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THE HEALTH SECTOR DATABASE ACT NUM. 139/1998 OF 1998

SECTION I. GENERAL TERMS

Article 1. Objectives

The objective of this legislation is to aut-
horise the creation and operation of a
centralised database of non-personally
identifiable health data with the aim of
increasing knowledge in order to im-
prove health and health services.

Article 2. Scope

This legislation extends to the crea-
tion and operation of a centralised
health sector database. The legislation
does not apply to the medical record
systems of individual health and re-
search institutions, data collections
made in connection with scientific re-
search into individual diseases or
groups of diseases, or to records kept
by health and social security authori-
ties on users of the health service and
operation of the health service. The le-
gislation does not apply to the storage
or handling of, or access to, biological
samples.

Article 3. Definitions

In this legislation the following de-
finitions apply:

1. Health sector database: A collec-
tion of data containing information on

health and other related information,
recorded in a standardised systematic
fashion on a single centralised databa-
se, intended for processing and as a
source of information.

2. Personal data: all data on a per-
sonally identified or personally identi-
fiable individual. An individual shall
be counted as personally identifiable
if he can be identified, directly or in-
directly, especially by reference to an
identity number, or one or more fac-
tors specific to his physical, physiolo-
gical, mental, economic, cultural or
social identity.

3. Non-personally identifiable data:
data on a person who is not personally
identifiable as defined in clause 2.

4. Coding: the transformation of
words or numbers into an incom-
prehensible series of symbols.

5. One-way coding: the transfor-
mation of words or series of digits in-
to an incomprehensible series of
symbols which cannot be traced by
means of a decoding key.

6. Health data: information on the
health of individuals, including gene-
tic information.

7. Genetic data: any data; of wha-
tever type, concerning the hereditary
characteristics of an individual or
concerning the pattern of inheritance
of such characteristics within a rela-
ted group of individuals. It also refers
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to all data on the carrying of any gene-
tic information (genes) in an individual
or genetic line relating to any aspect of
health or disease, whether present as
identifiable characteristics or not.

SECTION II
LICENCE AND COMMITTEE

ON THE CREATION AND OPERATION

OF A HEALTH SECTOR DATABASE

Article 4. Grant of Operating Licence
and Payments by Licensee

The creation and operation of a
health sector database are only permit-
ted to those who have an operating li-
cence by the terms of this legislation.

When an application has been recei-
ved, the minister of Health may grant
an operating licence to create and ope-
rate a health sector database subject to
the further terms of this legislation.

The licensee shall pay a fee for the
grant of the licence in order to meet
the costs of preparing and issuing the
licence. The licensee shall also pay a
yearly fee equivalent to the costs of the
work of the committee under the terms
of article 6, and other costs pertaining
to service and monitoring of the ope-
ration, including monitoring by the Data
Protection Commission under the terms
of legislation on the recording and
handling of personal data, and costs of
publication and publicity cp, article 8.

The licensee shall pay all costs of
processing information for entry onto
the database, cp, clause 8, article 5.

The minister and licensee may
agree on further payments to the Trea-
sury, which shall be devoted to promo-
ting the health service, research and
development.

Article 5. Conditions of Licence
etcetera

An operating licence for the crea-
tion and operation of a health sector
database is contingent upon the follo-
wing conditions:

1. The database must be located
exclusively here in Iceland.

2. Technical, security and organi-
sational standards meet the require-
ments of the Data Protection Com-
mission.

3. The recording and processing of
health data shall be carried out by, or
under the supervision of, people who
are professionally qualified in the
health sector.

4. Detailed information shall be
available on the area of activity and
projects of the applicant for a licence.

5. A detailed work plan from the ap-
plicant shall be available, which shall
fulfil the conditions and objectives of
this Act regarding working arrange-
ments and progress.

6. The operation of the database
shall be financially separate from the
licensee’s other business.

7. The ministry of Health and So-
cial Security and the director general
of Public Health shall at all times ha-
ve access to statistical data from the
database in accessible form, so that
they will be of use in statistical pro-
cessing for compiling health reports
and planning, policy-making and ot-
her projects of the parties specified.

8. The licensee shall pay all costs of
processing data from health institutions
and self-employed health workers for
entry onto the database. The data shall
be processed in a manner that fulfils the
needs of the relevant institution or
self-employed health worker for a stan-
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dardised information system, the needs
of medical specialist fields and the requi-
rements of health authorities, cp. clause
7, and so that it can be used in scientific
research.

9. The licence shall be temporary,
and it shall not be granted for more
than 12 years at a time.

10. The licensee shall hand over to
the committee cp. article 6 a copy of the
database, which shall be updated regu-
larly, to be further specified in the li-
cence. A copy of the database shall al-
ways be stored in a bank safety deposit
box, or in some other secure manner,
to be further specified in the licence.

11. The licensee shall ensure that
after the expiry of the period of the li-
cence, the minister of Health and So-
cial Security, or the party assigned by
the minister to operate the database,
shall receive indefinite use of all soft-
ware and right required for the mainte-
nance and operation of the database.

The minister may make the licence
subject to further conditions than those
specified above.

At the end of the period of the licen-
ce by the terms of the licence, the minis-
ter shall make a decision on the opera-
tion of the database, after receiving the
opinion of the committee cp. Article 6,
and the Data Protection Commission.
The same applies if the licence is revo-
ked or if the licence is withdrawn from
the licensee by the terms of this legis-
lation.

The licence and database under the
terms of this legislation cannot be
transferred, nor can they be subjected
to attachment for debt. Neither the li-
cence nor the database may be used as
collateral for financial liabilities.

Article 6. Committee on the Creation
And Operation of a Health Service
Database

The minister shall appoint a com-
mittee on the creation and operation
of a database under the terms of this
legislation. The committee shall com-
prise three people and three substitu-
tes, appointed for four years at a time.
One shall be a health sector worker
with a knowledge of epidemiology,
another shall have knowledge of in-
formation technology and/or compu-
ter science, and the third shall be a
lawyer, and shall chair the committee.
Their substitutes shall fulfil the same
conditions.

The role of the committee is to en-
sure that the creation and operation of
the database are in keeping with the
terms of this legislation, regulations
made on the basis of the legislation,
and conditions laid down in the ope-
rating licence, in so far as this does
not fall within the ambit of the Data
Protection Commission. The commit-
tee shall supervise the negotiation of
contracts between the licensee on the
one hand and health institutions and
self-employed health workers on the
other. It shall protect the interests of
health authorities, health institutions,
self-employed health workers and
scientists in the drawing up of agree-
ments. The sum to be paid by the li-
censee under the terms of para. 3 arti-
cle 4. shall be negotiated by the co-
mmittee, as shall recompense in the
form of access to data from the data-
base for health institutions, self-em-
ployed health workers and their staff
for purposes of scientific research.

The committee shall advise the Mi-
nistry of Health and the director gene-
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ral of Public Health on the utilisation
of data from the database. Should the
operating licence be revoked or the li-
cence withdrawn from the licensee, the
database shall be operated by the com-
mittee until the minister has reached a
decision on its long-term operation, cp.
Paragraph. 3, article 5.

The committee shall be provided
with staff and working facilities. The
committee shall seek specialist assis-
tance as deemed necessary.

The committee shall inform the mi-
nister and the Data Protection Com-
mission without delay if it believes
that there is some defect in the opera-
tion of the database.

The committee shall, no later than 1
March each year, submit a report to the
minister on the operations of the past
year.

SECTION III
COLLECTION OF INFORMATION

Article 7. Access to Data from Health
Records

With the consent of health institu-
tions or self-employed health workers,
the licensee may be provided with data
derived from medical records for en-
try onto a health sector database. The
health institutions shall confer with
the physicians’ council and specialist
management of the relevant institution
before contracts are concluded with
the licensee.

In the handling of records, other da-
ta and information, the conditions dee-
med necessary by the Data Protection
Commission at any time shall be com-
plied with. Personal identification shall
be coded before entry on the database,
so that it is ensured that the licensee’s

staff work only with non-personally
identifiable data. The staff of the rele-
vant health institution or self-emplo-
yed health workers shall prepare the
data for entry on the health-sector da-
tabase. Health data shall be transfe-
rred in coded form in order to ensure
their security. Personal identification
shall be coded one-way, i.e. by co-
ding that cannot be traced using a de-
coding key. The Data Protection Com-
mission shall carry out further coding
of personal identification, using those
methods that the commission deems to
ensure confidentiality best.

With regard to access to data from
medical records, this shall otherwise
be subject to the Acts on the rights of
patients, on physicians, on the health
service and on the recording and hand-
ling of personal data.

Article 8. Rights of Patients

A patient may request at any time
that information on him/her not be en-
tered onto the health-sector database.
The patient’s request may apply to all
existing information on him/her or
that which may be recorded in the fu-
ture, or to some specific information.
Such a request must be complied
with. The patient shall inform the di-
rector general of Public Health of his/
her wish. The director general of Pu-
blic Health shall produce forms for
giving such notice, and shall ensure
that these are available at health insti-
tutions and at the premises of self-em-
ployed health workers. The director
general of Public Health shall ensure
that a coded register of the relevant
patients is always accessible for those
who carry out the entry of data onto
the health-sector database.
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The director general of Public Health
shall ensure that information on the
health-sector database and on the rights
of patients cp. paragraph. 1 shall be ac-
cessible to the public. Health institutions
and self-employed health workers shall
have this information available to pa-
tients on their premises.

SECTION IV
ACCESS TO THE DATABASE

AND UTILISATION OF DATA,

ETCETERA

Article 9. Access by Health Authorities to
data on the Health-sector Database

The ministry of Health and director
general of Public Health shall always
be entitled to statistical data from the
health sector database so that it may be
used in statistical processing for the
making of health reports and planning,
policy-making and other projects of
these bodies. This information to the
specified parties shall be provided free
of charge.

Article 10. Utilisation of the Health
Sector Database

Data recorded or acquired by pro-
cessing on the health-sector database
may be used to develop new or impro-
ved methods of achieving better heal-
th, prediction, diagnosis and treatment
of disease, to seek the most economic
ways of operating health services, and
for making reports in the health sector.

The licensee shall be authorised to
process data on the health sector data-
base from the health data recorded the-
re, provided that data are processed

and connected in such a way that they
cannot be linked to identifiable indi-
viduals. The licensee shall develop
methods and protocols that meet the
requirements of the Data Protection
Commission in order to ensure confi-
dentiality in connecting data from the
health-sector database, from a databa-
se of genealogical data, and from a
database of genetic data. With regard
to linking the data on the health-sec-
tor database with other databases than
those specified here, the Act on recor-
ding and handling of personal data
shall apply. It is not permissible to gi-
ve information on individuals, and
this shall be ensured e. g. by limita-
tion of access.

The licensee may not grant direct
access to data on the database.

The licensee is authorised during
the period of the licence to use the da-
ta on the database for purposes of fi-
nancial profit, under the conditions
laid down in this legislation and the
licence.

The health service database may
not be transported out of Iceland, and
processing of it may only be carried
out here in Iceland.

Article 11. Confidentiality

Employees of the licensee, inclu-
ding contractors, are bound by an
obligation of confidentiality on mat-
ters that they become aware of in their
work which should remain confiden-
tial, by law or by their nature. They
shall sign an oath of confidentiality
before they begin work. The obliga-
tion of confidentiality remains in for-
ce, even if employment ceases.
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SECTION V
MONITORING

Article 12. Monitoring of the Creation
and Operation of a Health-sector
Database

The Data Protection Commission shall
monitor the creation and operation of the
health sector database with regard to
recording and handling of personal da-
ta and the security of data on the data-
base, and is responsible for monitoring
compliance with conditions laid down
by the commission.

The committee on the operation of
the database, cp. Article 6, shall be res-
ponsible for monitoring the complian-
ce in every way of the activities of the
health sector database with the terms
of this legislation, regulations issued
under the terms of this legislation, and
the conditions of the licence. The com-
mittee shall monitor all questions to
and processing from the database. It
shall regularly send to the Science
Ethics Committee a record of all ques-
tions processed on the database, toget-
her with information on the enquirers.

The minister shall issue regulations
on an interdisciplinary ethics commit-
tee which shall assess studies carried
out within the licensee’s company and
questions which are received. The co-
mmittee’s evaluation must reveal that
there is no scientific or ethical reason
to prevent the study in question being
carried out, or the questions processed
from the database.

SECTION VI
PENALTIES

Article 13. Revocation of Licence

The minister may revoke the licence
under the terms of this legislation if the

licensee or the licensee’s employees
violate the terms of legislation, if the
conditions of the licence are not fulfi-
lled, or if the licensee becomes unable
to operate the database. Should the li-
censee violate the terms of this legis-
lation or not comply with the condi-
tions of the licence, the minister shall
give the licensee a written warning,
allowing a reasonable period of gra-
ce to rectify matters. Should the licen-
see not comply with such a warning,
the licence shall be revoked. In the
case of deliberate violation or gross
negligence, the minister may revoke
the licence without notice and without
allowing time for rectification.

Article 14. Penalties

Violation of the terms of this legis-
lation entails fines or imprisonment
for up to three years, unless a more
severe penalty is prescribed in other
legislation.

The same penalties apply to failure
to comply with the conditions for
granting of an operating licence under
the terms of this legislation, or govern-
ment regulations under the terms of
the legislation, or failure to comply
with a command or prohibition under
the terms of the legislation, or govern-
ment regulations under the terms of
the legislation.

A legal entity may be sentenced to
pay fines due to violation of this Act
or regulations based on it. A legal en-
tity may be fined regardless of the
guilt of its employees. The legal entity
shall be responsible for payment of a
fine imposed upon an employee of the
legal entity, provided that the offence
is connected to the employee’s work
for the legal entity.
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Article 15. Withdrawal of Licence
Etcetera

The licensee may, in addition to the
penalties specified in Article 14, be
subject to revocation of the licence by
legal verdict, in the case of deliberate
violation or gross negligence.

Equipment which has been used for
serious violation of this legislation
may be confiscated, together with the
profits of the violation, cp. Article 69
of the Penal Code num. 19/1940.

Article 16

Attempted violation, and participa-
tion in violation, of this legislation, are
subject to penalties as stated in section
III of the Penal Code, num. 19/1940.

Article 17. Compensation

Should the licensee, an employee of
the licensee or a person assigned to pro-
cess data violate the provisions of this
Act with regard to confidentiality, re-
gulations issued on the basis of them,
or the conditions laid down by the Da-
ta Protection Commission, the licensee
shall compensate the person to whom
the data relate for financial loss which
this has caused.

The licensee, however, is not obli-
ged to compensate for loss which the
licensee proves not to be attributable to
a mistake or negligence on the licen-
see’s part, or that of an employee or
processor.

SECTION VII
VARIOUS PROVISIONS

Article 18. Regulations

The minister may prescribe further
terms on the practice of this Act by is-
suing regulations.

The minister shall issue regulations
on the activity of the committee on
operation of a health sector database
under Article 6, and on limitation of
access under paragraph. 2 article 10.

Article 19. Enactment

This Act shall take force immedia-
tely.

This Act shall be reviewed no later
than 10 years after its enactment.

Provisional Clauses

I. The licensee’s licence fee under
paragraph. 3, article 4 shall for the
first year be based upon estimated
costs pertaining to the preparation and
monitoring of the operations of the
health sector database.

II. The entry of data onto the health-
sector database shall not commence un-
til six months after the enactment of
this Act.

III. Before processing begins on
the health-sector database, the com-
mittee on the operation of the databa-
se cp. article 6 shall ensure that the
assessment of an independent expert
on the security of information systems
has been sought.
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