ACT ON BIOBANKS NUM. 110/2000

SECTION [
GENERAL PROVISIONS

Article 1. Objectives

The objective of the Act is to authori-
ze the collection, keeping, handling
and utilization of biological samples
from human beings, in such a way that
confidentiality is ensured, the interests
of donors of biological samples is safe-
guarded and that the utilization of the
biological samples serves the purposes
of science and medicine, and is condu-
cive to the public good.

The interests of science and of the
community shall never be given prio-
rity over the interests of the donor of a
biological sample. It is prohibited to
discriminate against a donor of a biolo-
gical sample on the grounds of data
derived from a biological sample.

Article 2. Scope

This Act applies to the collection of
biological samples, and their keeping,
handling, utilisation and storage in bio-
banks.

The Act does not apply to tempo-
rary keeping of biological samples ta-
ken for purposes of clinical testing,
treatment, or for specific scientific
study, provided such samples are des-
troyed when the tests, treatment or re-
search are completed. Temporary kee-
ping means storage for up to five
years, unless the National Bioethics

712

Committee authorises a longer period
of storage. Should the long-term pre-
servation of such samples be desired,
they shall be stored in a biobank.

The Act does not apply to the sto-
rage of gametes and embryos under
the provisions of the Act on Artificial
Procreation, to organs under the pro-
visions of the Act on Organ Removal,
or to bodily remains under the terms
of the National Heritage Act.

Article 3. Definitions

In this Act the following terms ha-
ve the following meanings:

1. Biological sample: organic ma-
terial from a human being, alive or
deceased, which may provide biologi-
cal information about him/her.

2. Biobank: a collection of biologi-
cal samples which are permanently
preserved.

3. Scientific study: a study whose
primary aim is to add to knowledge,
with the purpose among other things of
improving health and curing disease.

4. Clinical test: test carried out in
order to provide health service to an
individual.

5. Free, informed consent: consent
granted in writing of the person’s
own free will, after the donor of a
biological sample has been informed
of the purpose of taking the biological
sample, its usefulness, risks attendant
upon the process, and that the biologi-
cal sample will be permanently pre-
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served in a biobank for use under the
terms of article 9.

6. Assumed consent: Consent that
consists in the donor of a biological
sample not expressing any unwilling-
ness for a biological sample taken
from him/her for a clinical test to be
permanently preserved in a biobank
for use by the terms of article 9; infor-
mation in writing on this possibility
having been available to him/her.

7. Donor of a biological sample: A
person from whom a biological sample
is taken.

8. Licensee: Individual or legal en-
tity granted a licence by the minister to
operate a biobank under the terms of
article 4 of this Act.

SECTION II
ESTABLISHMENT AND OPERATION
OF BIOBANKS

Article 4. Authority to Found and Ope-
rate a Blobank

The establishment and operation of
a biobank, i. e. collection, keeping,
handling, utilisation and storage of
biological samples, is permissible only
for those who have been granted a li-
cence from the minister under the pro-
visions of this Act, following the re-
ceipt of recommendations from the
director general of Health and the Na-
tional Bioethics Committee.

Article 5. Conditions of Licence

A licence for the establishment and
operation of a biobank is contingent
upon he following conditions:

1. The terms of this Act, and go-
vernment directives on the basis of the
Act, shall be complied with.
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2. The biobank shall be located in
Iceland.

3. The objectives of the operation of
the biobank, and the operational basis
of the bank, shall be clearly defined.

4. Conditions of storage for biolo-
gical samples shall be described.

5. Protocols of the biobank shall
have been drawn up, including regu-
lations of the biobank on arrange-
ments for collaboration with foreign
parties.

6. A governing board shall be no-
minated, as provided in article 6, and
one individual shall be nominated to
be answerable for the biobank.

7. The answerable party for the
biobank shall be a physician and shall
have practised independent research
and development work within the
health sector. In the case of the bio-
bank comprising exclusively biologi-
cal samples gathered for purposes of
scientific study, the answerable party
is not required to be a physician.

8. That evaluation of security, and
security measures in gathering of bio-
logical samples, shall be consistent
with the rules laid down by the Data
Protection Authority on security of
personal data in biobanks.

The minister may lay down further
conditions.

Article 6. Board of a Biobank

The licensee shall appoint a board of
at least three people for each biobank,
which shall monitor its operations. The
board shall be under an obligation to
keep the director general of Health,
the Data Protection Authority and the
National Bioethics Committee infor-
med regarding the biological samples
and operations of the biobank.
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SECTION III
COLLECTION, HANDLING AND AC-
CESS TO BIOLOGICAL SAMPLES

Article 7. Consent of Donor of a Biolo-

gical Sample and Withdrawal of

Consent

In connection with collection of a
biological sample for preservation in
a biobank, the free, informed consent of
the person giving the biological sample
shall be sought. This consent shall be
given freely and in writing after the
donor of a biological sample has been
informed of the objective of the sam-
ple collection, the benefits, risks asso-
ciated with it’s collection, and that the
biological sample will be permanently
stored at a biobank for use as provided
in article 9. In addition the provisions
of article 20 of the Act on personal pri-
vacy and handling of personal data
shall be observed where applicable.

A donor of a biological sample can
at any time withdraw his/her consent
under the terms of paragraph 1, and the
biological sample shall then be destro-
yed. Material that has been produced
from a biological sample by perfor-
mance of a study or the results of stu-
dies already carried out shall, however,
not be destroyed.

If biological samples have been co-
llected for the purpose of clinical tests
or treatment, the consent of the patient
may be assumed for the storage of the
biological sample in a biobank for use
as provided in article 9, provided that
general information on this is provided
by a health care professional or health
institution.

A donor of a biological sample may
at any time withdraw his/her assumed
consent for his/her biological sample
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to be stored in a biobank for use as
provided in article 9, in which case it
shall thereafter only be used in the in-
terests of the donor of a biological
sample or by his/her specific permis-
sion, but see also paragraph 4 article
9. The request of a donor of a biologi-
cal sample may apply to all biological
samples which have been taken or
may be taken from him/her. Such a
request must be complied with. The
donor of a biological sample shall in-
form the director general of Health of
his/her request. The director general
of Health shall be responsible for pre-
paration of forms for giving such no-
tice, and shall ensure that these are
available at health institutions, and at
the premises of self-employed health
care professionals. The director gene-
ral of Health shall ensure that a coded
register of those who have opted out
in this way shall always be available
to the boards of biobanks. Staff of the
director general of Health who carry
out this work are subject to an obliga-
tion of confidentiality regarding in-
formation they may become aware of in
the course of their work, which should
remain confidential by law or by its
nature. Such staff shall sign an oath of
confidentiality before their employ-
ment begins. The obligation of confi-
dentiality remains in force after em-
ployment ceases.

Article 8. Preservation of Biological
Samples

Biological samples shall be kept se-
curely and labelled, but stored without
personal identification. The linking of
biological samples with personal iden-
tification shall be in keeping with stan-
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dards laid down by the Data Protection
Authority.

Biological samples shall be stored
in such a way that they are not lost or
damaged, and that they are not accessi-
ble to those who are not entitled to use
them.

Should the licensee decide to cease
operation of the biobank, the licence
having been revoked as provided in
article 14, the minister shall, after re-
ceiving recommendations from the di-
rector general of Health, the Data Pro-
tection Authority and the National
Bioethics Committee, decide on the fu-
ture of the biobank, taking into ac-
count the wishes and proposals of the
licensee.

Article 9. Access to Biobank and Use
of Biological Samples

Biological samples shall be acqui-
red for clearly defined and lawful pur-
poses, and not used for other purposes,
but see paragraph 2, 3 and 4.

The answerable party for the bio-
bank grants access to biological sam-
ples for further diagnosis of diseases.
He/she may also grant access to biolo-
gical samples for purposes of quality
control, development of methods and
tuition, provided that they are not per-
sonally identified.

The board of the biobank shall ne-
gotiate with scientists on access to bio-
logical samples. Access to biological
samples for scientific studies may not,
however, be granted until the permis-
sion of the Data Protection Authority
has been granted on the basis of the
Act on personal privacy and handling
of personal data, and a research proto-
col has been approved by the National
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Bioethics Committee or the ethics
committee of the relevant health insti-
tution, as provided in the Act on the
Rights of Patients and of regulations
issued on the basis of the Act.

The board of the biobank may, if
approved by the Data Protection Aut-
hority and the National Bioethics Com-
mittee, authorise the use of biological
samples for other purposes than those
for which the samples were originally
collected, provided that important inte-
rests are at stake, and that the potential
benefit outweighs any potential incon-
venience to the donor of a biological
sample or other parties.

The minister shall, having received
proposals from the director general of
Health, the National Bioethics Commit-
tee and the Data Protection Authority,
issue regulations defining more preci-
sely the use of biological samples.

Article 10. Rights and Fees

The licensee shall not be counted
as the owner of the biological sam-
ples, but has rights over them, with
the limitations laid down by law, and
is responsible for their handling being
consistent with the provisions of this
Act, and of government directives ba-
sed on it. The licensee may thus not
pass the biological samples on to
another party, nor use them as collate-
ral for financial liabilities, and they
are not subject to attachment for debt.

The licensee may take a fee for a
biological sample, or access to a bio-
logical sample, equivalent to the cost
of gathering, storage and access to the
sample. Any further fee is prohibited.

A biological sample may be sent
out of the country in the interests of
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the donor of a biological sample, for
diagnosis or quality control. Other trans-
portation out of the country of biologi-
cal samples is subject to the approval
of the National Bioethics Committee
and the Data Protection Authority and
on the conditions they lay down.

Article 11. Confidentiality

All staff of biobanks and those who
have access to them shall preserve
confidentiality regarding matters rela-
ting to their work which should be
kept confidential, by law or by their
nature. The obligation of confidentia-
lity remains in force after employment,
research or tuition ceases.

SECTION IV
MONITORING AND OBLIGATION
TO SUPPLY INFORMATION

Articlel2. Monitoring

The answerable party for the bio-
bank shall be responsible for the im-
plementation of internal monitoring
and that security assessments be ca-
rried out regularly, in accord with the
provisions of arts 11 and 12 of the Act
on personal privacy and handling of
personal data.

The Data Protection Authority shall
monitor the security of personal data
in biobanks. The Data Protection Aut-
hority’s monitoring of biobanks is
subject to the terms of paragraph. 4
article 35, paragraphs 2 and 4, article
37 and articles 38-43 of the Act on
personal privacy and handling of per-
sonal data.
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The director general of Health
shall monitor biobanks in so far as
this monitoring does not fall within
the ambit of the Data Protection Aut-
hority or the National Bioethics Com-
mittee.

Article 13. Obligation to supply Infor-
mation: Government and Biobank
Boards

The director general of Health is
under an obligation to promulgate in
detail to the general public the terms
of this Act on biobanks, especially the
provisions on assumed consent of a
donor of a biological sample regar-
ding a clinical test, and also the rights
of the individual by the terms of arti-
cle 7 and of paragraph 3 of the article.

The director general of Health shall
annually issue a register of biobanks,
their purposes, activities and proto-
cols. The register shall contain infor-
mation on the membership of the
board of each bank, and the identity
of the answerable party. This register
shall be made public and shall be ac-
cessible to the general public.

The board of the biobank or the
director general of Health is obliged
to provide individuals with informa-
tion on whether biological samples
from him/her are stored in a biobank,
and on the nature of such biological
samples.

SECTION V
PENALTIES

Article 14

The minister may revoke the licen-
ce under the terms of this Act, if the
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licensee or its employees violate the
terms of the Act or government directi-
ves on the basis of the Act, if the con-
ditions of the licence are not fulfilled,
or if the licensee proves unable to ope-
rate the biobank. Should the licensee
violate the terms of this legislation or
not comply with the conditions of the
licence, the minister shall give the li-
censee a written warning, allowing a
reasonable period of grace to rectify
matters. Should the licensee not com-
ply with such a warning, the licence
shall be revoked. In the case of delibe-
rate violation or gross negligence, the
minister may revoke the licence wit-
hout notice and without allowing time
for rectification.

Article 15

Violation of the terms of this Act or
government directives based on it en-
tails fines or imprisonment for up to
three years, unless a more severe pe-
nalty is prescribed in other legislation.

A legal entity or an individual may
be sentenced to pay fines due to viola-
tion of this Act. A legal entity may be
fined whether or not the guilt of an
employee of the legal entity has been
proved. Should a member of the staff
of the legal entity violate the terms of
this Act or of government directives
based on it, the legal entity may also
be fined. The legal entity shall be res-
ponsible for payment of a fine imposed
upon a member of its staff, for viola-
tion of the terms of this Act, provided
that the offence is connected to the em-
ployee’s work for the legal entity.
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SECTION VI
VARIOUS PROVISIONS

Article 16. Government Directives

The minister may issue regulations
on the further implementation of this
Act.

The minister shall issue regulation
on how information on assumed con-
sent by the terms of paragraph. 3 article
7 shall be provided, on how to ensure
that withdrawal of assumed consent by
a donor of a biological sample by the
terms of paragraph. 4 article 7 is com-
plied with, on the register of those op-
ting out and its form cp. paragraph. 4
article 7, and how to ensure equal treat-
ment of those who request access to
biobanks for purposes of scientific stu-
dies, cp. paragraph. 3 article 9.

Article 18. Entry into Force

This Act shall take force on 1 ja-
nuary 2001.

Provisional Clauses

1. Before the Act comes into force,
the minister of Health and Social Secu-
rity shall assign the Directorate General
of Health to carry out detailed publicity
among the general public on biobanks
and regulations applying to collection
and utilisation of biological samples.

2. Biological samples gathered be-
fore this Act came into force may be
stored in a biobank, unless the donor
of a biological sample declares his/her
opposition to this. Otherwise the pro-
visions of the Act shall apply to the
storage, handling and utilisation of
such biological samples.





