No. 89, 27 March 2003

Act amending the Medicinal Products Act, No. 93/1994, and the Physicians’ Act, No. 53/1988
CHAPTER I
Amendments to the Medicinal Products Act, No. 93/1994, 
as subsequently amended
Article 1


The following changes shall be made to Article 3 of the Act: 

a.
A new Point, Point 9, is added to the first paragraph, which shall read as follows:

to supervise especially the dispensing, format and attestation of prescriptions for habit-forming and narcotic medicinal products and the dispensing of habit-forming and narcotic medicinal products from pharmacies. A Regulation on habit-forming and narcotic medicinal products and other substances subject to supervision shall provide in detail for the implementation of this supervision; 

b.
The following new paragraph shall be added after the fourth paragraph:

An applicant for professional assessment of the harmful (harmless) characteristics of food additives and natural products, as provided for in the first paragraph, for proposed distribution and resale of such products, must pay a fee to the Icelandic Medicines Control Agency which shall cover the cost of the assessment.

c. In the sixth paragraph, “the third to fifth paragraphs” shall be replaced by: the third to sixth paragraphs. 

d.
In the ninth paragraph “Points 1-3 of the eighth paragraph” shall be replaced by: Points 1-3 of the ninth paragraph.

Article 2


The second sentence of the second paragraph of Article 24 shall be replaced by two new sentences, which shall read as follows: Pharmacists are, furthermore, under obligation to deliver to the State Social Security Institute in electronic form all information listed on prescriptions for dispensing of medicinal products containing personal data in encrypted form, in compliance with requirements of the Act on the Recording and Treatment of Personal Data. The Director of Health shall be responsible for the encryption and decryption of this data.

Article 3


Chapter VIII of the Act shall be followed by a new chapter, Chapter IX, Databases, containing three new articles; the numbering of other Articles and Chapters shall be changed accordingly:



a. (Article 25)

Two databases shall be operated, a statistical database and a medicinal products database, containing information which the State Social Security Institute receives from pharmacists, cf. the second paragraph of Article 24. The objective of operating the databases is to enable the State Social Security Institute, the Director of Health and the Icelandic Medicines Control Agency to carry out their supervisory role, as prescribed by law, with regard to habit-forming and narcotic medicinal products and prescriptions in general, as well as monitoring the cost of medicinal products and providing statistical data on Icelanders’ consumption of medicinal products.

The Personal Data Protection Authority shall supervise, in accordance with that institution’s role as prescribed by the Act on the Recording and Treatment of Personal Data, the security of personal data in the statistical database and medicinal products database and their operations in other respects.



b. (Article 26)

For the purpose of monitoring the cost of medicinal products and to provide statistical data on Icelandic consumption of medicinal products, the State Social Security Institute shall operate a statistical database on dispensing of medicinal products to patients, cf. the second paragraph of Article 24, where statistical information on medicinal products, prescriptions for medicinal products, consumption of medicinal products and costs is collected.

Personal identifications of patients and physicians shall be eradicated before encrypted data from pharmacists is entered into the statistical database. The State Social Security Institute shall ensure that this is done within one month of receipt of the data by the Institute.

The State Social Security Institute, the Icelandic Medicines Control Agency and the Directorate of Health are authorised to obtain information from the statistical database for the purposes of education and research. Other parties may also obtain information from the database for the same purpose. The Minister shall issue a Regulation on the use of information from and on access to the database.



c. (Article 27)

The Directorate of Health shall operate a medicinal product database on dispensing of medicinal products for the purpose of general surveillance of physicians’ prescriptions for medicinal products and for surveillance of habit-forming and narcotic medicinal products.

Personal identifications of patients and physicians shall be specially encrypted in the medicinal product database. Encrypted personal identifications from over three years ago must be eradicated. The Director of Health shall be responsible for encrypting personal identifications and shall alone preserve the key for both the encryption and decryption.

The Icelandic Medicines Control Agency and the State Social Security Institute may apply for access to personal information from the database. The Directorate of Health may grant such authorisation if: 

1. 
the State Social Security Institute requests access: 

a. 

due to repayment of a patient’s costs for medicinal products and the patient’s consent has been given;

b. 

to examine prescriptions and prescription practices of physicians for the purpose of monitoring cost of medicinal products, provided no patients’ personal identifications are included in these instances;

2. 
the Icelandic Medicines Control Agency requests access in accordance with that Agency’s surveillance role as provided for in this Act: 

a. 

when there is reason to suspect the forging of a prescription for a habit-forming or narcotic medicinal product or that it has come into existence by other illegitimate means;

b. 

when there is reason to suspect the incorrect dispensing of a prescription for a habit-forming or narcotic medicinal product.


The Directorate of Health shall itself have access to the medicinal product database in accordance with its supervisory role as provided for by the Health Services Act, Physicians’ Act or this Act, if any of the following criteria are fulfilled: 

a. 
when there is reason to expect that a large number of habit-forming or narcotic medicinal products have been prescribed for an individual by many physicians;

b. 
when there is reason to expect that a physician has prescribed habit-forming or narcotic medicinal products for his/her own use;

c.
when there is reason to expect that more habit-forming or narcotic medicinal products have been prescribed for an individual than can be regarded as normal during a specific period;

d.
for purposes of general surveillance with physicians’ prescriptions of medicinal products and for monitoring developments in medicinal product use, as provided for in Article 19 of the Physicians’ Act.


The Director of Health shall establish procedures for handling applications for access to the medicinal product database. These shall include provisions on obligations of applicants to explain the purpose of requesting information from the database and how the handling and processing of information will be arranged.

Article 4


The following changes shall be made to the references in the Act: 

a.
in Article 10, the reference to "Article 40" shall be replaced by: Article 43; 

b. 
in the sixth paragraph of Article 20, the reference to "Article 35" shall be replaced by: Article 38; 

c.
the reference to the sixth paragraph of Article 30, in the third paragraph of Article 21, shall be replaced by: the sixth paragraph of Article 33. 

d.
in Article 39, the reference to "Article 40" shall be replaced by: Article 43; 

e.
the reference to Chapter XIV, in Point 3 of the Temporary provisions, shall be replaced by: Chapter XV;

f.
the reference to Article 30, in Point 3 of the Temporary provisions, shall be replaced by: Article 33.

---

Article 8


This Act shall enter into force at once.

Article 9


The words “Article 41 of the Medicinal Products Act”, in sub-paragraph c of the first paragraph of Article 36 of the Social Security Act., No. 117/1993, as subsequently amended, shall be replaced by: Article 44 of the Medicinal Products Act.

Temporary provisions

The period until 1 January 2005 shall be a period of adaptation for the changes provided for by the Act. The State Social Security Institute may send the Icelandic Medicines Control Agency and the Director of Health information from prescriptions for habit-forming and narcotic medicinal products for which there is special risk of abuse, and which the State Security Institute has received from pharmacists in order that the above-named institutes can perform their surveillance roles, provided the requirements of the Act on the Protection of Privacy as regards the Processing of Personal Data are fulfilled.

