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The {ITRE}Committee on Industry, External Trade, Research and Energy appointed Imelda Mary Read draftsman at its meeting of {23/01/2002}23 January 2002.

It considered the draft opinion at its meeting(s) of ....

At the latter/last meeting it adopted the following amendments by ... votes to ..., with ... abstention(s)/unanimously.

The following were present for the vote: ... chairman/acting chairman; ... vice-chairman; ..., vice-chairman; ... draftsman; ..., ... (for ...), ... (for ... pursuant to Rule 153(2)), ... and ... .

<PgPartieA><SubPage>SHORT JUSTIFICATION

<AmJust>The main objectives underpinning the Commission’s proposal to revise EU pharmaceutical legislation should be warmly welcomed.  Ensuring a high level of health protection for EU citizens and access to safe, effective, affordable medicines are the essential goals, together with the establishment of a climate where all sectors of this industry in the EU can thrive.   

The nature and complexity of the pharmaceutical industry, where profits are directly or indirectly from the public purse, and where pan-European liberalisation is either absent or poorly developed, mean that normal Internal Market expectations have not, so far, applied.    To successfully liberalise this market, and for it to successfully compete globally, the regulatory regime needs to be clear, workable and soundly based.  It must also be recognised that the pace of developments within the industry may overtake the legislation. 

A myriad of different interests are involved within the industry.  Balances must be found, for example between the generic and the in-patent parts of the industry.  The views of patients and consumers also need to be considered, although the issue of the independence of patients organisations, and how far they accurately represent patients’ views, must be addressed.  

There are many well reasoned proposals from the Commission.  For example, the opportunity to redefine a medicinal product to incorporate some new therapies is positive.  However, this must not inadvertently incorporate treatments that are covered by their own specific legislation.

The proposal for a “Bolar” provision, allowing research into generic products whilst the reference product is still patent protected, is also welcome.   Without  this provision, research into generic products will still take place during the patent period, but will be undertaken in non-EU countries.

Given the level of harmonisation of national authorisation procedures, the different periods of data exclusivity in member states is an anomaly.  The proposed harmonised period will bring greater certainty to the market and will assist in the move towards a fully operating Internal Market.  However, there are some additional issues with the proposals for the extra year of data exclusivity, granted where a new indication is authorised.

The proposal to abolish the five year renewal process is welcome, reducing administrative and financial burdens on the industry, while preventing the loss from the market of rarely used medicines.  However, the pharmacovigilance provisions proposed by the Commission need to be sufficient to ensure continued high levels of health protection.  

The proposal to invalidate authorisation for products which have not been placed on the market for two years should not be supported.  It will not assist in getting products to the market more quickly and at worst could result in Member States being unable to respond to an outbreak of a rare disease.  The Commission should reconsider whether the existing proposals on pharmacovigilance and periodic safety update reports will be sufficient in ensuring health protection following the abolition of the five year renewal.

The Commission should also reconsider its proposal on advertising.  There is a need for access to accurate, understandable and reliable information on the range of treatments, including medicines.  But, moves towards Direct to Consumer Advertising should be resisted.  The Commission, as an alternative, should look at how internet information could be validated, addressing issues concerning liability.

In addition to establishing the rules for advertising medicines to the general public, it is vital that any relationship between pharmaceutical companies and medical practitioners be fully transparent.

Whatever amendments agreed in relation to advertising, it is imperative that the European Parliament also has a say in any future changes. 

</AmJust>
AMENDMENTS

The {ITRE}Committee on Industry, External Trade, Research and Energy calls on the {ENVI}Committee on the Environment, Public Health and Consumer Policy, as the committee responsible, to incorporate the following amendments in its report:

<SubAmend>

Text proposed by the Commission


Amendments by Parliament

<Amend>Amendment <NumAm>1</NumAm>
<TitreAm>ARTICLE 1 (1) (b)

Article 1, Point 2, (b) (Directive 2001/83/EC)</TitreAm>
Any substance or combination of substances which may be used in human beings with a view to making a medical diagnosis or to restoring, correcting or modifying physiological functions 
Any substance or combination of substances which is intended to be used in human beings with a view to making a medical diagnosis or to restoring, correcting or modifying physiological functions by exerting a pharmacological action

<Crossref></Crossref>
<TitreJust>Justification</TitreJust>
<AmJust>The definition of a medicinal product must be more precise. Since “modifying physiological functions” is a property that belongs not solely to medicinal product, it cannot be the criteria to define medicinal products and the scope of application of the legislation. The definition of a medicine needs therefore to refer to a more specific and more precisely defined property as in the above mentioned amendment.</AmJust>
</Amend><Amend><LANG:EN>Amendment <NumAm>2</NumAm>
<TitreAm>ARTICLE 1 (2)

Article 2, Point 2 (Directive 2001/83/EC)</TitreAm>
2. Whenever a substance or combination of substances falls within the definition of ‘medicinal product’, the provisions of this Directive shall apply even in cases where the substance or combination of substances falls also within the scope of other Community legislation.


<Crossref></Crossref>
<TitreJust>Justification</TitreJust>
<AmJust>The proposal, if left unamended, could create greater legal uncertainty and would incorporate a number products, such as medical devices and food products, that would be more appropriately dealt with under other Directives.</AmJust>
</LANG:EN></Amend>
<Amend><LANG:EN>Amendment <NumAm>3</NumAm>
<TitreAm>ARTICLE 1 (8)

Article 10, Point 1 (Directive 2001/83/EC)</TitreAm>
1. By way of derogation from point (i) of Article 8(3), and without prejudice to the law relating to the protection of industrial and commercial property, the applicant shall not be required to provide the results of pre-clinical tests or of clinical trials if he/she can demonstrate that the medicinal product has been a generic of a reference medicinal product authorised under Article 6 for not less than ten years in a Member State or in the Community.
1. By way of derogation from point (i) of Article 8(3), and without prejudice to the law relating to the protection of industrial and commercial property, the applicant shall not be required to provide the results of pre-clinical tests or of clinical trials if he/she can demonstrate that the medicinal product has been a generic of a reference medicinal product authorised under Article 6 for not less than eight years in a Member State or in the Community.  However, whilst the application and marketing authorisation of a generic medicinal product can be made after the eight year period, the placing on the market cannot take place until ten years have lapsed from the first authorisation of the reference product.

The ten-year period referred to in the first subparagraph shall be extended to 11 years if, during the first eight years of those ten years, the marketing authorisation holder obtains an authorisation for one or more new therapeutic indications which, during the scientific evaluation prior to their authorisation, are held to bring a significant clinical benefit in comparison with existing therapies.
The ten-year period referred to in the first subparagraph shall be extended to 11 years if, during the first eight years of those ten years, the marketing authorisation holder obtains an authorisation for one or more new therapeutic indications which, during the scientific evaluation prior to their authorisation, are held to bring a significant clinical benefit in comparison with existing therapies.  To obtain this 1-year extension the new therapeutic indications must not already have been rewarded by a patent.

<Crossref></Crossref>
<TitreJust>Justification</TitreJust>
<AmJust>The in-patent industry is investing enormous sums of money into cutting edge research and needs to both generate a return on this investment and to be encouraged to carry on research into new products.  However, the generic industry helps to establish lower prices and thereby reduce the financial burden on national health systems.

This amendment would guarantee ten years market exclusivity for the originator of a new medicinal product.  Where a new indication is authorised, but has not received a patent, this period will be extended to eleven years.  However, it will also ensure that generic versions of this product will be available as soon as this period of market exclusivity ends or the patent expires, whichever is the later.

</AmJust>
</LANG:EN></Amend>
<Amend><LANG:EN>Amendment <NumAm>4</NumAm>
<TitreAm>ARTICLE 1 (8)

Article 10, Point 4 (Directive 2001/83/EC)</TitreAm>
4. Conducting the necessary tests and trials with a view to application of paragraphs 1, 2 and 3 to a generic medicinal product shall not be regarded as contrary to patent rights or to complementary protection certificates for those medicinal products.
4. Conducting the necessary tests and trials, the submission of an application, the submission of samples in accordance with Article 19, as well as the granting of a Marketing Authorisation for a generic medicinal product  with a view to application of paragraphs 1, 2 and 3 as well as for export shall not be regarded as contrary to patent rights or to complementary protection certificates of the relevant reference medicinal products.

<Crossref></Crossref>
<TitreJust>Justification</TitreJust>
<AmJust>This amendment strengthens the Commission’s welcome proposal and clarifies exactly what work can be carried out during the period of the patent.

Without this provision research into generic products will still take place during the patent period, but the research will be undertaken in countries outside of the European Union, depriving Member States of the economic benefits that this work would bring.

</AmJust>
</LANG:EN></Amend>
<Amend>Amendment <NumAm>5</NumAm>
<TitreAm>ARTICLE 1 (21)

Article 24 (Directive 2001/83/EC)</TitreAm>
2. Any authorisation which is not followed within two years of its issue by the actual placing on the market of the authorised product in the authorising Member State shall cease to be valid.

3. When an authorised product previously placed on the market in the authorising Member State is no longer actually present on the market for a period of two consecutive years, the authorisation for that product shall cease to be valid


<Crossref></Crossref>
<TitreJust>Justification</TitreJust>
<AmJust>This proposal does not understand the realities of pricing and reimbursement negotiations.  If the proposal is designed to be a form of consumer protection following the abolition of the five yearly renewal, the Commission should review whether the existing proposals on pharmacovigilance and PSUR requirements offer a sufficient degree of protection.</AmJust>
</Amend><Amend>Amendment <NumAm>6</NumAm>
<TitreAm>ARTICLE 1 (49b) (new)

Article 77, Point 3, (b) (new) (Directive 2001/83/EC)</TitreAm>

Member States shall ensure that the holder of a marketing authorisation for a medicinal product treat wholesalers, registered in these Member States, in a non-discriminatory fashion and, wherever possible, do not prevent these wholesalers from meeting any legal obligations that are placed upon them to ensure a continuous supply of the product.

<Crossref></Crossref>
<TitreJust>Justification</TitreJust>
<AmJust>This is in response to the issue of the continuity of supply to wholesalers.  For pharmacies and hospitals to be sure of having  sufficient supplies of individual medicinal products, wholesale distributors must assured of uninterrupted supply from the manufacturer.</AmJust>
</Amend><Amend>Amendment <NumAm>7</NumAm>
<TitreAm>ARTICLE 1 (54), point 2

Article 88(2) (Directive 2001/83/EC)</TitreAm>
2. The communication of information on certain medicinal products is authorised under strict conditions in the interest of patients in order to respond to their legitimate needs. This provision applies to product information appended to the marketing authorisation as well as to additional related information.


By way of derogation from the prohibition in paragraph 1(a), Member States shall authorise the dissemination of information relating to certain medicinal products authorised in the framework of the affections set out below, in order to respond to the expectations expressed by the patients’ groups:


This dissemination of information shall be is carried out on the following conditions:


(a) the medicinal product shall be authorised and prescribed for the treatment of any of the following conditions:


– acquired immune deficiency syndrome;


– asthma and chronic broncopulmonary disorders;


– diabetes;


(b) the information disseminated complies with the principles set out in this Title;


(c) implementation of this paragraph shall be conditioned by the setting-up of self-regulatory procedures by the pharmaceutical industry at Member State level;


(d) the information and its dissemination shall be in conformity with the principles of good practice which are adopted, after consultation with interested parties, in conformity with the procedure set out in Article 121(2).


(e) in order to monitor the implementation of the principles of good practice referred to above:


– the additional information related to the medicinal products shall be notified to the Agency. If the Agency does not object within thirty days following this notification, the information shall be deemed to be accepted;


– the Agency shall coordinate of the monitoring of the information on the medicinal products authorised in conformity with this Directive, in particular through the setting-up of a data base;


– on a yearly basis, the Agency shall prepare a report on the application of these principles of good practice;


(f) implementation of this paragraph shall be the subject of an evaluation and a detailed report no later than [date]. The Commission shall propose any changes required to improve its implementation.


<Crossref></Crossref>
<TitreJust>Justification</TitreJust>
<AmJust>There is a need for patients and consumers to be able to obtain accurate, understandable and reliable information on the range of treatments, including medicines.  But, what appears to be moves towards Direct to Consumer Advertising should be resisted.  The Commission, as an alternative, should look at how internet information could be validated, with thought to issues concerning liability.

The rationale behind the idea of a three disease trial is not entirely clear.  On the one hand, those diagnosed with other diseases can reasonably argue that they are just as entitled to information.  On the other hand, even a three disease trial would not give consumers and patients information on the range of therapies and could easily slip into direct to consumer advertising.  Of greatest concern is the fact that the proposals would not give patients access information about different types of treatment additional to medicinal products.</AmJust>
</Amend><Amend>Amendment <NumAm>8</NumAm>
<TitreAm>ARTICLE 1(54), point 7a (new)

Article 88, point 6a (new) (Directive 2001/83/EC)</TitreAm>

By (date) the European Commission shall present a report on information to patients, looking specifically at ways in which websites are or can be used to give information on a range of treatments, including medicines, and, where official approval is given to this information source, addressing the question of liability. The Commission shall propose any changes to this article, which could enhance the extent and quality of information available to patients. 

<Crossref></Crossref>
<TitreJust>Justification</TitreJust>
<AmJust>Information to patients is essential to increase their awareness of possible treatments.  Sources of information need to conform to clearly defined standards.</AmJust>
</Amend>

� OJ C 75, 26.3.2002, P.216.
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