Bill
for amendments to the Medicinal Products Act No 93/1994,
with subsequent amendments 
(Presented to Althingi at its 135th parliamentary session 2007–2008.) 
Article 1

After sub-paragraph 10 of Article 3 (1), a new sub-paragraph is inserted as follows: Review of applications and issuing of licenses to sell medicinal products according to Chapter VII, importations and wholesale distribution license according to Chapter XII and manufacturing licenses according to Chapter XIII. 
Article 2

The following changes will be made to article 20 of the Act:

a.
Three new sentences are added to paragraph 1 as follows: However, the sale of medicinal products containing nicotine and fluor, which are not subject to prescription, is authorised in stores other than pharmacies. Sale of medicinal products containing nicotine and fluor is subject to Article 8 (1) and (7) of the Tobacco Control Act and Article 62 (2) of the regulation on pharmacies and licenses to sell medicinal products. Surveillance, coercive instruments and penalties are governed by provisions of the Act on Health and Pollution Prevention. 
b. 

The word “Minister” of paragraphs 1 and 2, first and third sentences of paragraph 3, paragraphs 5 and 6, is replaced by “Icelandic Medicines Control Agency” in the respective case. 
c.
 paragraph 4 shall read as follows:
Before the operation of a pharmacy is commenced, it shall be confirmed that premises, equipment and employees meet the requirements of the Icelandic Medicines Control Agency. 
d.
The words “must have the approval of the Icelandic Medicines Control Agency before such activities commence” of the first sentence of paragraph 6 are deleted.
Article 3

The following changes will be made to Article 21 of the Act:

a.
first sentence of paragraph 7 is deleted. 
b. 
eighth sentence of paragraph 1 shall be phrased as follows: The Minister may further stipulate on the conditions and execution of mail order sale of medicinal products and their mailing in a regulation on pharmacies and authorisations to sell medicinal products. 
c.
The word “Minister” in the first sentence of Article 2 (3) is replaced by “the Icelandic Medicines Control Agency” in the respective case. 


Article 4
The following changes will be made to Article 22 of the Act:
a. The words “having obtained the opinion of the IMCA” of paragraph 1, sub-paragraph 2 are deleted. 
b. The word “Minister” in paragraph 2 are replaced by the words “the Icelandic Medicines Control Agency”. 
Article 5

The words “Ministry of Health” in the first sentence of Article 24 (2) are replaced by “the Icelandic Medicines Control Agency”. 
Article 6

The words “three years” in the second sentence of Article 27 (2) are replaced by “thirty years”.
Article 7

The word ”Minister” in the first sentence of Article 29; Article 32 (1); second and third sentence of Article 33 (2) and the first and third sentences of Article 34 (1) of the Act is replaced by ”the Icelandic Medicines Control Agency” in the respective case.
Article 8

The words “the Minister of Health and Social Security” in the third sentence of Article 31 (1) and the word “Minister” in the fourth sentence of paragraph 1 and the first sentence of paragraph 2 of the same Article are replaced by “the Icelandic Medicines Control Agency”. 
Article 9
Article 40 of the Act shall read as follows: 
The medicinal products committee of a health care institution shall issue a list of the medicinal products to be used by the institution. Such a committee shall consist of at least one practising doctor at the institution and one practising pharmacist working for the institution. The medicinal products committee shall issue or publish a medicinal products list that is valid for the institution. Care shall be taken, when there is a choice of more than one product, to choose the less expensive product for use within the institution, with regard to its efficacy, quality and safety. 
Article 10
The following sentence is added to Article 42 of the Act: Pricing of prescription medicines shall be the same throughout the country, but wholesalers and manufacturers of medicinal products and their sales representatives or retailers who wish to sell products at prices lower than the indicated maximum price, shall notify the Medicines Pricing and Reimbursement Committee thereof, which then publishes those in the next issue of the Registry of medicinal products pricing. 
Article 11

The following preliminary provision is added to the Act: Dispensation, importation, wholesale and manufacture authorisations for medicinal products issued before 1 October 2008 by the Minister of Health in accordance with this Act remain valid in spite of the provisions of articles 20, 32 and 34 of the Act. 
Article 12
This Act has been notified of in accordance with provisions of Directive 98/34/EC laying down a procedure for providing information in the field of technical standards and regulation. 
Article 13

This Act enters into force on 1 October 2008.

Preliminary Provisions
Applications for authorisations to sell medicinal products, importation, wholesale and manufacture authorisations that have not been processed but received by the Ministry of Health before this Act enters into force, are governed by its provisions. 
Notes on this bill
This bill is written at the Ministry of Health. It proposes a few changes to the law in force, aiming at furthering competition and increasing customer service by removing the ban on mail order sales of medicinal products and authorising the sale of nicotine and fluor containing medicines outside pharmacies. In order to lower the cost of medicinal products and keep the medicinal cost of institutions down it is proposed that the price of prescription medicines be homogenous in the whole country and that the medicinal products committees of hospitals publish a binding list on the use of medicines in the institution concerned. It is furthermore proposed that surveillance and implementation of medicinal prescriptions and undesirable effects be strengthened by extending the data conservation period in the Directorate of Health database from 3 to 30 years. Furthermore, a simplified administrative procedure is proposed by transferring the granting of authorisations regarding medicinal products from the Ministry to the IMCA. 
The substantial points of the bill are the following:

Firstly, Article 3 of the bill proposes that the ban of the present law on mail order sales of medicinal products be lifted and that such sale be authorised upon fulfilment of certain conditions that shall be determined by regulation. 
Secondly, Article 2 of the bill authorises the sale of nicotine and fluor containing medicines outside pharmacies. 
Thirdly, Article 9 proposes a change to provisions of the present law on medicinal products committees in hospitals and their role. Their impact shall be increased and the committees shall publish a binding list of the medicinal products to be used in each relevant institution. 
Fourthly, Article 10 proposes that the price of medicinal products be the same throughout the country. Instead of discounts on prescription medicines decided by the Medicines Pricing and Reimbursement Committee, medicinal products wholesalers, manufacturers and their representatives or retailers may notify lower prices to be published in the Registry of medicinal products pricing.
Fifthly, Article 6 of the bill proposes that the data conservation period for the medicinal products database maintained by the Directorate of Health be extended from 3 to 30 years. 
Sixthly, Article 1 of the bill proposes that the change be made to the present law that the treatment of applications and issuing of authorisations for dispensation, importation, wholesale and manufacture be transferred from the Ministry of Health to the Icelandic Medicines Control Agency. This change is in accordance with the Ministry’s simplification programme regarding the action programme “Simpler Iceland” adopted by the government on 17 October 2006. It provides that each ministry set a long term plan to simplify public rules and administration. The Ministry of Health adopted such a two-year programme for the period 1 October 2007 – 1 October 2009. The main arguments for transferring the treatment and issuing of authorisations in this sector to the Icelandic Medicines Control Agency are that this is administrative work more adequately entrusted to an agency than the ministry. Until now the ministry has in each case consulted the IMCA concerning every application for an authorisation for dispensation, importation, wholesale and manufacture of medicinal products. This change is therefore aimed at simplifying and shortening procedures. This change must be considered optimal from the point of view of legal security as the applicant for the above mentioned authorisations can refer the IMCA decision to the ministry and thus have his case discussed at two administrative levels. Some provisions of the present law are changed to accord with the task transfer mentioned above. 
Comments on the bill's individual Articles
On Article 1
The provision proposes that the Icelandic Medicines Control Agency be entrusted with the role of treating applications and issuing authorisations for dispensation, importation, wholesale and manufacturing, whereas according to the present law this administration is the responsibility of the ministry. The IMCA has always been consulted regarding the issue of the abovementioned authorisations as it has important professional expert knowledge in the field. It is therefore considered normal and economical that the administration of these authorisations be entirely the IMCA’s responsibility. This arrangement simplifies and expedites procedures in granting these authorisations.  With this change an avenue for appeal to the ministry is created, cf. Article 49 (4) of applicable law. 
On Article 2
On item a
The article’s aim is to increase the number of sales points for nicotine medicines in order that they become an substitution option where tobacco is for sale. Nicotine containing medicines sold without prescription are gum, patches as well as inhalator and nasal spray medicines. The provision applies only to nicotine containing medicines that are not subject to prescription. Nicotine tablets, on the other hand, which are available only by prescription, are not concerned by this bill. The bill involves that nicotine and fluor containing medicines will be available at gas stations, in supermarkets and kiosks. If the bill is passed an increase in competition may be expected and a lower price for these medicines. Nicotine containing medicines can help smokers quit smoking and therefore it may be argued that such medicines should be equally accessible as tobacco. The objective of this Article is also to make fluor containing medicines which are not subject to prescription more accessible. Fluor toothpaste is already for sale at most aforementioned sales points and other forms of fluor containing medicines such as fluor wash, fluor gum and fluor tablets should be accessible in the same manner. The use of fluor containing medicines is among the most effective and economic protections available against tooth decay and should thus be as accessible to the public as soft drinks and sweets. It is furthermore proposed that provision of Article 8 (1) of the Act on Tobacco Protection, providing for the prohibition of sale or supply of tobacco to children under the age of 18, and provision of paragraph 7 of the same Article, providing that only 18 years and older may sell tobacco, apply to the sale of nicotine and fluor containing medicines. Reference to Article 62 (2) of the regulation concerning pharmacies and authorisations to sell medicinal products ensures that the rule applicable to the sale of non-prescription medicines in pharmacies prevents these medicines from being sold in self-service, and that it applies also to nicotine and fluor containing medicines. According to the present law the Icelandic Medicines Control Agency is responsible for surveillance of the sale of medicinal products in pharmacies. The IMCA control does not apply to control of other retail distribution. It is assumed here that control of nicotine and fluor containing medicines in stores other than pharmacies is the responsibility of local municipal health committees, similar to the control of the sale of tobacco, in accordance with the Act on Health and Pollution Prevention No. 7/1998, with subsequent amendments, and that all their enforcement measures and penalties apply to parties selling nicotine and fluor containing medicines outside pharmacies.
On item b
The proposed change here is in accordance with the change involved in Article 1 of the Act, that the issuing of authorisations for the sale, wholesale and manufacture of medicines is transferred from the Ministry of Health to the IMCA.
On item c
A changed wording is proposed for Article 20 (4) of the Act in accordance with the changes involved in the bill on the transfer of granting authorisations from the ministry to the IMCA. It must, nevertheless, be ascertained that premises, facilities and employees fulfil the requirements of IMCA.
On item d
It is proposed here to remove the part of the text in Article 20 (6), stipulating that the authorisation of the IMCA must be obtained before the operation of a pharmacy may commence. According to the transfer of granting authorisations from the ministry to the IMCA resulting from the bill, this is considered redundant.
On Article 3
On item a
With this provision, the seventh sentence of Article 21 (1), reading “Mail order trade in medicinal products is not authorised” is deleted. The objective of the change is to further competition and increase customer service. It is expected that mail order sales will be limited to authorisations for medicinal product sales and in relation to operating pharmacies in order for these sales activities to conform to the medicinal products sales frame in Iceland and in the European Economic Area.
On item b
Article 3 (b) of the bill provides for the ministerial authorisation to further elaborate on these conditions in a regulation on pharmacies and authorisations for the sale of medicinal products. It is provided that it will also address quality and safety requirements regarding mail order medicines. Included shall be i.a. requirements on medicinal products packaging, labelling, transport, dispensation and traceability. It is not provided that medicines classified as habit-forming and narcotic drugs be sent by mail order. The article does not authorise sale of medicines over the Internet that do not have a formal authorisation in Iceland or in member countries of the European Economic Area.
On item c
The proposed change here is in accordance with the change involved in Article 1 of the Act, that the issuing of authorisations for the sale, wholesale and manufacture of medicines is transferred from the Ministry of Health to the IMCA.
On Articles 4 and 5

For these articles, a reference is made to comments on Article 3 (c)

On Article 6
The provision proposes a change to Article 27 of the Medicinal Products Act that storing of personal identifiable encrypted data in the medicinal products database of the Directorate of Health be prolonged from 3 to 30 years. In the last semesters the value and uniqueness of data in the Directorate of Health database has become apparent. It is of utmost importance that the Directorate of Health continues to maintain statistical and personally identifiable data useful to the authorities for the purpose of epidemiological studies, studies on drug safety and policy making in the field of health care. Data from the medicinal products database have proved very necessary for the purpose of quality control and studies in the field of medicines and health in Iceland. The three year limitation provision prevents the improvement of of medicinal products use through quality and research programmes, e.g. it is impossible to monitor undesirable effects, study the impact of medicines on the nation and trace possible damage patients may incur due to medicinal products. Furthermore, the Directorate of Health, the Icelandic Medicines Control Agency, the University of Iceland pharmacological research institute and other parties have urged that the conservation period be extended. A thirty years period is chosen with reference to two recently adopted EC Directives, the former being the “Commission Directive 2005/61/EC implementing Directive 2002/98/EC of the European Parliament and of the Council as regards traceability requirements and notification of serious adverse reactions and events” which concerns traceability in case of serious events regarding blood and blood products, and the latter being “Directive 2004/23/EC of the European Parliament and of the Council of 31 March 2004 on setting standards of quality and safety for the donation, procurement, testing, processing, preservation, storage and distribution of human tissues and cells” laying out that: “Tissue establishments shall keep the data necessary to ensure traceability at all levels. Data required for full traceability shall be kept for a minimum of 30 years after clinical use”. Cases of serious adverse events with use of medicinal products must be considered comparable to cases of serious adverse event with the use of blood and blood products or human tissues and cells and therefore conservation time is considered to be adequate 30 years, in accordance with adopted EC Directives.

On Articles 7 and 8
The proposed changes here accord with the change involved in Article 1 of the Act, that the issuing of authorisations for the sale, wholesale and manufacture of medicines is transferred from the Ministry of Health to the IMCA.
On Article 9
The provision lays out a change to Article 40 of the Act on hospital medicinal committees aiming to increase their importance and their impact in the compilation of medicinal products lists. According to the applicable law, medicinal products committees of institutions have a consultative role in the choice of medicinal products within the relevant institutions. A fundamental change in the role of such medicinal products committees is proposed here as it is provided that institutional medicinal products committees instruct on the choice and use of medicinal products within the relevant institution. Doctors at the institution may nevertheless prescribe other products than those on the institution’s list, having obtained the approval of the medicinal products committee, in case e.g. of an allergy to the medicine that was chosen on the medicinal products list.  This provision’s objective is to maintain the medicinal products cost at a minimum and therefore it is important that in order to achieve this objective each institution always have a valid medicinal products list approved by the respective medicinal products committee.
On Article 10
Pharmacy discounts as they are presented to patients today discriminate against habitation, being complex and lacking transparency, and do not encourage use of less expensive medicinal products. Discounts often result in prescription and dispensing of larger doses of medicinal products or more expensive products than necessary. Information on discounts has not been readily available and has in some instances in fact prevented competition both on the wholesale and retail level. In addition, discounts act as entry barriers for new parties and further increase oligopoly in this market, rendering it even less efficient. In order to avoid discrimination it is therefore proposed that the same prices apply for the whole country. This results in non-discrimination and efficiency which are important factors in commerce with medicinal products as with other health care services. In order to increase transparency of medicinal products pricing and fair competition it is proposed that companies wishing to offer discounts, both on the wholesale and retail level, do so by notifying the Medicinal Products Pricing Committee of the discount. Medicinal products wholesalers, manufacturers, their representatives or retailers are assisted in competing with prices in the medicinal products price list with a simple notification to the Medicinal Products Pricing Committee. A retailer is defined as a pharmacy (-ies) operated and registered with one identification number. The provision does not prevent price discounts in relation to tenders on medicinal products for health care institutions.
On Article 11
It is proposed that the preliminary provisions of the Act provide that an authorisation granted by the Minister of Health according to the present legislation before 1 October 2008 remain valid. Holders of dispensation, importation, wholesale and manufacturing authorisations in force, issued by the Minister of Health, do not need to reapply for an authorisation although their issue is transferred to the Icelandic Medicines Control Agency.
On Article 12
According to Article 5 of regulation No. 733/2000 on notification of technical regulations relating to products and remote services, based on the Act No. 57/2000 on exchange of information on technical regulations relating to products and remote services, it is necessary to refer to legal or regulation texts notified through the technical notification procedure in Directive 98/34/EC, laying down a procedure for the provision of information in the field of technical standards and regulations. It is therefore proposed that this reference be included in the legal text.
On Article 13
According to this Article it is provided that the Act enters into force on 1 October 2008. This timeframe is proposed because the bill must go through the European Union technical notification procedure in accordance with Directive 98/34/EC, laying down a procedure for the exchange of information in the field of technical standards and regulations as adopted with Act No. 57/2000 on exchange of information on technical regulations relating to products and remote services. This notification procedure entails a three month waiting period which is the time the Commission, EU Members States and the EFTA Surveillance Authority, ESA, have to comment on provisions providing for technical regulations. The notification requirement is global and includes i.a. requirements regarding the products characteristics, safety, manufacturing process and marketing or involves control of the consumption or utilisation of products. Care must therefore be taken, if the bill is adopted as law, that it does not enter into force before the three months waiting time has elapsed. It is also important that enough time is reserved to respond to eventual comments. For this reason entry into force is proposed on 1 October 2008. It is thus concurrent with other measures taken by the Minister in the field of medicinal products aiming at increased accessibility to inexpensive medicines in the country.
On the Preliminary Provision
It is proposed here that applications for medicinal products dispensation, importation, wholesale and manufacture received by the Ministry of Health upon entry into force of the Act, be dealt with according to provisions of this Act and therefore treated at the Icelandic Medicines Control Agency. The bill does not provide for substantial changes to the conditions to be fulfilled in order to be granted the abovementioned authorisations and therefore it is considered normal that this procedure apply to the treatment of applications.
Enclosure.
Ministry of Finance, 
budget department
Statement on the bill for amendments to the Medicinal Products Act No. 93/1994, with subsequent amendments
The bill provides for various measures aiming at furthering competition on the medicinal products market, increasing customer service and simplifying administration in the field of medicinal products. It is i.a. proposed that the granting of authorisations regarding medicinal products be transferred from the Ministry of Health to the Icelandic Medicines Control Agency as the work related to issuing of authorisations has principally been carried out by the Agency. It is also proposed that the ban on mail order sale of medicinal products be lifted and that sale of nicotine and fluor containing products be permitted outside pharmacies. The bill, furthermore, provides that hopsital medicinal products committees issue a binding list on the use of medicinal products in the relevant institution for the purpose of maintaining a minimum cost. The bill proposes that pricing of prescription medicinal products be uniform in the whole country. Finally, the bill proposes that surveillance and implementation of medicinal prescriptions and undesirable effects be strengthened by extending the data conservation period in the Directorate of Health database from 3 to 30 years. Overall the bill’s objective is first and foremost to create conditions to further competition on the medicinal products market in order to lower their price and therewith reduce the growing expenditure on medicinal products of both the State and customers.
It cannot be seen that the bill leads to substantial changes for expenditure of individual State institutions or the Treasury as a whole.

