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*
Consultation procedure
majority of the votes cast


**I
Cooperation procedure (first reading)
majority of the votes cast


**II
Cooperation procedure (second reading)
majority of the votes cast, to approve the common  position
majority of Parliament’s component Members, to reject or amend the common position


***
Assent procedure
majority of Parliament’s component Members except  in cases covered by Articles 105, 107, 161 and 300 of the EC Treaty and Article 7 of the EU Treaty


***I
Codecision procedure (first reading)
majority of the votes cast


***II
Codecision procedure (second reading)
majority of the votes cast, to approve the common position
majority of Parliament’s component Members, to reject or amend the common position


***III
Codecision procedure (third reading)
majority of the votes cast, to approve the joint text

(The type of procedure depends on the legal basis proposed by the Commission)



Amendments to a legislative text

In amendments by Parliament, amended text is highlighted in bold italics. Highlighting in normal italics is an indication for the relevant departments showing parts of the legislative text for which a correction is proposed, to assist preparation of the final text (for instance, obvious errors or omissions in a given language version). These suggested corrections are subject to the agreement of the departments concerned.
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<PgReglementaire>PROCEDURAL PAGE

By letter of {26/11/2001}26 November 2001 the Commission submitted to Parliament, pursuant to Article 251(2) and Articles 95 and 152 of the EC Treaty, the proposal for a European Parliament and Council directive amending Directive 2001/83/EC on the Community code relating to medicinal products for human use (COM(2001) 404 - 2001/0253 (COD)).

At the sitting of {13/12/2001}13 December 2001 the President of Parliament announced that she had referred this proposal to the {ENVI}Committee on the Environment, Public Health and Consumer Policy as the committee responsible and the {BUDG}Committee on Budgets, the Committee on Budgetary Control, the Committee on Legal Affairs and the Internal Market. the Committee on Industry, External Trade, Research and Energy and the Committee on Agriculture and Rural Development for their opinions (C5-0592/2001).

The {ENVI}Committee on the Environment, Public Health and Consumer Policy had appointed Françoise Grossetête rapporteur at its meeting of {13/09/2001}13 September 2001.

It considered the Commission proposal and draft report at its meetings of 26 February 2002 and ….

At the last meeting it adopted the draft legislative resolution by ... votes to ..., with ... abstention(s)/unanimously.

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

The opinions of the {BUDG}Committee on Budgets, the {CONT}Committee on Budgetary Control, the Committee on Industry, External Trade, Research and Energy and the Committee on Agriculture and Rural Development are attached; the {JURI}Committee on Legal Affairs and the Internal Market decided on {24/01/2002}24 January 2002 not to deliver an opinion.

The report was tabled on ....

The deadline for tabling amendments will be indicated in the draft agenda for the relevant part-session.

</PgReglementaire>

<PgPartieA><SubPage>DRAFT LEGISLATIVE RESOLUTION

European Parliament legislative resolution on the proposal for a European Parliament and Council directive on amending Directive 2001/83/EC on the Community code relating to medicinal products for human use (COM(2001) 404 – C5‑0592/2001 – 2001/0253(COD))

<ProcLect>(Codecision procedure: first reading)</ProcLect>
The European Parliament,
<Visa>–
having regard to the Commission proposal to the European Parliament and the Council (COM(2001) 404
),

–
having regard to Article 251(2) and Articles 95 and 152 of the EC Treaty, pursuant to which the Commission submitted the proposal to Parliament (C5‑0592/2001),

–
having regard to Rule 67 of its Rules of Procedure,

–
having regard to the report of the {ENVI}Committee on the Environment, Public Health and Consumer Policy and the opinions of the {BUDG}Committee on Budgets, the Committee on Budgetary Control, the Committee on Industry, External Trade, Research and Energy and the Committee on Agriculture and Rural Development {BUDG}(A5‑0000/2000),

</Visa><Action>1.
Approves the Commission proposal as amended;

2.
Asks to be consulted again should the Commission intend to amend the proposal substantially or replace it with another text;

3.
Instructs its President to forward its position to the Council and Commission.</Action></SubPage>
<SubAmend>Text proposed by the Commission 


Amendments by Parliament

<Amend>Amendment <NumAm>1</NumAm>
<TitreAm>ARTICLE 1, PARAGRAPH 3, POINT b a (new)

Article 3, point 6 a (new) (Directive 2001/83/EC)

</TitreAm>
 
(ba) The following point (6a) is added:


'(6a) food as defined by Regulation No (EC) 178/2002 (Food Safety Authority);'

<Crossref></Crossref>
<TitreJust>Justification</TitreJust>
<AmJust>To avoid cumulation of directives for products  already covered by specific rules.</AmJust>
</Amend><Amend><LANG:EN>Amendment <NumAm>2</NumAm>
<TitreAm>ARTICLE 1, PARAGRAPH 3, POINT b b (new)

Article 3, point 6 b (new) (Directive 2001/83/EC)

</TitreAm>
 
(bb) The following point (6b) is added:


'(6b) food supplements as defined in the proposal for a directive in COM(2001) 159;'

<Crossref></Crossref>
<TitreJust>Justification</TitreJust>
<AmJust>To avoid cumulation of directives for products  already covered by specific rules.</AmJust>
</LANG:EN></Amend>
<Amend><LANG:EN>Amendment <NumAm>3</NumAm>
<TitreAm>ARTICLE 1, PARAGRAPH 3, POINT b c (new)

Article 3, point 6 c (new) (Directive 2001/83/EC)

</TitreAm>
 
(bc) The following point (6c) is added:


'(6c) cosmetic products as defined in Directive 76/768.' 

<Crossref></Crossref>
<TitreJust>Justification</TitreJust>
<AmJust>To avoid cumulation of directives for products  already covered by specific rules.</AmJust>
</LANG:EN></Amend>
<Amend><LANG:EN>Amendment <NumAm>4</NumAm>
<TitreAm>ARTICLE 1, PARAGRAPH 4

Article 5 (Directive 2001/83/EC)

</TitreAm>
'Without prejudice to Regulation [(EEC) No 2309/93], a Member State may, in accordance with legislation in force and to fulfil special needs, exclude from the provisions of this Directive medicinal products supplied in response to a bona fide unsolicited order, formulated in accordance with the specifications of an authorised health care professional and for use by his individual patients under his direct personal responsibility.'
'1. Without prejudice to Regulation [(EEC) No 2309/93], a Member State may, in accordance with legislation in force and to fulfil special needs, exclude from the provisions of this Directive medicinal products supplied in response to a bona fide unsolicited order, formulated in accordance with the specifications of an authorised health care professional and for use by his individual patients under his direct personal responsibility


2. Member States may temporarily authorise the distribution of an unauthorised medicinal product in response to the suspected or confirmed spread of a pathogen which could cause  harm.


Without prejudice to paragraph 1, Member States must lay down provisions removing criminal, civil and administrative liability from marketing authorisation holders, manufacturers and health professionals for any consequences resulting from the use of a medicinal product other than for the authorised indications or from the use of an unauthorised medicinal product, when such use is recommended by a competent authority in response to the suspected or confirmed spread of a pathogen which could cause harm. Such provisions shall apply whether or not national or Community authorisation has been issued.'

<Crossref></Crossref>
<TitreJust>Justification</TitreJust>
<AmJust>Self-explanatory.</AmJust>
</LANG:EN></Amend>
<Amend><LANG:EN>Amendment <NumAm>5</NumAm>
<TitreAm>ARTICLE 1, PARAGRAPH 6, POINT a)

Article 8, paragraph 3, point c a (new) (Directive 2001/83/EC)

</TitreAm>
 
Ca. a risk/benefit assessment concerning the release of the product as waste into the environment;

<Crossref></Crossref>
<TitreJust>Justification</TitreJust>
<AmJust>Attention should be paid to what becomes of medicinal products in the environment once they have been used and metabolised by users. When they are released  as waste by natural routes, they end up in the soil and, in particular, in water. Epidemiological surveys are under way and questions are being asked as to the potential effects on the human endocrine metabolism.</AmJust>
</LANG:EN></Amend>
<Amend><LANG:EN>Amendment <NumAm>6</NumAm>
<TitreAm>ARTICLE 1, PARAGRAPH 6, POINT a a (new)

Article 8, paragraph 3, point g (Directive 2001/83/EC)

</TitreAm>
 
(aa) Point (g) is replaced by the following:


'(g) reasons for any precautionary and safety measures to be taken for the storage of the medicinal product, its administration to patients and for the disposal of waste products, together with an indication of any potential risks presented by the medicinal product for the environment;' 

<Crossref></Crossref>
<TitreJust>Justification</TitreJust>
<AmJust>Such information must become mandatory.</AmJust>
</LANG:EN></Amend>
<Amend><LANG:EN>Amendment <NumAm>7</NumAm>
<TitreAm>ARTICLE 1, PARAGRAPH 6, POINT b

Article 8, paragraph 3, point i a (new) (Directive 2001/83/EC)

</TitreAm>
 
(ia) a detailed description of the pharmacovigilance system which the applicant is going to introduce;

<Crossref></Crossref>
<TitreJust>Justification</TitreJust>
<AmJust>In connection with the proposed deletion of the provisions on five-yearly renewal, each applicant for marketing authorisation must provide detailed information in advance on his own pharmacovigilance system.</AmJust>
</LANG:EN></Amend>
<Amend><LANG:EN>Amendment <NumAm>8</NumAm>
<TitreAm>ARTICLE 1, PARAGRAPH 9, POINT -a (new)

Article 11 (Directive 2001/83/EC)

</TitreAm>
 
(-a) The introductory sentence is replaced by the following:


'The summary of the product characteristics shall contain, in the order indicated below, the following information:'

<Crossref></Crossref>
<TitreJust>Justification</TitreJust>
<AmJust>To ensure greater clarity as regards the summary of product characteristics, it is proposed that the order in which information must appear be laid down.</AmJust>
</LANG:EN></Amend>
<Amend><LANG:EN>Amendment <NumAm>9</NumAm>
<TitreAm>ARTICLE 1, PARAGRAPH 9, POINT b

Article 11, paragraph 6, point 6.-1 (Directive 2001/83/EC)

</TitreAm>
 
6.-1. major incompatibilities,

<Crossref></Crossref>
<TitreJust>Justification</TitreJust>
<AmJust>This term appears in the codified directive and so should be reinstated.</AmJust>
</LANG:EN></Amend>
<Amend><LANG:EN>Amendment <NumAm>10</NumAm>
<TitreAm>ARTICLE 1, PARAGRAPH 11

Article 13, paragraph 1 (Directive 2001/83/EC)

</TitreAm>
1. Member States shall ensure that homeopathic medicinal products manufactured and placed on the market within the Community are registered or authorised in accordance with Articles 14, 15 and 16, except where such medicinal products are covered by a registration or authorisation issued in accordance with national legislation up to 31 December 1993.
1. Member States shall ensure that homeopathic medicinal products manufactured and placed on the market within the Community are registered or authorised in accordance with Articles 14, 15 and 16, except where such medicinal products are covered by a registration or authorisation issued in accordance with national legislation up to 31 December 1993. Each Member State shall take due account of the registrations effected and of the authorisations issued by other Member States.

<Crossref></Crossref>
<TitreJust>Justification</TitreJust>
<AmJust>Member States must ensure that there is a certain amount of consistency and coordination.</AmJust>
</LANG:EN></Amend>
<Amend><LANG:EN>Amendment <NumAm>11</NumAm>
<TitreAm>ARTICLE 1, PARAGRAPH 15

Article 18 (Directive 2001/83/EC)

</TitreAm>
Where a Member State is informed in accordance with point (m) of Article 8(3) that another Member State has authorised a medicinal product which is the subject of a marketing authorisation application in the Member State concerned, it shall reject the application unless it has been submitted in compliance with Articles 27 to 39.
Where a Member State is informed in accordance with point (l) of Article 8(3) that another Member State has authorised a medicinal product which is the subject of a marketing authorisation application in the Member State concerned, it shall reject the application unless it has been submitted in compliance with Articles 27 to 39.

<Crossref></Crossref>
<TitreJust>Justification</TitreJust>
<AmJust>Consistency within text.</AmJust>
</LANG:EN></Amend>
<Amend><LANG:EN>Amendment <NumAm>12</NumAm>
<TitreAm>ARTICLE 1, PARAGRAPH 18

Article 21, paragraph 3 (Directive 2001/83/EC)

</TitreAm>
3. The competent authorities shall make available to any interested party a copy of the authorisation together with the summary of the product characteristics.
3. The competent authorities shall make available to any interested party a copy of the authorisation together with the summary of the product characteristics after all commercially confidential information has been deleted.

<Crossref></Crossref>
<TitreJust>Justification</TitreJust>
<AmJust>Self-explanatory.</AmJust>
</LANG:EN></Amend>
<Amend><LANG:EN>Amendment <NumAm>13</NumAm>
<TitreAm>ARTICLE 1, PARAGRAPH 19 A (new)

Article 23, first subparagraph (Directive 2001/83/EC)

</TitreAm>
 
19a. In Article 23a, the first paragraph is replaced by the following:


'After an authorisation has been issued, the marketing authorisation holder must, with regard to the manufacturing and control methods referred to in Article 8(3)(d) and (h), take account of scientific and technical progress and make all the changes necessary to ensure that the medicinal product is manufactured and inspected in accordance with generally accepted scientific methods, with due regard for Community law.'

<Crossref></Crossref>
<TitreJust>Justification</TitreJust>
<AmJust>Account must be taken of the Community legislation in force.</AmJust>
</LANG:EN></Amend>
<Amend><LANG:EN>Amendment <NumAm>14</NumAm>
<TitreAm>ARTICLE 1, PARAGRAPH 21

Article 24, paragraph 2 (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.
2. Any authorisation which is not followed within three 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.

<Crossref></Crossref>
<TitreJust>Justification</TitreJust>
<AmJust>The proposed two-year time limit is not long enough to ensure appropriate management of the system, in particular owing to the divergences noted as between  Member States as regards market access for medicinal products.</AmJust>
</LANG:EN></Amend>
<Amend><LANG:EN>Amendment <NumAm>15</NumAm>
<TitreAm>ARTICLE 1, PARAGRAPH 21

Article 24, paragraph 2, first subparagraph a (new) (Directive 2001/83/EC)

</TitreAm>
 
The competent authority may, in exceptional circumstances and on public health grounds, grant a derogation from the provisions of the previous subparagraph. The derogation shall be duly justified.

<Crossref></Crossref>
<TitreJust>Justification</TitreJust>
<AmJust>Derogations should be possible in respect of specific medicinal products on public health grounds.</AmJust>
</LANG:EN></Amend>
<Amend><LANG:EN>Amendment <NumAm>16</NumAm>
<TitreAm>ARTICLE 1, PARAGRAPH 24

Article 27, paragraph 3 (Directive 2001/83/EC)</TitreAm>
3. The coordination group shall draw up, its own Rules of Procedure, which shall enter into force after a favourable opinion of the Commission.
3. The coordination group shall draw up, its own Rules of Procedure, which shall enter into force after a favourable opinion of the Commission. These Rules of Procedure shall be made public.

<Crossref></Crossref>
<TitreJust>Justification</TitreJust>
<AmJust>There must be complete transparency with regard to these Rules of Procedure.</AmJust>
</LANG:EN></Amend>
<Amend><LANG:EN>Amendment <NumAm>17</NumAm>
<TitreAm>ARTICLE 1, PARAGRAPH 24

Article 30, paragraph 1 (Directive 2001/83/EC)

</TitreAm>
1. If two or more applications submitted in accordance with Article 8 and Articles 10 to 11 have been made for marketing authorisation for a particular medicinal product, and if Member States have adopted divergent decisions concerning the authorisation of the medicinal product or its suspension or withdrawal, a Member State, the Commission or the applicant or the marketing authorisation holder may refer the matter to the Committee on Human Medicinal Products, hereinafter referred to as "the Committee", for application of the procedure laid down in Article 32.
1. If two or more applications submitted in accordance with Article 8 and Articles 10 to 11 have been made for marketing authorisation for a particular medicinal product, and if Member States have adopted divergent decisions concerning the authorisation of the medicinal product or its suspension or withdrawal, a Member State, the Commission or the applicant or the marketing authorisation holder must refer the matter to the Committee on Human Medicinal Products, hereinafter referred to as "the Committee", for application of the procedure laid down in Article 32.

<Crossref></Crossref>
<TitreJust>Justification</TitreJust>
<AmJust>In event of conflicting points of view, the Agency should have the opportunity to give a ruling.</AmJust>
</LANG:EN></Amend>
<Amend><LANG:EN>Amendment <NumAm>18</NumAm>
<TitreAm>ARTICLE 1, PARAGRAPH 24

Article 31, paragraph 1, first subparagraph (Directive 2001/83/EC)

</TitreAm>
1. The Member States or the Commission or the applicant or the marketing authorisation holder may, in specific cases where the interests of the Community are involved, refer the matter to the Committee for application of the procedure laid down in Article 32 before any decision is reached on a request for a marketing authorisation or on the suspension or withdrawal of an authorisation, or on any other variation to the terms of a marketing authorisation which appears necessary, in particular to take account of the information collected in accordance with Title IX.
1. The Member States or the Commission or the applicant or the marketing authorisation holder must, in specific cases where the interests of the Community are involved, refer the matter to the Committee for application of the procedure laid down in Article 32 before any decision is reached on a request for a marketing authorisation or on the suspension or withdrawal of an authorisation, or on any other variation to the terms of a marketing authorisation which appears necessary, in particular to take account of the information collected in accordance with Title IX.

<Crossref></Crossref>
<TitreJust>Justification</TitreJust>
<AmJust>In urgent situations, the Agency should have the opportunity to give a ruling.</AmJust>
</LANG:EN></Amend>
<Amend><LANG:EN>Amendment <NumAm>19</NumAm>
<TitreAm>ARTICLE 1, PARAGRAPH 24

Article 32, paragraph 2 (Directive 2001/83/EC)

</TitreAm>
2. In order to consider the matter, the Committee may appoint one of its members to act as rapporteur. The Committee may also appoint individual experts to advise it on specific questions. When appointing experts, the Committee shall define their tasks and specify the time-limit for the completion of these tasks.
2. In order to consider the matter, the Committee must appoint one of its members to act as rapporteur. The Committee may also appoint individual experts to advise it on specific questions. When appointing experts, the Committee shall define their tasks and specify the time-limit for the completion of these tasks.

<Crossref></Crossref>
<TitreJust>Justification</TitreJust>
<AmJust>Self-explanatory.</AmJust>
</LANG:EN></Amend>
<Amend><LANG:EN>Amendment <NumAm>20</NumAm>
<TitreAm>ARTICLE 1, PARAGRAPH 24

Article 32, paragraph 3, first subparagraph (Directive 2001/83/EC)

</TitreAm>
3. Before issuing its opinion, the Committee shall provide the applicant or the marketing authorisation holder with an opportunity to present written or oral explanations.
3. Before issuing its opinion, the Committee shall provide the applicant or the marketing authorisation holder with an opportunity to present written or oral explanations within a time limit which it will specify.

<Crossref></Crossref>
<TitreJust>Justification</TitreJust>
<AmJust>More detail is needed as regards the proposed time limit.</AmJust>
</LANG:EN></Amend>
<Amend><LANG:EN>Amendment <NumAm>21</NumAm>
<TitreAm>ARTICLE 1, PARAGRAPH 24

Article 32, paragraph 5, first subparagraph (Directive 2001/83/EC)

</TitreAm>
5. Within 30 days of its adoption, the Agency shall forward the final opinion of the Committee to the Member States, to the Commission and to the applicant or the marketing authorisation holder, together with a report describing the assessment of the medicinal product and stating the reasons for its conclusions.
5. Within 15 days of its adoption, the Agency shall forward the final opinion of the Committee to the Member States, to the Commission and to the applicant or the marketing authorisation holder, together with a report describing the assessment of the medicinal product and stating the reasons for its conclusions.

<Crossref></Crossref>
<TitreJust>Justification</TitreJust>
<AmJust>The administrative stages should be shortened.</AmJust>
</LANG:EN></Amend>
<Amend><LANG:EN>Amendment <NumAm>22</NumAm>
<TitreAm>ARTICLE 1, PARAGRAPH 28

Article 38, paragraph 2 (Directive 2001/83/EC)

</TitreAm>
2. No later than [date], the Commission shall publish a report on the experience acquired on the basis of the procedures described in this Chapter and shall propose any amendments which may be necessary to improve those procedures.
2. No later than [date], the Commission shall publish a report on the experience acquired on the basis of the procedures described in this Chapter and shall propose any amendments which may be necessary to improve those procedures. This report shall be forwarded to the European Parliament.

<Crossref></Crossref>
<TitreJust>Justification</TitreJust>
<AmJust>Self-explanatory.</AmJust>
</LANG:EN></Amend>
<Amend><LANG:EN>Amendment <NumAm>23</NumAm>
<TitreAm>ARTICLE 1, PARAGRAPH 37, POINT B a (new)

Article 54, point e (Directive 2001/83/EC)

</TitreAm>
 
(ba) Point (e) is replaced by the following:


'(e) the method of administration and, if necessary, the route of administration. Space must be provided on the packaging for a pharmacist to indicate the prescribed dose for the patient concerned;'

<Crossref></Crossref>
<TitreJust>Justification</TitreJust>
<AmJust>Will avoid the need for a pharmacist to cover over part of the packaging which could give a patient important information..</AmJust>
</LANG:EN></Amend>
<Amend><LANG:EN>Amendment <NumAm>24</NumAm>
<TitreAm>ARTICLE 1, PARAGRAPH 40

Article 59, paragraph 1, point f), iii a (new) (Directive 2001/83/EC)

</TitreAm>
 
(iiia) the words 'Unused or time-expired medicinal products must be returned to your pharmacist. Do not  discard with other waste', 

<Crossref></Crossref>
<TitreJust>Justification</TitreJust>
<AmJust>Medicinal products are not like other products. A message should be affixed urging  patients  not to discard them with ordinary waste.</AmJust>
</LANG:EN></Amend>
<Amend><LANG:EN>Amendment <NumAm>25</NumAm>
<TitreAm>ARTICLE 1, PARAGRAPH 40

Article 59, paragraph 1, point f, vi a (new) (Directive 2001/83/EC)

</TitreAm>
 
(vi a) the name and address of the manufacturer;

<Crossref></Crossref>
<TitreJust>Justification</TitreJust>
<AmJust>These are important identification details.</AmJust>
</LANG:EN></Amend>
<Amend><LANG:EN>Amendment <NumAm>26</NumAm>
<TitreAm>ARTICLE 1, PARAGRAPH 43, POINT a a (new)

Article 63, paragraph 2, second subparagraph a (new) (Directive 2001/83/EC)

</TitreAm>
 
(aa) In paragraph 2, the following third subparagraph is added:


'The first and second subparagraphs shall not prevent these particulars from being presented in Braille.'

<Crossref></Crossref>
<TitreJust>Justification</TitreJust>
<AmJust>To encourage those applying for marketing authorisation where possible to design special package leaflets for patients whose vision is substantially impaired.</AmJust>
</LANG:EN></Amend>
<Amend><LANG:EN>Amendment <NumAm>27</NumAm>
<TitreAm>ARTICLE 1, PARAGRAPH 44 B (new)

Article 66, paragraph 3, fourth indent (Directive 2001/83/EC)

</TitreAm>
 
44a. The fourth indent in Article 66(3) is replaced by the following:


'- the name and address of the manufacturer,'

<Crossref></Crossref>
<TitreJust>Justification</TitreJust>
<AmJust>This information is important for the sake of clarity. The amendment is self-explanatory..</AmJust>
</LANG:EN></Amend>
<Amend><LANG:EN>Amendment <NumAm>28</NumAm>
<TitreAm>ARTICLE 1, PARAGRAPH 52 B (new)

Title VIII, title (Directive 2001/83/EC)

</TitreAm>
 
52b. The title of TITLE VIII is replaced by the following:


'TITLE VIII

ADVERTISING AND COMMUNCATION OF INFORMATION

<Crossref></Crossref>
<TitreJust>Justification</TitreJust>
<AmJust>To avoid confusion between two terms, information and advertising, which must be kept distinct.</AmJust>
</LANG:EN></Amend>
<Amend><LANG:EN>Amendment <NumAm>29</NumAm>
<TitreAm>ARTICLE 1, PARAGRAPH 53

Article 86, paragraph1, introductory sentence (Directive 2001/83/EC)

</TitreAm>
For the purposes of this Title, "advertising of medicinal products" shall include any form of door-to-door information, canvassing activity or inducement designed to promote the prescription, supply, sale, consumption or awareness of the availability of medicinal products; it shall include in particular:
For the purposes of this Title, "advertising of medicinal products" shall include any form of door-to-door marketing, canvassing activity or inducement designed to promote the prescription, supply, sale, consumption or awareness of the availability of medicinal products; it shall include in particular:

<Crossref></Crossref>
<TitreJust>Justification</TitreJust>
<AmJust>For the sake of clarity, the word 'information' should be deleted from the definition of advertising.</AmJust>
</LANG:EN></Amend>
<Amend><LANG:EN>Amendment <NumAm>30</NumAm>
<TitreAm>ARTICLE 1, PARAGRAPH 54

Article 88, paragraph 2, points c and d (Directive 2001/83/EC)

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

(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);
(d) implementation of this paragraph shall be conditioned by the setting-up at Agency level of validation and surveillance procedures. The pharmaceutical industry shall supply the Agency with the information documents intended for the public and details of the methods which will be adopted for disseminating them. The Agency shall consult the national authorities concerned about the application;


After validation by the Agency, each document must be authenticated by the Agency and bear the following words 'This information must not take the place of consultation of your medical treatment provider'.


The communication of information without prior validation by the Agency shall be prohibited;

<Crossref>(Point (c), which is amended, and point (d) become points (d) and (c) respectively)</Crossref>
<TitreJust>Justification</TitreJust>
<AmJust>Without calling into question the responsibility of the pharmaceutical industry, it needs to be ensured that information on medicinal products for public use is validated by outside experts. Such validation by the Agency will lend additional credibility to package leaflets intended for patients. It is also essential to involve the national authorities concerned when the information is communicated in the official language of their Member State.</AmJust>
</LANG:EN></Amend>
<Amend><LANG:EN>Amendment <NumAm>31</NumAm>
<TitreAm>ARTICLE 1, PARAGRAPH 54

Article 88, paragraph 2, point e, introductory sentence (Directive 2001/83/EC)

</TitreAm>
(e) in order to monitor the implementation of the principles of good practice referred to above:
(e) in order to ensure the functioning of the measures referred to above:

<Crossref></Crossref>
<TitreJust>Justification</TitreJust>
<AmJust>Consistency with the previous amendments.</AmJust>
</LANG:EN></Amend>
<Amend><LANG:EN>Amendment <NumAm>32</NumAm>
<TitreAm>ARTICLE 1, PARAGRAPH 54

Article 88, paragraph 2, point e, first indent (Directive 2001/83/EC)

</TitreAm>
- 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 additional information related to the medicinal products shall be notified to the Agency. The Agency must deliver its opinion on the validation of this new information within a time limit which it will notify. If the information is not validated by the Agency, the information must not be disseminated to the public;

<Crossref></Crossref>
<TitreJust>Justification</TitreJust>
<AmJust>To ensure consistency with the provisions of the preceding paragraph, it needs to be ensured that any additional information provided on a medicinal product is validated by outside experts before it is disseminated to the public.</AmJust>
</LANG:EN></Amend>
<Amend><LANG:EN>Amendment <NumAm>33</NumAm>
<TitreAm>ARTICLE 1, PARAGRAPH 54

Article 88, paragraph 2, point e, third indent (Directive 2001/83/EC)

</TitreAm>
- on a yearly basis, the Agency shall prepare a report on the application of these principles of good practice; 
- on a yearly basis, the Agency shall prepare a report on the application of this paragraph; 

<Crossref></Crossref>
<TitreJust>Justification</TitreJust>
<AmJust>Because this system is experimental, an evaluation needs to be made every year.</AmJust>
</LANG:EN></Amend>
<Amend><LANG:EN>Amendment <NumAm>34</NumAm>
<TitreAm>ARTICLE 1, PARAGRAPH 54

Article 88, paragraph 2, point e, third indent a (new) (Directive 2001/83/EC)

</TitreAm>
 
- the general budget allocated by the European Union for the functioning of the Agency must include an additional heading to finance this new activity which has been entrusted to the Agency.

<Crossref></Crossref>
<TitreJust>Justification</TitreJust>
<AmJust>The information validation and surveillance system for which the Agency has been given responsibility will require additional resources in terms both of quality (expertise) and of quantity (management of operational tasks). Thus, in order to ensure that the system works as well as possible, the European Union must allocate adequate funding for the Agency.   </AmJust>
</LANG:EN></Amend>
<Amend><LANG:EN>Amendment <NumAm>35</NumAm>
<TitreAm>ARTICLE 1, PARAGRAPH 55, POINT a a (new)

Article 89, paragraph 1, point b, third indent (Directive 2001/83/EC)

</TitreAm>
 
(aa) In paragraph 1, the third indent of point (b) is replaced by the following:


'- an express and legible invitation to read carefully the instructions on the package leaflet or on the outer packaging, as the case may be, and a warning specifying that the product is a medicine which is to be used on the advice of a medical practitioner'  

<Crossref></Crossref>
<TitreJust>Justification</TitreJust>
<AmJust>Medicinal products are not products for everyday consumption, and users should be reminded of this.</AmJust>
</LANG:EN></Amend>
<Amend><LANG:EN>Amendment <NumAm>36</NumAm>
<TitreAm>ARTICLE 1, PARAGRAPH 62 a (new)

Article 102 a (new) (Directive 2001/83/EC)

</TitreAm>
 
62a. The following Article 102a is inserted:


'Article 102a

In order to ensure the complete independence of the competent authorities, activities connected with pharmacovigilance, the functioning of communication networks and market surveillance must receive public funding commensurate with the tasks conferred upon such authorities.'

<Crossref></Crossref>
<TitreJust>Justification</TitreJust>
<AmJust>The surveillance activities entrusted to the competent authorities will increase owing to the new tasks conferred upon them. So that such tasks can be carried out properly, provision must now be made for the public funding which is essential for this system to function well.</AmJust>
</LANG:EN></Amend>
<Amend><LANG:EN>Amendment <NumAm>37</NumAm>
<TitreAm>ARTICLE 1, PARAGRAPH 65 POINT a

Article 111, paragraph 1, second subparagraph (Directive 2001/83/EC)

</TitreAm>
The competent authority may carry out inspections at the premises of manufacturers of active substances used as starting materials, or of the premises of marketing authorisation holders whenever it considers that there are serious grounds for suspecting non-compliance with the principles and guidelines of good management practice referred to in Article 47. These inspections may also be carried out at the request of a Member State, the Commission or the Agency.
The competent authority may also carry out unannounced inspections at the premises of manufacturers of active substances used as starting materials, or of the premises of marketing authorisation holders whenever it considers that there are serious grounds for suspecting non-compliance with the principles and guidelines of good management practice referred to in Article 47. These inspections may also be carried out at the request of a Member State, the Commission or the Agency.

<Crossref></Crossref>
<TitreJust>Justification</TitreJust>
<AmJust>Self-explanatory.</AmJust>
</LANG:EN></Amend>
<Amend><LANG:EN>Amendment <NumAm>38</NumAm>
<TitreAm>ARTICLE 1, PARAGRAPH 66

Article 116, first subparagraph a (new) (Directive 2001/83/EC) 

</TitreAm>
 
The analysis of the risk/benefit balance must be considered to be a first stage in the study of the medicinal product's relative and/or actual efficacy.

<Crossref></Crossref>
<TitreJust>Justification</TitreJust>
<AmJust>Studies should be provided for to investigate the efficacy of medicinal products. Efficacy is a key factor as far as health is concerned, and studies must therefore be made.</AmJust>
</LANG:EN></Amend>
<Amend><LANG:EN>Amendment <NumAm>39</NumAm>
<TitreAm>ARTICLE 1, PARAGRAPH 69

Article 121, paragraph 5 (Directive 2001/83/EC)

</TitreAm>
5. The Standing Committee shall adopt its own rules of procedure.
5. The Standing Committee shall adopt its own rules of procedure, which shall be made public.

<Crossref></Crossref>
<TitreJust>Justification</TitreJust>
<AmJust>There must be total transparency as regards such rules.</AmJust>
</LANG:EN></Amend>
</SubAmend></PgPartieA>
EXPLANATORY STATEMENT

Medicines are not like other products. They are not sold or consumed in the way ordinary, everyday products are sold and consumed. Their use is unique, and everyone expects their medicine to be safe and effective. Safety and efficacy lie at the heart of the proposed directive. (Safety and efficacy for patients and safety and security for the environment)

The proposed revision will have implications for all concerned: the pharmaceutical industry, the generic medicines industry, doctors, pharmacists, veterinarians, distributors of medicinal products, national agencies and, of course, patients.

At first sight, the interests of these different categories may appear to clash. But there are many areas where their interests coincide, so that it is possible to find an optimum balance between competitiveness, research, health system needs and the development of generic medicines. This, at any rate, is the main aim here.

Revision of Europe's pharmaceutical legislation first of all requires an analysis of the current procedures for marketing authorisation so as to identify their shortcomings in order to be able to propose improvements, whilst keeping in mind the main thrust of this report: the protection of the health of all Europeans.

At present, there are two procedures for registering medicinal products: the centralised procedure, managed by the European Agency, under which authorisations valid for all EU Member States are issued, and the mutual recognition procedure, for which the Member States have jurisdiction. The current system seems to work satisfactorily. There is no need to alter the existing dual structure, and the main task is to optimise the way it works.

Under the centralised procedure, studies carried out in connection with applications to market medicinal products are too slow and inflexible. Whilst the safety and efficacy of a product are two concepts which constitute a sine qua non, the speed at which products of benefit to patients become available must be a third pillar in improving health protection. Is it possible to conceive of a situation where patients cannot access new products which will help cure them, because of excessively rigid administrative procedures? Improvements are also necessary as regards transparency, in particular concerning the Agency's expertise and its functioning.

Under the mutual recognition procedure, the time taken to obtain an authorisation is excessively long, but, above all, current practice shows that Member States are all too inclined not to recognise other Member States' marketing authorisations and scientific assessments. Strict ground rules will therefore need to be drawn up with all EU Member States.

The issuing of authorisation for a medicinal product does not, however, mean that checks are no longer needed on its efficacy and safety. We are all mindful of the recent examples of medicinal products withdrawn from the market on public health grounds. It is thus essential to step up pharmacovigilance requirements, i.e. the ongoing monitoring of a medicinal product, if the existence of European health system is to offer patients the best possible guarantees. Such monitoring activity will need to be taken into account properly when budgetary resources are allocated to the competent authorities.

In order to submit an application for marketing authorisation under the centralised or mutual recognition procedures, an applicant first needs to carry out extensive research in order to discover either new molecules or an innovative therapeutic use for an existing medicine. Research and development lay the foundations for health protection.  We all know that innovation comes at a price. It is thus our duty to prevent European industry from being relegated to the second division in the global league and from trailing behind the United States and Asia, as that would be a disaster for Europe.

Obviously, we are aware of the usefulness of generic medicines and of the important role they play in Europe's health systems. We therefore welcome the approach taken by the Commission to make it easier for such medicines to gain access to the Community market. The term 'generic medicinal products' has been introduced for the first time. It is also proposed that the 'Bolar' system be introduced in the European Union.

Lastly, it is not possible to consider this proposal without addressing the subject of information and the Commission's proposal that the dissemination of information relating to certain medicinal products authorised for the following disorders: asthma, AIDS and diabetes, be authorised for an experimental five-year period.

As we have already stressed, the market for a medicinal product is unique, and the aim must not be to maximise sales volumes but to ensure that the product is used appropriately. It is therefore vital to maintain a very clear distinction between information and advertising. The Commission's proposal is ambiguous in this area. It is therefore essential to ensure that the information disseminated to patients is checked before it reaches them by impartial scientific bodies which receive public funding. In this context, all package leaflets should be made more legible and more comprehensible.

The significance of enlargement must also be emphasised. There is no hiding the fact that the revised text which will be adopted will apply also to the new Member States. Each new Member State will have an important role as a fully fledged player in the establishment and development of a Europe where health is to the fore and which we all wish to see come about.
� OJ C ….


� OJ C ….
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