Proposal for a Regulation of the European Parliament and of the Council laying down Community procedures for the authorisation and supervision of medicinal products for human and veterinary use and establishing a European Agency for the Evaluation of Medicinal Products


Amendment 1

Recital 8 (Regulation 2001/0252)
(8) With a view to harmonising the internal market for new medicinal products, this procedure should also be made compulsory for any medicinal product which is intended to be administered to humans or animals and contains an entirely new active substance, that is, one that has not yet been authorised in the Community.
(8) With a view to harmonising the internal market for new medicinal products, this procedure should also be made compulsory for any medicinal product which is intended to be administered to humans or animals and contains an entirely new active substance, that is, one that has not yet been authorised in the Community or for any new indication for a recently marketed substance.



Justification

New indications for recently approved medicines account for many marketing authorisations. These new indications are commonly approved on the basis of weaker evidence than for initial authorisations. This new Regulation is a timely opportunity to harmonise the quality of all marketing authorisations, whether of new active substances or of new indications for recently approved products.

Amendment 2

Recital 9 (Regulation 2001/0252)
(9) As regards medicinal products for human use, optional access to the centralised procedure should also be provided for in cases where use of a single procedure produces added value for the patient. This procedure should remain optional for medicinal products which, although not belonging to the above mentioned categories, are nevertheless a therapeutic innovation. It is also appropriate to allow access to this procedure for medicinal product, which although not innovative, may be of benefit to society or to patients if they are authorised from the outset at Community level, such as certain medicinal products which cannot be supplied without a medical prescription. This option may be extended to generic medicinal products authorised by the Community, provided that this in no way undermines either the harmonisation achieved when the reference medicinal products was evaluated or the results of that evaluation.

(9) The mutual recognition procedure has to be considered as transitory until the centralised procedure becomes the general rule.

Justification

The mutual recognition procedure has failed to ensure equality of marketing authorisations among Member States. Unlike what is provided for in the centralised procedure, it does not ensure information of professionals and the public. The mutual recognition procedure will be even more problematic in an enlarged European Union. This new Regulation should plan for the gradual removal of the mutual recognition procedure and its replacement by the centralised procedure.

The argument for choosing one type of procedure or another have to be detailed by the applicant and analysed by the CPMP. These argument and the opinion of the CPMP have to be made publicly accessible in accordance with the EU Regulation 1049/2001 on access to documents.

Amendment 3

Recital 11 (Regulation 2001/0252)
(11) In the interest of public health, it is necessary that authorisation decisions under the centralised procedure be taken on the basis of the objective scientific criteria of quality, safety and efficacy of the medicinal product concerned, to the exclusion of economic and other considerations. However, Member States should be able exceptionally to prohibit the use on their territory of medicinal products for human use, which infringe objectively defined concepts of public policy and public morality. Moreover, a veterinary medicinal product may not be authorised by the Community if its use would contravene the rules laid down by the Community within the framework of the Common Agricultural Policy.
(11) In the interest of public health, it is necessary that authorisation decisions under the centralised procedure be taken on the basis of the objective scientific criteria of quality, safety, efficacy and added therapeutic value (as defined by the Council in its conclusions of 29 June 2000), of the medicinal product concerned, to the exclusion of economic and other considerations. However, Member States should be able exceptionally to prohibit the use on their territory of medicinal products for human use which infringe objectively defined concepts of public policy and public morality. Moreover, a veterinary medicinal product may not be authorised by the Community if its use would contravene the rules laid down by the Community within the framework of the Common Agricultural Policy.



Justification

Non comparative evaluation of new drugs has become unacceptable because of the large number of therapeutic alternatives for most diseases and the artificially high price of new drugs. The interest of public health requires comparison favouring the best choices for patients in all Members states.

Amendment 4

Recital 19 (Regulation 2001/0252)
(19) The creation of the Agency will make it possible to reinforce the scientific role and Independence of the committees, particularly through the setting-up of a permanent technical and administrative secretariat.


(19) The creation of the Agency will make it possible to reinforce the scientific role and independence of the committees, particularly through the setting-up of a permanent technical and administrative secretariat. In order to reinforce the transparency and accountability of the different committees and working parties, patients and consumers representatives will be systematically included. The procedure for designation of these representatives shall be defined by a decision and made publicly accessible on the Internet.

Justification

Transparency and accountability of the Agency towards the public and health professionals is not ensured by the present regulation or the commission’s proposals. Representatives of the public and professionals must take part in scientific, technical and administrative activities of the Agency.

The Charter of Fundamental Rights of the European Union stipulates that the administration is obliged to gives reasons for its decisions (article 41). In addition, a new Regulation (1042/2001) on public access to EU documents came into operation on 3 December 2001. Following the latter Regulation, the Agency has the obligation to set up a register of its documents on the Internet.

Amendment 5

Recital 24 (Regulation 2001/0252)
(24) It is also necessary to take measures for the supervision of medicinal products authorised by the Community, and in particular for the intensive supervision of undesirable effects of these medicinal products within the framework of Community pharmacovigilance activities, so as to ensure the rapid withdrawal from the market of any medicinal product presenting an unacceptable level of risk under normal conditions of use.


(24) It is also necessary to take measures for the supervision of medicinal products authorised by the Community, and in particular for the intensive supervision of undesirable effects of these medicinal products within the framework of Community pharmacovigilance activities, so as to ensure the rapid withdrawal from the market of any medicinal product presenting a negative benefit/ risk balance under normal conditions of use.



Justification

Adverse drug reactions have no meaning per se. They have to be weighed up against the benefits provided by a given drug.

Amendment 6

Recital 28 (Regulation 2001/0252)
(28) In order to meet, in particular, the legitimate expectations of patients and to take

account of the increasingly rapid progress of science and therapies, accelerated assessment procedures should be set up, reserved for medicinal products of major therapeutic interest, and procedures for obtaining temporary authorisations subject to certain annually reviewable conditions. In the field of medicinal products for human use, a common approach should also befollowed, whenever possible, regarding the criteria and conditions for the compassionate use of new medicinal products under Member States' legislation.


(28) In order to meet, in particular, the legitimate expectations of patients, accelerated assessment procedures should be set up, reserved for medicinal products of vital therapeutic interest, and procedures for obtaining temporary authorisations subject to certain annually revisable conditions. In the field of medicinal products for human use, a common approach should also be followed, whenever possible, regarding the criteria and conditions for the compassionate use of new medicinal products under Member States' legislation.



Justification

There is no evidence that science and therapies are rapidly progressing if we define innovation from the perspective of patient needs, public health and social protection. The key concept for defining innovation is that of added therapeutic value as compared to existing treatments. Added therapeutic value means higher efficacy on morbidity and mortality, improved safety, and, or improved convenience. Less than 5 % of new medicines actually meet this definition and this is not surprising: any novelty cannot be a real innovation for the patients; much time is needed for productive and quality research. 

Amendment 7

Recital 29 (Regulation 2001/0252)
(29) In line with the current provisions of Directives 2001/83/EC and 2001/82/EC, the term of validity of a Community marketing authorisation should be unlimited. Furthermore, any authorisation not used for two consecutive years, that is to say, one which has not led to the placing on the market of a medicinal product in the Community during that period, should be considered invalid, in order, in particular, to avoid the administrative burden linked to maintaining such authorisations.


(29) In line with the current provisions of Directives 2001/83/EC and 2001/82/EC, the marketing authorisation should be granted for 5 years and re-evaluated every 5 years in terms of risk/ benefit balance, and added therapeutic value. Furthermore, any authorisation not used for two consecutive years, that is to say, one which has not led to the placing on the market of a medicinal product in the Community during that period, should be considered invalid, in order, in particular, to avoid the administrative burden linked to maintaining such authorisations.



Justification

The 5-year renewal of drug approvals is meant to protect citizen’s health. Provided it is scientifically applied, the 5-year renewal allows the Agency to re-assess benefits and risk of medicines regularly. It should also allow the Agency to clear the market of products with poor risk-benefit balances compared to others, or of drugs whose companies fail to provide requested safety studies.

Amendment 8

Article 3, paragraph 2, first subparagraph (Regulation 2001/0252)

2. Any medicinal product not appearing in Annex I may be granted a marketing authorisation by the Community in accordance with the provisions of this Regulation, provided that the applicant shows that the medicinal product is a significant therapeutic, scientific or technical innovation or that the granting of authorisation in accordance with this Regulation is of interest to patients or to animal health at Community level. Immunological veterinary medicinal products for the treatment of animal diseases subject to Community prophylactic measures may also be granted such authorisation.


2. Any medicinal product not appearing in Annex I may be granted a marketing authorisation by the Community in accordance with the provisions of this Regulation, 



Justification

The centralised procedure should become the rule, irrespective of the degree of innovation claimed by the manufacturer.

Amendment 9

Article 5, paragraph 2 (Regulation 2001/0252)

2. Without prejudice to Article 50 or to other tasks which Community law may confer on it, the Committee for Human Medicinal Products shall be responsible for formulating the opinion of the Agency on any matter concerning the Admissibility of the files submitted in accordance with the centralised procedure, the granting, variation, suspension or withdrawal of an authorisation to place a medicinal product for human use on the market in accordance with the provisions of this Title and pharmacovigilance. 3. At the request of the Executive Director of the Agency or the Commission representative, the Committee for Human Medicinal Products shall also draw up an opinion on any scientific matter concerning the evaluation of medicinal products for human use.

.
2. Without prejudice to Article 50 or to other tasks which Community law may confer on it, the Committee for Human Medicinal Products shall be responsible for formulating the opinion of the Agency on any matter concerning the admissibility of the files submitted in accordance with the centralised procedure, the granting, variation, suspension or withdrawal of an authorisation to place a medicinal product for human use on the market in accordance with the provisions of this Title and pharmacovigilance. 3. At the request of the Executive Director of the Agency or the Commission representative, the Committee for Human Medicinal Products shall also draw up an opinion on any scientific matter concerning the evaluation of medicinal products for human use. The Committee shall also formulate an opinion whenever there is disagreement in the assessment of medicinal product through the mutual recognition procedure. Opinions shall be accessible on the Internet, in accordance with EU Regulation 1099/2001 on access to documents.



Justification

The Agency has failed to ensure real transparency of its decision towards the public and the health professionals. To be consistent with the Charter of Fundamental Rights of the European Union and its Article 41, and with Regulation 1049/2001 on access to EU documents, this new Regulation should provide for access of the public to diverging opinions among Committee members on condition that anonymity is observed.

Amendment 10

Article 9, paragraph 3 (Regulation 2001/0252)

3. Within 30 days of its adoption, the Agency shall send the final opinion of the Committee for Human Medicinal Products to the Commission, to the Member States and to the applicant, together with a report describing the assessment of the medicinal product by the Committee and stating the reasons for its conclusions.


3. Within 30 days of its adoption, the Agency shall send the final opinion of the Committee for Human Medicinal Products to the Commission, to the Member States and to the applicant, together with a report describing the assessment of the medicinal product by the Committee and stating the reasons for its conclusions. This report shall be publicly accessible in a Register together with the minutes of the Committee meeting, in accordance to the EU Regulation 1049/2001 on access to documents, after deletion of any information of a commercial confidential nature.

Justification

The Charter of Fundamental Rights of the European Union stipulates the administration is obliged to give reasons for its decisions (Article 41). In addition a new Regulation (1049/2001) on public access to EU documents came into operation on 3 December 2001. Following the latter Regulation, the Agency has the obligation to set up a Register of its documents on the Internet.

Amendment 11

Article 12, paragraph 3 (Regulation 2001/0252)

3. The Agency shall publish the assessment report on the medicinal product for human use drawn up by the Committee for Human Medicinal Products and the reasons for its opinion in favour of granting authorisation, after deletion of any information of a commercially confidential nature.


3. The Agency shall publish the assessment report on the medicinal product for human use drawn up by the Committee for Human Medicinal Products and the reasons for its opinion in favour of granting authorisation, as mentioned in article 9.3 and not amended by the applicant, after deletion of any information of a commercially confidential nature.



Justification

Industry should have no say in the scientific part of the final edition of assessment reports, and article 12 has to be technically consistent with Article 9.

Amendment 12

Article 13, paragraph 1 (Regulation 2001/0251)

1. Without prejudice to paragraphs 2 and 3, authorisation shall be valid for an unlimited period.


1. The authorisation shall be granted for five years and shall be renewable for five years periods after reevaluation of its risk/ benefit balance in the light of the new efficacy and safety data internationally available.



Justification

The 5-year renewal of marketing authorisation is meant to protect citizen’s health. Provided it is scientifically applied, the 5-year renewal allows benefits and risks of medicines to be regularly reassessed. It allows the EU market to be cleared of medicines with poorly proven efficacy, poor benefit/risk ratios compared to others, or medicines whose companies fail to provide requested pharmacovigilance data.

Amendment 13

Article 13, paragraph 4 (Regulation 2001/0251)

4. Following consultation with the applicant, an authorisation may be granted subject to certain specific obligations, to be reviewed annually by the Agency.  By way of derogation from paragraph 1, the authorisation shall be valid for one year, on a renewable basis.


4. Following consultation with the applicant, an authorisation may be granted subject to certain specific obligations, to be reviewed annually by the Agency. The list of these obligations together with deadlines and date of fulfilment, shall be made publicly accessible in a Register, in accordance with EU Regulation 1049/ 2001 on access to documents. By way of derogation from paragraph 1, the authorisation shall be valid for one year, on a renewable basis.



Justification

Accountability of all interested parties must be ensured yet industry often fails to provide post marketing studies that were requested. The specific obligations mentioned fall within the definition of "Public document" in Regulation 1049/2001 on access to EU documents.

Amendment 14

Article 13, paragraph 6 (Regulation 2001/0251)

6. When an application is lodged for a marketing authorisation in respect of medicinal products for human use which are of major interest from the point of view of public health and in particular from the viewpoint of therapeutic innovation, the applicant may request an accelerated assessment procedure. Due reasons are to be given for the request. If the Committee for Human Medicinal Products accepts the application, the time-limit laid down in the first subparagraph of Article 6(3) shall be reduced to 150 days.

6. When an application is lodged for a marketing authorisation in respect of medicinal products for human use which are of vital interest from the point of view of public health and in particular from the viewpoint of added therapeutic value, the applicant may request an accelerated assessment procedure. Due reasons are to be given for the request and made public on the Internet. If the Committee for Human Medicinal Products accepts the application, the time-limit laid down in the first subparagraph of Article 6(3) shall not exceed 150 days.



Justification

Accelerated drug approval may lead to inadequate evaluation and safety problems, witness the world wide withdrawals of rapidly approved drugs in recent years.

Accelerated drug approval should therefore be strictly restricted to life – threatening illnesses without adequate treatments.

Two conditions are essential : first the decision to use the accelerated procedure must be the responsibility of the evaluation Committee, and not the pharmaceutical company ; second, assessment of benefits and risks of the product must be done annually. Indeed, inadequate evaluation would expose citizens to potentially useless or harmful medicines, or to less useful medicines than others. 

Amendment 15

Article 18, paragraph 6 (Regulation 2001/0251)

6. The Agency shall, upon request, inform any person concerned of the final decision.

.
6. The Agency shall make the decision publicly accessible, immediately after it has been taken, in an ad hoc Register in accordance with EU regulation 1049/ 2001 on access to documents.

Justification

It is essential that the Agency provides online information to the public and professionals whenever emergency measures are taken and vital interests of the population are at stake.

Amendment 16

 Article 20, first paragraph (Regulation 2001/0251)

The Agency, acting in close cooperation with the national pharmacovigilance systems established in accordance with Article 102 of Directive 2001/83/EC, shall receive all relevant information about suspected adverse reactions to medicinal products for human use which have been authorised by the Community in accordance with this Regulation. If necessary, the Committee for Human Medicinal Products may, in accordance with Article 5 of this Regulation, formulate opinions on the measures necessary. 


The Agency, acting in close cooperation with the national pharmacovigilance systems established in accordance with Article 102 of Directive 2001/83/EC, shall receive all relevant information about suspected adverse reactions to medicinal products for human use which have been authorised by the Community in accordance with this Regulation This information shall be made accessible on request through an ad hoc Register in accordance with EU regulation 1049/2001 on access to documents . If necessary, the Committee for Human Medicinal Products may, in accordance with Article 5 of this Regulation, formulate opinions on the measures necessary. These opinions and measures shall be made publicly accessible.


Justification

The Agency should stop its paternalistic communication policy when it comes to adverse drug reactions, be they suspected of confirmed. Instead, the Agency should strive to ensure collaboration of all interested parties. It should encourage the public and professionals to notify adverse events, and keep them informed on a routine and user-friendly basis.

Amendment 17

Article 22, paragraph 3 (Regulation 2001/0251)

3. The holder of the authorisation to place the medicinal product for human use on the market shall be required to maintain detailed records of all suspected adverse reactions within or outside the Community which are reported to him/her by a health-care professional. Unless other requirements have been laid down as a condition of the granting of the marketing authorisation by the Community, these records shall be submitted, in the form of a updated periodical report on safety, to the Agency and Member States immediately upon request or at least every six months during the first two years following authorisation and once a year for the following two years. Thereafter, the records shall be submitted at three-yearly intervals, or immediately upon request. These records shall be accompanied by a scientific evaluation 
3. The holder of the authorisation to place the medicinal product for human use on the market shall be required to maintain detailed records of all suspected adverse reactions within or outside the Community which are reported to him/her by a health-care professional. Unless other requirements have been laid down as a condition of the granting of the marketing authorisation by the Community, these records shall be submitted, in the form of a updated periodical report on safety, to the Agency and Member States immediately upon request or at least every six months during the first two years following authorisation and once a year for the following two years. Thereafter, the records shall be submitted at three-yearly intervals, or immediately upon request. These records shall be accompanied by a scientific evaluation of the benefits and the risks of the medicinal product.



Justification

Adverse drug reactions (suspected or confirmed) must be weighed up against proven benefits, otherwise the evaluation has no clinical relevance.

Amendment 18

Article 50, paragraph 1, subparagraph d (bis) (new)


(d) (bis)

Each of the committees dealing with medicinal products for human use shall systematically include representatives of patients and consumers.


Justification

Accountability and transparency of the Agency can be ensured only if its scientific Committees include representatives of public health interests, namely patients, consumers and professionals who have no conflict of interest with drug companies.

Amendment 19

Article 50, paragraph 2 (Regulation 2001/0251)

2. The Committees referred to in points (a) to (d) of paragraph 1 may each establish working parties and expert groups. For this purpose they shall adopt, in accordance with their rules of procedure, precise arrangements for delegating certain tasks to these working parties and groups.


2. The Committees referred to in points (a) to (d) of paragraph 1 may each establish working parties and expert groups including patients representatives. For this purpose they shall adopt, in accordance with their rules of procedure, precise arrangements for delegating certain tasks to these working parties and groups.

Justification

Accountability and transparency of the Agency can be ensured only if its scientific Committees include representatives of public health interests, namely patients, consumers and professionals who have no conflict of interest with drug companies.

Amendment 20

Article 50, paragraph 4 (Regulation 2001/0251)

4. The Committee for Human Medicinal Products and the Committee for Veterinary Medicinal Products may, if they consider it appropriate, seek guidance on important questions of a general scientific or ethical nature.


4. The Committee for Human Medicinal Products and the Committee for Veterinary Medicinal Products may, if they consider it appropriate, seek guidance on important questions of a general scientific or ethical nature, involving representatives of the public when appropriate.

Justification

Accountability and transparency of the Agency can be ensured only if its scientific Committees include representatives of public health interests, namely patients, consumers and professionals who have no conflict of interest with drug companies.

Amendment 21

Article 51, paragraph 1, subparagraph b (Regulation 2001/0251)

1. The Agency shall provide the Member States and the institutions of the Community with the best possible scientific advice on any question relating to the evaluation of the quality, the safety, and the efficacy of medicinal products for human or veterinary use, which is referred to it in accordance with the provisions of Community legislation relating to medicinal products. To this end, the Agency, acting particularly through its Committees, shall undertake the following tasks:

(a) the coordination of the scientific evaluation of the quality, safety and efficacy of medicinal products which are subject to Community marketing autorisation procedures; 

(b) transmitting on request and making available 


1. The Agency shall provide the Member States and the institutions of the Community with the best possible scientific advice on any question relating to the evaluation of the quality, the safety, and the efficacy of medicinal products for human or veterinary use, which is referred to it in accordance with the provisions of Community legislation relating to medicinal products. To this end, the Agency, acting particularly through its Committees, shall undertake the following tasks:

(a) the coordination of the scientific evaluation of the quality, safety and efficacy of medicinal products which are subject to Community marketing autorisation procedures;

(b) Making publicly available in an ad hoc Register in accordance with EU Regulation 1049/ 2001.



Justification

Following the Charter of Fundamental Rights of the EU and EU Regulation 1049/2001 on public access to documents, the Agency has the obligation to set up online Registers of its public documents as of June 2002.

Amendment 22

Article 51, paragraph 1, subparagraph d (Regulation 2001/0251)

(d) assuring the dissemination of information on adverse reactions to medicinal products authorised in the Community, by means of a database permanently accessible to all Member States;


(d) assuring the dissemination of information on adverse reactions to medicinal products authorised in the Community, by means of a database permanently accessible to all Member States, and accessible on request to health professionals and the public through an ad hoc Register in accordance with EU Regulation 1049/ 2001 ;



Justification

Following the Charter of Fundamental Rights of the EU and EU Regulation 1049/2001 on public access to documents, the Agency has the obligation to set up online Registers of its public documents as of June 2002.

Amendment 23

Article 51, paragraph 1, subparagraph i (Regulation 2001/0251)

(i) recording the status of marketing authorisations for medicinal products granted in accordance with Community procedures; 


(i) recording the status of all marketing authorisations for medicinal products granted in accordance with Community procedures; 

Justification

Pending the removal of the mutual recognition procedure, marketing authorisations coming through it should be taken into account in the provision.

Amendment 24

Article 51, paragraph 1, subparagraph j (Regulation 2001/0251)

(j) creating a database on medicinal products, to be accessible to the general public, and giving technical assistance for its maintenance;


(j) creating a database on medicinal products, to be accessible to the general public, and ensuring its maintenance independently from pharmaceutical companies



Justification

The database on medicinal products should serve the public and professionals as a priority. Maintenance supported by EC funding is essential for ensuring independence of the Agency and guarantee its public health mission.

Amendment 25

Article 51, paragraph 1, subparagraph k(Regulation 2001/0251)

(k) assisting the Community and Member States in the provision of information to health care professionals and the general public about medicinal products evaluated by the Agency; 


(k) assisting the Community and Member States in the provision of information to health care professionals and the general public about medicinal products evaluated by the Agency; and those marketed after mutual recognition procedure.

Justification

Pending the removal of the mutual recognition procedure, marketing authorisations coming through it should be taken into account in the provision.

Amendment 26

Article 51, paragraph 2 (Regulation 2001/0251)

2. The database provided for in point (j) of paragraph 1 shall include the summaries of product characteristics, the patient or user package leaflet and the information shown on the labelling. The database shall be developed in stages, priority being given to medicinal products authorised under this Regulation and those authorised under Chapters IV (Title III) of Directive 2001/83/EC and Directive 2001/82/EC Respectively. The database shall subsequently be extended to include other medicinal products.


2. The database provided for in point (j) of paragraph 1 shall include the summaries of product characteristics, the patient or user package leaflet and the information shown on the labelling. The database shall be developed in stages, priority being given to medicinal products authorised under this Regulation and those authorised under Chapters IV (Title III) of Directive 2001/83/EC and Directive 2001/82/EC respectively. The database shall subsequently be extended to include any medicinal products marketed in the European Union.

Justification

The degree of transparency and information to the public and health professionals has to be harmonised for all medicines released on the EU market.

Amendment 27

Article 54, paragraph 1 (Regulation 2001/0251)

1. Each Member State shall appoint, for a three-year term which shall be renewable, one member to the Committee for Human Medicinal Products and one member to the Committee for Veterinary Medicinal Products. Members shall be chosen for their role and experience in the evaluation of medicinal products for human and veterinary use as appropriate and shall maintain relevant contacts with the competent national authorities.


1. Each Member State shall appoint, for a three-year term which shall be renewable, two members to the Committee for Human Medicinal Products and one member to the Committee for Veterinary Medicinal Products. Members shall be chosen for their role and experience in the evaluation of medicinal products for human and veterinary use as appropriate and shall maintain relevant contacts with the competent national authorities. The committees shall systematically include 2 patients and consumers representatives and may coopt a maximum of five additional members chosen on the basis of their scientific competence. These members shall be appointed for a term of three years which can be renewable.

Justification

The contribution of each Member States can only be effective if the delegation includes a member of the national medicinal products agency and a scientific expert.

Accountability and transparency of the Agency can be ensured only if its scientific Committees include representatives of public health interests, namely patients, consumers and professionals who have no conflict of interest with drug companies.

Amendment 28

Article 56, paragraph 2 (Regulation 2001/0251)

2. Members of the Management Board, members of the Advisory Board, members of the Committees, rapporteurs and experts shall not have financial or other interests in the pharmaceutical industry which could affect their impartiality They shall undertake to act in the public interest and in an independent manner. All indirect interests which could relate to this industry shall be entered in a register held by the Agency which the public may consult. Members of the Management Board, members of the Advisory Board, members of the Committees, rapporteurs and experts who participate in meetings or working groups of the Agency shall declare, at each meeting, any specific interests which could be considered to be prejudicial to their independence with respect to the points on

the agenda.


2. Members of the Management Board, members of the Advisory Board, members of the Committees, rapporteurs and experts shall not have financial or other interests in the pharmaceutical industry which could affect their impartiality They shall undertake to act in the public interest and in an independent manner. All indirect interests which could relate to this industry shall be entered in a register held by the Agency which the public may consult. Members of the Management Board, members of the Advisory Board, members of the Committees, rapporteurs and experts who participate in meetings or working groups of the Agency shall publicly declare their conflicts of interest, and at each meeting, any specific interests which could be considered to be prejudicial to their independence with respect to the points on the agenda. List of conflict of interests shall be declared in an ad hoc Register in accordance with EU Regulation 1049/ 2001 accessible at the Agency and on the Internet. 

Transparency of conflicts of interest should not stop at the door of meetings’ room.

Justification

Transparency of conflicts of interest should not stop at the door of meetings’ room.

Amendment 29

Article 58, paragraph 1 (Regulation 2001/0251)

1. 

The full members of the Management Board may arrange to be replaced by alternates.


1. The Management Board shall consist of four representatives of the Member States, four representatives of the European Parliament, four representatives of the Commission two of them at least in charge of public health and consumers protection, and two representatives of patients, two representatives of organisations paying for medicines and two representatives of the pharmaceutical industry. The procedure for designating these representatives shall be defined by a decision and made accessible. This procedure shall involve consultation of the parliament, and designation of these representatives shall be finally ensured by the council. 

The full members of the Management Board may arrange to be replaced by one alternate designed by the same procedure.



Justification

One of the main problem with the Agency is the lack of democratic control and the fact that it is attached to DG Enterprise instead of DG Health and Consumer Protection. This new Regulation should solve this problem, taking into account the enlargement of the EU.

Amendment 30

Article 60, paragraph 10 (Regulation 2001/0251)

10. The Management board, on a recommendation by the European Parliament, shall give a discharge to the director in respect of the implementation of the budget.
10. The European Parliament, on a recommendation of the Council, shall in respect of the implementation of the budget of the Agency.

Justification

To be consistent with the procedures recently adopted for other agencies. 

Amendment 31

Article 68 (Regulation 2001/0251)

The Management Board shall, in agreement with the Commission, develop appropriate contacts between the Agency and the representatives of the industry, consumers and patients and the health professions.
The Management Board shall, in agreement with the Commission, develop appropriate contacts between the Agency and the representatives of the industry, consumers and patients and the health professions. These contacts may include the participation of observers others than the patients and consumers representatives included as members of the scientific committees in certain aspects of the Agency's work, under conditions determined beforehand by the Management Board, in agreement with the Commission.

Justification

To ensure democratic control and involvement of other interested parties. 


Amendment 32

Article 70 (Regulation 2001/0251)

To ensure an appropriate level of transparency, the Management Board, on the basis of a proposal by the Executive Director, in agreement with the Commission, shall adopt rules to ensure the availability to the public of regulatory, scientific or technical information concerning the authorisation or supervision of medicinal products which is not of a confidential nature.


To ensure the highest level of transparency, the Management Board, on the basis of a proposal by the Executive Director, in agreement with the Commission, shall adopt rules and set up ad hoc Register to ensure the availability to the public of regulatory, scientific or technical information concerning the authorisation or supervision of medicinal products, in accordance with the EU Regulation 1049/2001 on access to documents.

Internal rules and procedures of the Agency, its Committees and its working groups shall be made available to the public at the Agency and on the Internet.



Justification

This article shall comply with provisions of EU Regulation 1049/2001 to create real transparency of the Agency activities.

Amendment 33

Article 73, paragraph 1 (Regulation 2001/0251)

1. By way of derogation from Article 6 of Directive 2001/83/EC, a medicinal product not authorised for human use belonging to the categories referred to in Article 3(1) and (2) of this Regulation, which is potentially of major interest from the point of view of public health, may be made available to certain patients for compassionate reasons.


1. Following demands by health authorities, physicians or patients groups and after scientific evidence, the Committee for Human Medicinal Products can recommend the compassionate use of a medicinal product.
 



Justification

Therapeutic emergency and compassionate use.

The EU should make the therapeutic emergency issue a public health priority by building an adequate legal framework, and providing for enough human and financial resources. Access to medicines in the development stage is sometimes the only recourse for patients suffering life-threatening conditions. The proposed Regulation leaves to pharmaceutical companies the decision to launch compassionate use programmes, whereas health authorities should have a key role in tackling therapeutic emergencies.  EMEA should take all measures required so that all patients with no other therapeutic options can have access to promising therapies prior to authorisation.

Patient groups, national health authorities and health professionals should be allowed to refer to CPMP and ask for scientific opinion on urgent access to a given medicine.




Amendment 34

Article 73, paragraph 3 (Regulation 2001/0251)

3. Where a compassionate use is envisaged, the Committee for Human Medicinal Products, after Consulting the manufacturer or the applicant, may adopt recommendations on the conditions for use, the conditions for distribution and the patients targeted. The Member States shall take any appropriate measures to ensure that the recommendations may be implemented under the applicable national legislation.


3. Where a compassionate use is needed in accordance with patients group requests and scientific evidence, the Committee for Human Medicinal Products, after consulting the manufacturer or the applicant, shall adopt recommendations on the conditions for use, the conditions for distribution, the patients targeted and the size of the programme. The EMEA shall take any appropriate measures to encourage the applicant to set up a programme in accordance with the vital needs of the patients. The Member States shall take any appropriate measures to ensure that the recommendations may be implemented under the applicable national legislation.

Justification

The European Union should make ‘therapeutic emergencies’ a public health priority by creating ad hoc legal framework and ensuring adequate financial and human resources. Access to medicines in the development stage is sometimes the only recourse for patients suffering life-threatening conditions. Thousands of patients die in Europe because they were not allowed to benefit from new treatments in due time. Article 73 of the proposed Regulation leaves to pharmaceutical companies the decision to launch compassionate use programmes. Our amendments to this Article would give health authorities some leverage on drug companies with a view to tackling therapeutic emergencies. Patient groups, national health authorities and health professionals should be allowed to refer to CPMP and ask for scientific opinion on urgent access to a given medicine.
Amendment 35

Article 74, paragraph 1 (Regulation 2001/0251)

1. Without prejudice to the Protocol on the Privileges and Immunities of the European Communities, each Member State shall determine the penalties to be applied for the infringement of the provisions of this Regulation or the regulations adopted pursuant to it and shall take every measure necessary for their implementation. The penalties shall be effective, proportionate and dissuasive.


1. Without prejudice to the Protocol on the Privileges and Immunities of the European Communities, each Member State shall determine the penalties to be applied for the infringement of the provisions of this Regulation or the regulations adopted pursuant to it and shall take every measure necessary for their implementation. The penalties shall be effective, proportionate and dissuasive, and rapidly implemented

Justification

Delays in implementing penalties would render them harmless which has been the case so far.

Amendment 36

Article 76, paragraph 1 (Regulation 2001/0251)

At least every ten years, the Commission shall publish a general report on the experience acquired as a result of the operation of the procedures laid down in this Regulation, in Chapter 4 of Title III of Directive 2001/83/EC [relating to medicinal products for human use] and in Chapter 4 of Title III of Directive 2001/82/EC [relating to medicinal products for veterinary use].


At least every six years, the Commission shall publish a general report on the experience acquired as a result of the operation of the procedures laid down in this Regulation, in Chapter 4 of Title III of Directive 2001/83/EC [relating to medicinal products for human use] and in Chapter 4 of Title III of Directive 2001/82/EC [relating to medicinal products for veterinary use].



Justification

The latest report involved six years of EU regulation, and it showed that many provisions required upgrading. Every six years seems more reasonable than ten if the highest level of efficiency and quality of regulation is to be expected.
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