has in
accordance with the Portuguese Constitution superior force over any
national legislation and is therefore directly applicable in Portugal (see
I11, § 1). As a result of this direct applicability, the provisions of the
Convention related to genetic services complete the already existing
legislation on genetic testing.

The Law 12/2005 of 26 January 2005 regulates the use, storage,
property and circulation of genetic information and of biological
samples, both for testing and research purposes.

So far, no legislation was adopted concerning the use of genetic
testing and genetic information in private life and/or health insurance.

This Act does not contain a general definition of a ‘genetic test’.
Article 10 makes a distinction between four types of genetic tests:
heterozygosity testing, presymptomatic testing, predictive testing and
prenatal testing. Every type of testing has some how its own
regulation.
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A. Right to informed consent

Except for some detailed regulation related to specific types of genetic
tests, the general regulation on the right to informed consent also
applies for genetic testing.

Article 156 81 of this Code stipulates the following: “Persons
mentioned in article 150 who, by virtue of the above-mentioned aims,
carry out interventions or treatments without the consent of the patient
shall be punished with the penalty of up to 3 years imprisonment or
fine”.

Specific regulation on informed consent can be found in article 9,
section 2 and 6. These sections stipulate:

“2. The detection of the heterozygosity status for the diagnosis of
recessive diseases, the presymptomatic diagnosis of monogenic
diseases and the tests of genetic susceptibility in healthy persons can
only be carried out by request of a medical geneticist, following a
genetic counselling consultation and subject to the express written and
informed consent of the person in question.

6. Presymptomatic, predictive and preimplantation tests should not be
performed in persons suffering from mental disablement and who
cannot fully appreciate the implications of this type of tests or give
their informed consent to its execution”.

It is not clear whether in the situations described in article 9, section 1
(genetic diagnostic or pharmacogenetic testing) consent should be
given in writing.

Besides the right to informed consent to a genetic test, article 17,
section 2 describes for certain types of genetic testing a right to refuse.
It reads:

“Every citizen has the right to refuse submitting to a genetic test
concerning the heterozygosity status or to a presymptomatic,
predictive or prenatal test”.

A special regulation related to informed consent in case of genetic
testing on minors can also be found in article 17. Section 4, 5 and 6
state:

“4. The genetic testing of minors can only be requested if the tests are
done in the benefit of the minors — and never in their prejudice — with
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written consent from their parents or legal tutors and always seeking
first the minors own consent.

5. In particular, no predictive tests on minors can be requested,
regarding late-onset diseases that usually begin in adulthood and that
have no cure or proven effective preventive treatment.

6. The former also applies to the prenatal diagnosis of diseases that
usually begin in adulthood and that have no cure - the diagnosis
cannot be done just for information of the parents but only with the
aim of preventing the disease or the deficiency and this within the
time limits established by law”.

B. Right to information

“Genetic information is the health information that deals with the
hereditary characteristics of one or more persons, who are related or
who have common characteristics of the genetic type, excluding, for
the purposes of the present definition, the information obtained
through blood relation tests or zygosity studies in twins, through
studies of genetic identification for criminal purposes as well as the
study of somatic genetic mutations in cancer.” This can be read in
article 6, section 1.

This right is probably of all the patient rights the right that is regulated
in the most extensive way in the Law 12/2005 of 26 January 2005 on
personal genetic information and health information.

A special remark should be made about article 17, section 7. This
section explicitly states:

“Physicians have the duty of informing the persons who consult them
about the transmission mechanisms and about the risks that they imply
for their relatives, as well as guiding the persons in question to a
medical genetic consultation, which must be ensured in accordance
with the regulatory legislation of the present law”.

Furthermore, the right to information also finds its application in the
right to genetic councelling.

The regulations on genetic councelling can be found in article 9,
section 2, 6, 7 and 8 and article 17, section 3.
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Finally, according to Decree No. 9108/97 of the Minister of Health a
genetic test is to be considered as a medical act. Consequently article
157 of the Criminal Code is also applicable. This article stipulates:
“For the purposes of the provision contained in the previous article,
consent is only effective when the diagnosis and nature, range,
magnitude and possible consequences of the intervention or treatment
have been duly explained to the patient [...]".

C. Rightto privacy

I Genetic data/ right to genetic privacy

The Law n°12/2005 of 26 January 2005 on personal genetic
information and health information contains in article 6, section 1 and
2 a broad definition of what constitutes “genetic data”. It stipulates:

“1. Genetic information is the health information that deals with the
hereditary characteristics of one or more persons, who are related or
who have common characteristics of the genetic type, excluding, for
the purposes of the present definition, the information obtained
through blood relation tests or zygosity studies in twins, through
studies of genetic identification for criminal purposes as well as the
study of somatic genetic mutations in cancer.

2. Genetic information can result from genetic tests carried out by
means of molecular biology, but also by means of cytogenetic,
biochemical, physiological or imagiological tests, or through the
simple collection of family information, registered as a family tree or
in any other form, each of these tests being capable of expressing, by
itself, the genetic status of a person or his/her family members”.
Article 17 of this law contains a so called duty of protection.*

Article 7, section 1 of the Act on the Protection of Personal Data (Law
67/98 of 26 October 1998) makes an explicit reference to genetic data,
when stipulating:

“The processing of personal data revealing philosophical or political
beliefs, political party or trade union membership, religion, privacy
and racial or ethnic origin, and the processing of data concerning
health or sex life, including genetic data, shall be prohibited”.
Whereas section 4 of article 7 stipulates that:

52 personal communication of O. DE OLIVEIRA.
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“The processing of data relating to health and sex life, including
genetic data, shall be permitted if it is necessary for the purposes of
preventive medicine, medical diagnosis, the provision of care or
treatment or the management of health-care services, provided those
data are processed by a health professional bound by professional
secrecy or by another person also subject to an equivalent obligation
of secrecy and are notified to the CNPD under article 27, and where
suitable safeguards are provided”.

Finally, article 15, section 3 imposes special security measures:

“The systems must guarantee logical separation between data relating
to health and sex life, including genetic data, and other personal data.”
Consequently, the regulations about data protection, as explained in
I11, 8 7. Right to privacy/ protection of private life, are also applicable
for use of genetic data.

ii.  Rights of users of genetic services regarding the medical file

Article 6, sections 4, 5 and 6 stipulates the regulations regarding the
medical file of users of genetic services. It states:

“4. Genetic information that does not have an immediate bearing on
the patient’s current status of health — like the information from
paternity tests, from zygosity studies in twins and from predictive tests
(with the exception of genetic testing to determine the response to
drugs), as well as the information from heterozygosity,
presymptomatic, prenatal and preimplantation tests — cannot be
registered in the medical records, except in the case of genetic services
or consultations that keep private separate files.

5. In case the medical records from genetic services or consultations
contain genetic information regarding healthy persons, they cannot be
accessed, shown or consulted by physicians, other health care
professionals or staff of other departments of the health institution in
question or of other institutions of the health care system.

6. Genetic information must be subject to legislative and
administrative measures of reinforced protection in terms of access,
security and confidentiality”.

Article 6, section 9 explicitly refers to the right to know the content of
the medical file, as it states:
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“Every citizen is entitled to know if a clinical record, a medical file or
a medical or research record contains genetic information about
himself/herself and his/her family, and is also entitled to know the
objectives and the uses of the information in question, as well as the
form in which it is stored and the period of time during which the
information will be kept before destruction”.

Only information with immediate interest for the patient’s current
status of health (diagnostic and pharmacogenetic information) can be
entered in general hospital records. Information from presymptomatic,
susceptibility, prenatal, preimplantation forensic and identity testing
can only be registered in records of genetic services that keep separate
files (and these cannot be accessed by other professionals of the same
or of other health institutions).>

Besides these regulations on the rights regarding the medical file, a
definition for “genetic databases” is also provided for. Article 7,
section 1 defines this as “any kind of records, computerised or not,
that contain genetic information about a group of persons or families.”
Furthermore, article 7 stipulates:

“2. The rules of creation, maintenance, management and securing of
genetic databases for rendering health care services and relating to the
research on health are regulated in accordance with the law regulating
the protection of personal data.

3. The genetic databases that contain family information and the
genetic records that allow the identification of members of a family
must be managed and supervised by a medical geneticist or, if that is
not feasible, by another physician.

4. Under the law, anybody can ask for and have access to personal
information that is contained in personal data files”.

iii.  Right to confidentiality

Article 6 also contains some sections on the right to confidentiality. It
reads in the following sections:

53 personal communication of G. DE OLIVEIRA.
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“6. Genetic information must be subject to legislative and
administrative measures of reinforced protection in terms of access,
security and confidentiality.

7. The use of genetic information is to be decided between the patient
and his/her physician and it is subject to the rules of ethics,
professional conduct and confidentiality that are binding to physicians
and other health care professionals.

8. The existence of a working link or other type of relation between a
physician or other health care professional and any other sector of
activity — including insurance companies, professional entities or
suppliers of goods and services of any kind — does not constitute a
justification to the failure to comply with the obligation of
confidentiality that binds the physicians and all other health care
professionals”.

8 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

Article 11 of the Law 12/2005 is entitled “Principle of non-
discrimination” and disposes as follows:

“No person can be prejudiced, in any way, due to the presence of a
genetic disease or due to his/her genetic heritage.

1. No person can be discriminated, in any way, due to the results of a
genetic diagnostic test or due to heterozygosity, presymptomatic,
predictive or prenatal tests, including those performed with the
purpose of obtaining or maintaining a job, subscribing health and life
insurances, having access to education, as well as for purposes of
adoption, whether regarding the adopter or the adoptee .

2. No person can be discriminated, in any way, in what concerns
his/her right to obtain medical, psychological and social follow-up as
well as genetic counselling because he/she refused to be subject to a
genetic test.
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3. A fair and equitable access to genetic counselling and genetic
testing is guaranteed to all persons; however, the needs of the
populations that are more strongly affected by a specific genetic
disease or diseases are duly safeguarded”.

8 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.

According to the Law No. 12/2005 “genetic predictive tests are those
that allow detecting susceptibility genes — this means a genetic
predisposition for a particular disease that has complex heredity and
usually begins in adulthood with a late onset” (article 10, section 3).
Article 10 defines also other kind of tests. These are:

“2. Presymptomatic tests are those that allow detecting persons who
are still asymptomatic but carry the genotype that is unequivocally
responsible for a monogenic disease.

4. Pharmacogenetic tests are the predictive tests that allow detecting a
predisposition to differential responses in a treatment with a specific
drug or the susceptibility to adverse reactions derived from the
toxicity of the drug in question.

5. Prenatal tests are all the tests performed before or during
pregnancy, with the objective of obtaining genetic information about
the embryo or the foetus; the preimplantation diagnosis is considered a
particular case among this type of tests.

6. Screening tests are all diagnostic tests and heterozygosity,
presymptomatic, predictive and prenatal tests that are performed on
the entire population or on population groups that have an increased
risk of contracting a specific disease, namely due to gender, age or
ethnic origin, in any time in life”.
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It further stipulates in section 1 that “for the purposes of the previous
article, the tests used for the detection of heterozygosity status are
those that allow detecting healthy persons who are heterozygosity
gene carriers for recessive diseases”.

Article 9 of the law n° 12/2005 is entitled “genetic tests”. Apart from
81 that has already been cited above (see 81) it disposes as follows:
“(...)2. The detection of the heterozygosity status for the diagnosis of
recessive diseases, the presymptomatic diagnosis of monogenic
diseases and the tests of genetic susceptibility in healthy persons can
only be carried out by request of a medical geneticist, following a
genetic counselling consultation and subject to the express written and
informed consent of the person in question.

3. The results of genetic testing should only be communicated to the
person whom they concern or, in case of diagnostic testing, to the
legal representative or to the person designated by the person
concerned and during a proper medical consultation.

4. In the case of heterozygosity, presymptomatic and predictive
testing, the results should only be communicated to the person whom
they concern and can never be communicated to third parties without
his/her written express consent — this also refers to physicians or other
health care professionals working for other departments of the health
institution in question or for the same departments or services, but
who are not involved in the process of testing of the person in
question or of his/her family.

5. In case of prenatal and preimplantation testing, the results should
only be communicated to the mother, to the parents or to their legal
representatives.

6. Presymptomatic, predictive and preimplantation tests should not be
performed in persons suffering from mental disablement and who
cannot fully appreciate the implications of this type of tests or give
their informed consent to its execution.

7. In situations of risk of severe, late-onset diseases that appear in the
beginning of adulthood and that have no cure or proven effective
treatment, the performance of any presymptomatic or predictive
testing must be preceded by a previous psychological and social
evaluation and by the follow-up of the patient after the delivery of the
tests results.
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8. The frequency of the genetic counselling consultations and the form
of the psychological and social follow-up should be determined based
on the severity of the disease, on the usual age of manifestation of the
first symptoms and on the existence, or not, of a proven treatment”.
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V. CONCLUDING REMARKS

1. Portugal has signed the European Convention on Human Rights
and Biomedicine on 4 April 1997 and has ratified the Convention on
13 August 2001. The Convention entered into force on 1 December
2001.

Portugal has not made restrictions on the exercise of rights contained
in the Convention.

2. Several bills have been introduced in the Portuguese Parliament to
replace the Law on Health 48/90 of 1990 by new legislation
containing also more detailed prescriptions regarding the rights of
patients. The most important one is probably Law n° 12/2005 of 26
January 2005 on personal genetic information and health information.

3. Interventions or treatments which, according to the state of
knowledge and medical experience, are considered appropriate and are
carried out lege artis, by a doctor or another legally authorized person,
with the intention of preventing, diagnosing, healing or alleviating
iliness, suffering, injury of bodily pain or mental perturbation, are not
considered an offence upon personal integrity.

4. Portugal has no specific legislation on previously expressed wishes.
However, such advanced declarations of will would seem acceptable
under the existing Portuguese law. Advanced declarations should be
given only an indicative value.

5. In Portugal medical majority is fixed at 14 years as a minor of 14
years of age and more can give valid consent to medical treatment if
he has the ability to fully understand what is involved in the medical
treatment in question.

6. The right to information about his or her health is not provided as a

right independent from the right to informed consent in Portuguese
law.
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The physician can withhold information which, if the patient were to
know about them, would endanger his life or would cause serious
harm to his physical or mental health.

7. The Law n° 12/2005 of 26 January 2005 concerning personal
genetic information and health information contains provisions
regarding medical information and medical records and obliges the
treating physician to record the medical information on the medical
records or to computerize the information.

8. Within the Portuguese legal framework, personal data protection
has legal and also constitutional protection.

The right of access to information relating to health data, including
genetic data, is exercised by means of the doctor chosen by the data
subject. Only an indirect access is possible.

9. Genetic testing in Portugal is in the first place governed by specific
legislation: the Law n°12/2005 of 26 January 2005 on personal genetic
information and health information. It is also covered by the general
principles of medical law.

10. No person can be prejudiced, in any way, due to the presence of a
genetic disease or due to is genetic heritage. Discrimination on
grounds of genetic heritage is prohibited explicitly on Portuguese
legislation on genetic testing.
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