Government Regulation on a Health Sector Database Act
num. 32/2000

CHAPTER I
GENERAL PROVISIONS

Article 1. Scope

This Regulation applies to the creation
and operation of a centralized Health
Sector Database, cfr. article 2 of Act
num. 139/1998 on a Health Sector Da-
tabase.

Article 2. Definitions

In this Regulation, the following
terms shall have the respective mea-
nings indicated below:

Operating Licence: An operating li-
cence for the creation and operation of
a centralised Health Sector Database
pursuant to Act num. 139/1998 on a
Health Sector Database, issued by the
minister for Health and Social Security.

Monitoring Committee: A commit-
tee on the creation and operation of a
centralised Health Sector Database
pursuant to article 6 of Act num. 139/
1998.

Science Ethics Committee: The
Science Ethics Committee pursuant to
article 1 of Government Regulation
num. 552/1999 on scientific health re-
search, cf. article 29 of Act num. 74/
1997, on Patients’ Rights.

Technology, Security and Organi-
zation Terms: The technology, security
and organization terms of the Data
Protection Commission pursuant to ar-
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ticle 5, Paragraph 1, Sub-Section 2 of
Act num. 139/1998 on a Health Sec-
tor Database.

Query layer: Software intended to
process research or queries in the
Health Sector Database.

Query Classes: Specific types of
queries which are comparable and pro-
cessed using the software in the query
layer in the Health Sector Database.

Article 3. Assessment of Conditions

The issue of the Operating Licence
for the creation and operation of a
Health Sector Database is subject to
the provisions of Act num. 139/1998
on a Health Sector Database. The mi-
nister for Health and Social Security
shall assess whether the conditions
laid down in Paragraph 1 of article 5
of the Act are met before issuing an
Operating Licence. Prior to the issue
of the Operating Licence the Techno-
logy, Security and Organisation Terms
of the Data Protection Commission
shall be available, cf. Article 5, Para-
graph 1, Sub-Section 2 of the Act.

Article 4. Further Conditions in the
Operating Licence and Monitoring
of Compliance

The minister may attach further con-
ditions to the Operating Licence be-
yond the conditions established in Para-
graph 1 of article 5 of the Act. The
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minister may set the condition in the
Operating Licence that individual work
components in the preparation, creation
and operation of the Health Sector Data-
base shall not begin until such time as
certain conditions further elaborated in
the Operating Licence have been met.
The Monitoring Committee and Data
Protection Commission shall be respon-
sible for monitoring that conditions esta-
blished in the Operating Licence regar-
ding individual work components are
met as further provided in the Operating
Licence and in accordance with the divi-
sion of tasks among the Monitoring
Committee and Data Protection Com-
mission pursuant to Act num. 139/1998
and this Regulation.

The Minister may, at a later stage, e.
g. on the recommendation of the Mo-
nitoring Committee, the Data Protec-
tion Commission, the Interdisciplinary
Ethics Committee or the Licensee, es-
tablish new conditions in addition to
the conditions stipulated in the Opera-
ting Licence regarding the security of
data in the Database, its creation and
other aspects in the event of issues or
difficulties requiring action.

Article 5. Assessment of an Indepen-
dent Systems Security Expert

Processing in the Health Sector Da-
tabase shall not begin until an assess-
ment has been performed by an inde-
pendent expert on the security of
information systems. The Monitoring
Committee shall ensure that such an
assessment is conducted.

Article 6. Rules on Science Ethics

The collection, transfer and proces-
sing of data in the Health Sector Data-
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base shall at all times be conducted in
full compliance with recognised in-
ternational rules on science ethics and
rules established on their basis and cu-
rrent in Iceland at any time.

CHAPTER II
FINANCIAL SEGREGATION

Article 7. Segregated Accounts

The operation of the Health Sector
Database shall be financially segrega-
ted from other activities of the Licen-
see, cfr. Paragraph 2 of article 14 of
the Competition Act num. 8/1993.
The operation of the Health Sector
Database shall be conducted within a
separate operating unit or department,
and keep separate accounts. Accoun-
ting shall be conducted pursuant to
the Act on Financial Accounts. A se-
parate Initial Balance Sheet shall be
made. Assets regarded as pertaining
to the activities covered by the Opera-
ting Licence shall be appraised at
market value where possible, or at the
replacement value following reasona-
ble depreciation. Liabilities of the ac-
tivities covered by the Operating Li-
cence shall include only liabilities
connected with such activities alone.

Article 8. Pricing of Joint Use and
Day-to Day Management

All joint use of the operation sub-
ject to the Operating Licence and the
competitive operations of the Licen-
see, such as use of real estate, machi-
nery and human resources, shall be
valued at market price on an arm’s
length basis. In the event that market
price is not available, the value shall
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be based on cost price plus a reasona-
ble mark-up. Similarly, business bet-
ween the operation subject to the Ope-
rating Licence and other departments
shall be conducted on an arm’s length
basis.

When the utilisation of the Health
Sector Database has begun, the party
responsible for the day-to-day admi-
nistration of the operation subject to
the Operating Licence shall not be res-
ponsible for the administration of the
departments of the Licensee engaged
in competitive activities.

CHAPTER III
COLLECTION, HANDLING
AND PROCESSING OF
INFORMATION

Article 9. Licensed Health-Care Pro-
fessionals

The employees of the health institu-
tions in question or self-employed
health service workers shall prepare
data for transfer to the Health Sector
Database and such work shall be per-
formed or managed by employees who
are licensed health-care professionals.
The handling of health data by the Li-
censee shall also be performed or ma-
naged by personnel who are licensed
health-care professionals. Those em-
ployees of health institutions and self-
employed health service workers who
are directly employed in the transfer of
health data to the Health Sector Data-
base shall not be involved in the Li-
censee’s operation of the Database.
The Operating License shall be accom-
panied by a list of licensed health-care
professions at the time of issue of the
Operating Licence.

ISLANDIA

Article 10. Access to Data by Health
Authorities

The Ministry of Health and Social
Security and the Directorate of Health
shall at all times have access to statis-
tical data from the Database, cfr. arti-
cle 9 of Act num. 139/1998. The data
shall be in accessible form and meet
the specifications of the health autho-
rities as current at any time.

Article 11. Medical Records System

The Operating Licence shall es-
tablish general specifications for medi-
cal records systems. The Licensee shall
meet all conditions and requirements
contained in the specifications of the
Operating Licence and also any later
requirements and conditions which
the minister may regard as necessary
to achieve the objectives of Act num.
139/1998.

Article 12. Patient’s Rights

A patient may at any time request
that information concerning him is not
transferred to the Health Sector Databa-
se. A patient’s request may involve all
information already available on the pa-
tient in medical records or which may
be recorded, or further specified infor-
mation. Such a request from a patient
shall also be observed after his death.

In the event that a patient wishes to
have information on him transferred
to the Health Sector Database, despite
the fact that a health institution or self-
employed health service worker has
not entered into an agreement on such
transfer of information, the patient
shall submit a request to this effect to
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the Directorate of Health. The Directo-
rate of Health shall ensure that such a
request from a patient is carried out.

CHAPTER 1V
ACCESS CONTROL

Article 13. Access to the Health Sector
Database

The Licensee may not grant direct
access to the Health Sector Database.

Before processing is begun in the
Database, the Licensee shall inform
the Monitoring Committee which par-
ties in his employ work with the Data-
base, its operation and development of
software and which parties in his em-
ploy have access to the query layer.
Furthermore, their roles and responsi-
bilities shall be defined, as well as
their access authorisation. The Licen-
see shall notify the Monitoring Com-
mittee of any intentions to confer res-
ponsibilities on new parties pursuant to
this provision and ensure that the Se-
curity Terms of the Data Protection
Commission are strictly observed.

Article 14. Data from the Health Sec-
tor Database

Providing information on indivi-
duals from the Health Sector Database
is prohibited. Only statistical informa-
tion involving groups of individuals
may be provided.

CHAPTER V
MONITORING COMMITTEE
Article 15. Composition, Staff and Fa-

cilities

The minister for Health and Social
Security shall appoint a committee of
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three members, the Monitoring Com-
mittee, for a term of four years to su-
pervise the creation and operation of
the Health Sector Database. One mem-
ber shall be a health sector worker
with knowledge in the field of epide-
miology; another shall be knowledgea-
ble in the field of information and/or
computer science. The third shall be a
lawyer and serve as Chairman of the
Committee. Alternate members shall
be appointed in the same way.

The Committee shall be provided
with staff and working facilities. The
Committee shall employ a Managing
director with a law degree. The Com-
mittee shall seek expert advice as re-
quired.

Article 16. Supervision of the Making
of Agreements

The Monitoring Committee shall
oversee the making of agreements bet-
ween the Licensee, on the one hand,
and health institutions and self-emplo-
yed health service workers, on the ot-
her hand. The Committee shall protect
the interests of the public health au-
thorities, health institutions, self-em-
ployed health service workers and
scientists in negotiating agreements.
The negotiating parties shall inform the
Committee of the status of negotia-
tions. Members of the Committee are
permitted to attend meetings of the ne-
gotiating parties at their discretion.

The Monitoring Committee shall,
i. a., ensure co-ordination of the terms
of the Licensee’s agreements with in-
dividual institutions to the extent pos-
sible, e. g. as regards processing of
health data, design of software, costs
and payments.
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The Monitoring Committee shall
ensure that software for use in stan-
dardised recording in health institu-
tions and self-employed health service
workers is consistent with the specifica-
tions included in the Operating Licence
and any later specifications and requi-
rements, cf. articles 10 and 11 hereof.
The Committee shall ensure that the
software enables data processing that
will meet the needs of individual health
institutions and self-employed health ser-
vice workers for a co-ordinated infor-
mation system, the needs of specialist
fields and the needs of public health
authorities for access to statistical data
from the Database in accessible form
so as to be useful in the preparation
of health reports, plans, policies and
other projects of these parties. Measu-
res shall also be taken to ensure that
the data can be used for scientific re-
search.

Confirmation by the Monitoring
Committee of an agreement between
the Licensee and individual health ins-
titutions or self-employed health servi-
ce workers is a prerequisite for the va-
lidity of the agreement. The parties
shall be notified of the Committee’s
conclusion within two weeks from the
time that the agreement was delivered
to the Committee for confirmation.

Article 17. Surveillance

The Monitoring Committee shall
monitor the day-to-day operation of
the Database and ensure that its crea-
tion and operation are consistent with
the provisions of law, regulations and the
Operating Licence to the extent that
such is not the role of the Data Protec-
tion Commission under law.

ISLANDIA

Article 18. Access to Data

The Monitoring Committee may
require from the Licensee and persons
in the employ of the Licensee any in-
formation necessary for the Commit-
tee to perform its tasks pursuant to
Act num. 139/1998, this Regulation
and provisions of the Operating Li-
cence.

The Licensee shall ensure, e. g.,
that the Monitoring Committee al-
ways has access to information on all
research or queries or classes of que-
ries submitted to the Licensee for pro-
cessing as well as to information on
the research parties and parties sub-
mitting queries in a form permitted by
the Security Terms of the Data Pro-
tection Commission.

The members of the Monitoring
Committee and persons directly or in-
directly in its employ shall not divul-
ge any confidential information that
they acquire in the course of their
duty. The confidentiality obligation
shall remain in force even when em-
ployment ceases.

Article 19. Advice on Use of Data

The Monitoring Committee shall
advise the ministry of Health and So-
cial Security and the Directorate of
Health on utilisation of data in the
Database.

Article 20. Backup Copies

The Monitoring Committee shall
preserve backup copies of the Databa-
se in a bank safety deposit box or in
some other secure manner. The Bac-
kup copy shall be updated regularly
pursuant to the further decision of the
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Committee as new data is entered into
the Database. The Operating Licence
shall contain further provisions on bac-
king up the Database pursuant to the
Technology, Security and Organiza-
tion terms of the Data Protection Com-
mission.

Article 21. Information to the Science
Ethics Committee

The Monitoring Committee shall
deliver to the Science Ethics Commit-
tee at least once every three months a
list of all queries or query classes sub-
mitted to the Health Sector Database
together with information on the par-
ties submitting the queries, in a form
permitted by the Technology, Security,
and Organization Terms of the Data
Protection Commission.

Article 22. Notification of Impropriety

The Monitoring Committee shall in-
form the minister and the Data Protec-
tion Commission without delay if the
Committee has reason to believe that
there is any impropriety in the opera-
tion of the Database.

Article 23. Temporary Operation of
the Health Sector Database

In the event of revocation of the
Operating Licence, or if the Licensee
is deprived of the Operating Licence,
the Monitoring Committee shall opera-
te the Database in the interests of the
public health authorities, health institu-
tions and self-employed health service
workers, e. g., in the interests of scien-
tific research, until such time as the
Minister has arrived at a decision on its
future operation.
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The Committee shall submit to the
minister its opinion regarding the con-
tinued operation of the Health Sector
Database following the expiration of
the term of the Licence pursuant to
its provisions. The same applies if the
Operating Licence is revoked or the Li-
censee is deprived of his Licence.

Article 24. Report to the Minister

No later than 1 march of each year,
the Monitoring Committee shall sub-
mit to the minister a report on the
operation of the Health Sector Data-
base and the work of the Committee
over the preceding year. Furthermore,
the Committee shall keep a record of
its minutes and deliver a copy of the
minutes to the minister following each
meeting.

CHAPTER VI
INTERDISCIPLINARY ETHICS
COMMITTEE

Article 25. Composition of the Com-
mittee and Expert Assistance

The minister for Health and Social
Security shall appoint an Interdiscipli-
nary Ethics Committee of three mem-
bers for a term of four years. One
member shall be appointed pursuant
to the nomination of the Directorate
of Health; one member shall be ap-
pointed pursuant to the nomination of
the minister for Education, and one
member shall be appointed by the mi-
nister for Health and Social Security
without nomination to serve as Cha-
irman of the Committee. Alternate
members shall be appointed in the sa-
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me manner. Steps shall be taken to en-
sure that the Committee is composed
of individuals with expert knowledge
in the field of health sciences, research
ethics and human rights. The Commit-
tee may summon experts for consulta-
tion as necessary.

Article 26. Role

The Interdisciplinary Ethics Com-
mittee shall ensure that processing of
data in the Health Sector Database is at
all times conducted in full compliance
with recognised international rules on
science ethics and rules established
on the basis of such international rules
and current in Iceland at any time. The
Committee shall base its opinions on
those rules.

The Licensee shall submit to the
Interdisciplinary Ethics Committee a
request for research and individual
queries or query classes which are in-
tended for processing using data from
the Health Sector Database. This ap-
plies to research which is conducted
exclusively within the enterprise of the
Licensee or in co-operation with other
parties. A request pursuant to this pro-
vision shall be accompanied by a de-
tailed description and other data pur-
suant to further provision of the rules
of procedure of the Committee.

Research, queries or query classes
shall not be processed without the
prior consent of the Interdisciplinary
Ethics Committee.

The Interdisciplinary Ethics Com-
mittee shall respond to requests within
two weeks of receiving all documents.
In the event of unusually extensive re-
search or queries, the Committee may
extend this deadline by two weeks.

ISLANDIA

Article 27. Appeal

Decisions of the Interdisciplinary
Ethics Committee may be appealed to
the minister for health and Social Se-
curity. The Minister shall seek the
opinion of the Science Ethics Com-
mittee before returning a decision.

Article 28. Surveillance
and Revocation

The Interdisciplinary Ethics Com-
mittee shall monitor the progress of
research and processing of queries
which it has approved in the Health
Sector Database. The Committee may
require that the Licensee submit
reports to the Committee to enable the
Committee to ascertain that work is
conducted in accordance with informa-
tion submitted to the Committee and/
or instructions of the Committee on
processing.

The Interdisciplinary Ethics Com-
mittee may withdraw its permission to
use specific classes of research or que-
ries if it is of the opinion that their con-
duct is not consistent with the docu-
ments submitted information submitted
to the Committee and/or the instruc-
tions of the Committee on their use.

If the permission of the Commit-
tee is revoked, the research or pro-
cessing of queries shall be stopped
immediately.

Article 29. Rules of Procedure

The minister shall establish rules
of procedure for the Interdisciplinary
Ethics Committee pursuant to the re-
commendations of the Interdiscipli-
nary Ethics Committee and comments
of the Science Ethics Committee.
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CHAPTER VII
THE DATA PROTECTION COMMISSION

Article 30. Requirements for Techno-
logy, Security and Organization

The Data Protection Commission shall
establish Technology, Security and
Organisation terms to be met by the
Licensee in the creation and operation
of the Health Sector Database.

The Data Protection Commission
may review the Technology, Security
and Organisation Terms to be met by
the Licensee in the light of new tech-
nology, experience or changed assess-
ment of the Technology, Security, and
Organization Terms, and establish a
deadline for the Licensee to comply
with the new requirements.

The Licensee shall not make any alte-
rations in matters of Technology, Secu-
rity and Organisation, including changes
in software or hardware, except pur-
suant to rules established by the Data
Protection Commission.

In the event of circumstances where
the security of data may be at risk, the
Data Protection Commission may prohi-
bit further processing in the Database
until such time as the Data Protection
Commission is satisfied that data secu-
rity is adequate.

Article 31. The Data Protection Com-
mission Encryption Agency

The Data Protection Commission
shall operate an Encryption Agency
which shall carry out the transfer of all
data to the Health Sector Database.

Personal identifiers shall be encryp-
ted by one-way encryption at Health
Institutions or at the location of self-em-
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ployed health service workers who
have concluded an agreement with
the Licensee. Medical data processed
by these parties shall be sent in
encrypted form to the Encryption
Agency of the Data Protection Com-
mission. The Directorate of Health
shall provide the Encryption Agency
of the Data Protection Commission
with an encrypted list of those pa-
tients who have requested to be exclu-
ded from the Health Sector Database,
and the Encryption Agency shall de-
lete all data processed from their me-
dical records.

The Encryption Agency of the Da-
ta Protection Commission is responsi-
ble for further encryption of personal
identifiers before the data is sent to
the Health Sector Database using met-
hods which in the opinion of the
Agency will best ensure personal pri-
vacy.

Article 32. Cross-referencing of Data

The Licensee shall establish rules of
procedure and work processes which
meet the conditions of the Data Pro-
tection Commission in order to ensure
privacy protection in the cross- refe-
rencing of data from the Health Sec-
tor Database, a genealogical databa-
se and a database containing genetic
data.

The Data Protection Commission
shall attach such conditions to its ap-
proval of the rules of procedure and
work processes of the Licensee as it
considers necessary at any time to en-
sure privacy protection and data secu-
rity in the Health Sector Database. Data
from the Health Sector Database shall
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not be cross-referenced with genetic
data unless such data has been obtai-
ned in accordance with the rules cu-
rrent in Iceland at any time.

Among the conditions for the ap-
proval of the Data Protection Commis-
sion is that the results should be non-
personally identifiable. If it becomes
evident that results obtained from
cross-referencing of data are perso-
nally identifiable, the Data Protection
Commission may withdraw its appro-
val and order the destruction of such
results in their entirety or in part. Du-
ring the course of investigation, the
Data Protection Commission may
prohibit further cross-referencing of
data on the basis of its approval and ta-
ke custody of the results.

In the event that the Licensee does
not observe the conditions of the Data
Protection Commission on the cross-re-
ferencing of data, the Data Protection
Commission may revoke its approval
pursuant to this provision.

Article 33. Transfer of Medical Data

In order to preserve the security of
personal data, the Data Protection
Commission may establish rules to be
observed during the collection, regis-
tration and processing of medical data
in the medical records system in prepa-
ration for their transfer to the Encry-
ption Agency of the Data Protection
Commission.

Health Institutions and self-emplo-
yed health service workers are respon-
sible for the delivery of health data to
the Encryption Agency of the Data
Protection Commission, and shall ob-
serve the conditions established by the
Data Protection Commission.

ISLANDIA

Article 34. Inspections and Monito-
ring Activities of the Data Protec-
tion Commission

The Data Protection Commission
is responsible for monitoring the crea-
tion and operation of the Health Sec-
tor Database as regards the recording
and processing of personal data and
the security of data in the Health Sec-
tor Database.

The Data Protection Commission
shall take measures to monitor obser-
vance of the conditions established by
the Commission.

The Data Protection Commission
may inspect the technology, security
and organisation aspects of the Health
Sector Database whenever necessary.
The Data Protection Commission may
conduct any test, inspection or take
any surveillance action it may regard
as necessary and demand the required
assistance of the personnel of the Li-
censee in taking such action.

The Data Protection Commission
may require from the Licensee and
any of the Licensee’s employees any
information necessary for the Com-
mission to perform its tasks, including
information to determine whether a
particular activity falls under the pro-
visions of this Regulation and the Act
on a Health Sector Database. The Da-
ta Protection Commission may also
summon personnel of the Licensee
and persons employed by the Licen-
see to appear before the Commission
and provide oral information and ex-
planations.

In the course of its surveillance du-
ties, the Data Protection Commission
shall have free access to the premises
where the Health Sector Database is
preserved and processing takes place.
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The Data Protection Commission
may, by a special resolution, entrust
specific employees and consultants with
certain aspects of the work entrusted to
the Data Protection Commission pur-
suant to this Regulation and the Act on
a Health Sector Database.

Article 35. Report of the Data Protec-
tion Commission

The Data Protection Commission
shall advise the minister on the conti-
nued operation of the Health Sector Da-
tabase following the expiration of the
term of the Operating Licence pursuant
to its provisions. The same applies if
the Operating Licence is revoked or the
Licensee deprived of his Licence.

CHAPTER VIII
DISPOSAL OF THE HEALTH SECTOR
DATABASE FOLLOWING THE END
OF THE TERM OF THE LICENSE

Article 36. Disposal and Operation Fo-
llowing the End of the Term of the Li-
cence

When the term of the Licence expi-
res pursuant to the provisions of the
Operating Licence, or if the Licence is
terminated for other reasons, the Mi-
nister for Health and Social Security
shall, on the recommendation of the
Monitoring Committee and the Data
Protection Commission, decide on the
disposal and operation of the Database.

Article 37. Rights to Software, Databa-
se and other Rights Necessary for
the Operation of the Database

The Licensee shall ensure that the
Ministry of Health and Social Security,
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or such party as the Minister may en-
trust with the operation of the Data-
base, is granted, without time limits,
the use of all software and rights ne-
cessary for the creation and operation
of the Health Sector Database, as furt-
her provided in the Operating Licen-
ce, following the expiration or termi-
nation of the Operating Licence.

On the termination or expiration of
the Operating Licence the Licensee
shall deliver to the Ministry of Health
and Social Security, or such party as
the minister may entrust with the ope-
ration of the Database, the software,
rights and hardware necessary for the
creation and operation of the Health
Sector Database, as further provided
in the Operating Licence.

Article 38. Limitations on Disposal
Rights

The Licence and the Health Sector
Database are neither assignable nor
subject to enforcement of claims. The
Operating Licence and the Database
may not be pledged against any finan-
cial liability.

CHAPTER IX
PAYMENT OF COSTS

Article 39. Payment of Costs, Budget
and Procedure in the Event of Dis-
putes

The Licensee shall bear all costs
incurred by the Ministry of Health
and Social Security, the Monitoring
Committee, Data Protection Commis-
sion, Interdisciplinary Ethics Com-
mittee and Directorate of Health from
the tasks assigned to those parties
pursuant to Act num. 139/1998 on a
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Health Sector Database, this Regula-
tion, or the Operating Licence for the
creation and operation of a Health Sec-
tor Database.

Prior to 15 august of each year, the
ministry of Health and Social Security
and the ministry of Justice, acting on
behalf of the Data Protection Commis-
sion, shall present to the Licensee their
budgets and work plans, referred to in
Paragraph 1 of this article [39], in res-
pect of the activities of the Licensee in
the creation and operation of a Health
Sector Database in the subsequent ope-
rating year. The Licensee shall, before
15 september of each year, submit his
comments on such plans if he sees rea-
son to do so.

Following the end of each month
the State Treasury shall invoice the Li-
censee for costs incurred in the prece-
ding month, cfi. Paragraph 1 hereof.
The Licensee shall pay the invoice wit-
hin 15 days of its issue.

In the event of any dispute regar-
ding payments, the opinion of the Na-
tional Audit Bureau shall be sought.
The opinion of the National Audit Bu-
reau shall be binding on both parties.

Article 40. Costs Pursuant to Agree-
ments

The Licensee shall pay all costs in-
curred in the processing of data for
transfer to the Health Sector Databa-
se, as well as the cost of producing an
integrated information system for
health institutions and self-emplo-
yed health service workers pursuant
to further provisions in agreements
[of the Licensee] with health institu-
tions and self-employed health service
workers.

ISLANDIA

CHAPTER X
CONFIDENTIALITY, PROCEDURAL
RULES, FURTHER CLAIMS
AND CONDITIONS ETCETERA

Article 41. Confidentiality

Parties working for public authori-
ties in the enforcement of Act num.
139/1998 on a Health Sector Databa-
se, regulations issued pursuant to that
Act or the Operating Licence shall not
divulge any matters on which they
may obtain information in the course
of their work and which are subject to
confidentiality. The confidentially shall
remain in force even when work is
ceased.

Article 42. Administrative Law

To the extent applicable, the provi-
sions of the Administrative Act num.
37/1993 shall be observed in all proce-
dure pursuant to Act num. 139/1998 on
a Health Sector Database, this Regu-
lation and the provisions of the Opera-
ting Licence, cfr., i. a., the provisions
of the Administrative Act on competen-
ce, speed of procedure, proportionality,
the right to be heard and the publication
and revocation of decisions.

Article 43. Further Requirements and
Conditions

Through amendment of this Regu-
lation, the minister may establish fur-
ther requirements and conditions re-
garding the creation and operation of
a Health Sector Database following
the issue of the Operating Licence in the
event of any issues arising on which
Act num. 139/1998 on a Health Sec-
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tor Database, this Regulation or the
Operating Licence contain no provi-
sions.

Article 44. Effect and Legal Basis

This Regulation, issued on the basis
of article 18 of Act num. 139/1998 on
a Health Sector Database, cfr. article 6,
Paragraph 2 of article 10, and Para-
graph 3 of article 12 of the same Act,
shall take effect on its publication.

Temporary Provisions

Payment of Incidental Costs Prior
to the Issue of the Operating Licence
and Costs Incurred in the Year 2000

Following the issue of the Opera-
ting Licence the costs which can reaso-
nably and fairly be regarded as relating
to the preparation and issue of the
Operating Licence pursuant to Act
num. 139/1998 on a Health Sector Da-
tabase shall be calculated and the Li-
censee invoiced for such costs. The
Licensee shall have 15 days to com-
ment on the invoice and itemisation
of costs if he so chooses. In the event of
any dispute regarding individual items
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the binding opinion of the National
Audit Bureau shall be sought regar-
ding the dispute.

The Licensee shall reimburse the
State Treasury for all costs pursuant
to this Paragraph 1 with six equal
monthly payments, the first such pay-
ment to be made no later than 45 days
after the date of the invoice pursuant
to this article.

Following the end of each month
of the year 2000 the Ministry of
Health and Social Security shall, in
respect of costs incurred by the Moni-
toring Committee, the Interdiscipli-
nary Ethics Committee and the Direc-
torate of Health and the Ministry of
Justice, instruct the State Treasury to
collect the accrued costs of the said
parties in the preceding month arising
from the performance by such parties
of the tasks entrusted to them pur-
suant to Act num. 139/1998 on a
Health Sector Database.

The Licensee shall have 15 days to
submit his comments on invoices pur-
suant to Paragraph 3. In the event of
disputes regarding individual cost
items the binding opinion of the Na-
tional Audit Bureau shall be sought
regarding the dispute.





