Commission Communication
on the action taken on opinions and resolutions adopted by Parliament at the February 2013 part-session
ORDINARY LEGISLATIVE procedure - First reading
European Parliament legislative resolution on the proposal for a directive of the European Parliament and of the Council relating to the transparency of measures regulating the prices of medicinal products for human use and their inclusion in the scope of public health insurance systems
1.
Rapporteur: Antonyia PARVANOVA (ALDE/BG)
2.
EP reference number: A7-0015/2013 / P7_TA(2013)0039
3.
Date of adoption of the resolution: 6 February 2013
4.
Subject: Transparency of measures regulating the prices of medicinal products for human use and their inclusion in the health scope of health insurance systems
5.
Interinstitutional reference number: 2012/0035(COD)
6.
Legal basis: Article 114 of the TFEU
7.
Competent Parliamentary Committee: Committee on the Environment, Public Health and Food Safety (ENVI)
8.
Commission's position:
Overall, the Commission welcomes the Parliament's amendments. The Commission can accept or accept in principle a large number of the amendments: 50 are acceptable (16 as such and 34 acceptable in principle, even if a few of them are acceptable only in part) and only 7 are unacceptable. These 7 amendments are unacceptable because they represent a step backwards compared to the existing Directive, because they would introduce legal uncertainty, or they go beyond EU competences.
Overview of the Commission position on amendments:
Amendments accepted in full: 5, 6, 9, 12, 19, 24, 34, 37, 38, 39, 43, 49, 51, 57, 58, 59.

Amendments accepted in principle and in part: 3, 7, 10, 11, 13, 14, 15, 16, 17, 18, 20, 21, 22, 23, 25, 26, 28, 29, 30, 31, 32, 33, 35, 40, 41, 42, 44, 45, 46, 48, 53, 54, 55, 56.

Amendments rejected: 4, 8, 27, 36, 47, 50, 52.
Amendments accepted in principle and in part:
With regard to amendments which are accepted in principle and in part, few explanations regarding which parts of the amendments cannot be accepted and the main relevant justifications are presented herewith.
Amendment 3 - accepted only the use of terminology "medicinal products";
· with regard to the term "effective medicinal products" it is important to emphasize that if a medicinal product has obtained the marketing authorisation it is implied that it is effective as this is part of the marketing authorisation assessment (assessment of quality, safety and efficacy);
· the last part of the 3rd sentence: "while ensuring the financial stability of public health insurance systems" is just a statement that reflects what is the main objective of the measures adopted by the Member States and ensuring the financial stability of the public health insurance system is one of the main objectives;
· Furthermore, the sentence: "Medicines classed as essential on the WHO list should be available to patients in all Member States, irrespective of the size of the market" would constitute an interference in the Member States' competences (Article 168 TFEU) as it is up to the Member States to decide what to be included in the scope of the health insurance system.
Amendment 7 – the addition: "including recommendations that may be required" does not seem necessary as the term measures include such recommendations and it would not be very clear to single out one particular type of measures and what is exactly meant and why by this reference;
Amendment 10 – it needs to be specified that any decision taken by Member States on pricing and reimbursement should be without prejudice to the outcome of the marketing authorisation decisions as provided by Directive 2001/83/EC and Regulation 726/2004;
Amendment 13 – reformulation is needed as the addition "by means of administrative mediation in advance of judicial proceedings" cannot be accepted; the applicant needs to have quick access to remedies procedures and an intermediary step (i.e. obligatory mediation) before judicial remedies would undermine the objective of achieving patients' timely access to medicines;
Amendment 16 –With regard to the paragraph: "The national authorities in charge of those procedures, when examining an application with respect to a bioequivalent generic or biosimilar medicinal product, should not request information concerning the patent status of the reference medicinal product, but they should be allowed to examine the validity of an alleged violation of intellectual property rights should the generic or biosimilar medicinal product be manufactured or placed on the market subsequently to their decision", the addition "but they should be allowed to examine the validity of an alleged violation of intellectual property rights should the generic or biosimilar medicinal product be manufactured or placed on the market subsequently to their decision" cannot be accepted as any infringement of intellectual property rights should be dealt with by the competent national courts; it is not up to the administrative bodies to determine whether there is a valid patent or not as they do not have the expertise for making such an assessment. The proposal clarifies in Article 14 that intellectual property issues should not be a barrier to pricing and reimbursement applications and should not be considered in the context of such procedures.
Amendment 17 – with regard to the amendment "The Commission and the Member States should also examine how to continue to co-operate on the functioning of the EURIPID price information database, which provides EU-wide added value in terms of price transparency", it is important to take into account the fact that this touches upon the exclusive competence of the Member States. Furthermore, this provision would have budgetary implications which would require additional financial and staff resources; therefore, it is subject to the approval of a separate budget. Moreover, the prices contained in this database are not comparable and are not the prices which the patient pays for medicines in pharmacies, since they do not contain the distribution chain margins and further;
Amendments 18, 31, 45, 56 – further assessment of the data protection legislation is needed;
Amendments 11, 14, 15 20; 21; 22, 25, 26, 29, 41, 46, 48, 49, 53, 54, 55 – further rewording and clarification is needed;
Amendment 23 – there is a need to make reference to Regulation 726/2004 as well;
Amendment 28
· the deletion of "any point in time" cannot be accepted as the possibility for the applicant to apply at any point in time is meant to ensure that there is no circumvention of the Directive and therefore that there is no undue delay in the applications and in the overall decisions. For example, in some Member States the applications can be submitted only once a year, or only twice a year (same applies for amendment 33);
· with regard to the addition: "Member States may also provide the possibility for the applicant of a marketing authorisation to submit such a price approval application once the Committee for Medicinal Products for Human Use established by Regulation (EC) No 726/2004 or the national competent authority has issued a positive opinion on the granting of a marketing authorisation for the medicinal product concerned", it should be specified that any decision taken by Member States on pricing and reimbursement should be without prejudice to the outcome of the marketing authorisation decisions as provided by Directive 2001/83/EC and Regulation 726/2004 (same applies for amendment 40).
Amendments 30, 35, 42 - the deletion of "Member States shall not request any additional information which is not explicitly required under national legislation or administrative guidelines" cannot be accepted. In order to ensure legal clarity and certainty for economic operators, it is important to ensure that it is clear from the beginning of the process what are the elements required for the application. This would be endangered if at a later stage the authorities could request something additional. The provision contained in Article 3(5) does not exclude the possibility for the Member States to ask for further clarification of the file.
Amendment 32 – the statement of reasons must contain the evaluation, expert opinion or recommendation on which it was based in order to ensure the transparency of the process;
Amendment 40 – the deletion in Article 7.2 of the sentence referring to the possibility to apply for any category/scheme of coverage would go against the ruling of the Court of Justice. This is a codification of the case-law C-311/07 Commission v Austria
.
Amendment 44 – the 2nd paragraph (new) in Article 7.7 cannot be accepted as this falls within Member States' competences. The provisions of this Directive should refrain from touching upon the substance of the measures on pricing of medicinal products and their inclusion in the health insurance system, as this would constitute an interference in the Member States' competences (Article 168 TFEU);
Amendment 56 – with regard to the provisions included in (new) Article 15a.3, it is important to underline that this falls with the competence of the Member States;
Amendments rejected:
Amendment 4 (Recital 4 a (new)) and Amendment 8 (Recital 9a (new))
The addition of the new recitals cannot be accepted as they touch upon the substance of the measures regarding the prices of medicinal products; therefore, they fall within the exclusive competence of the Member States (Article 168 TFEU).
Amendment 27 (Article 2 – point 5 b (new))
The addition of the definition of "vulnerable groups" cannot be accepted, as this provision falls outside the scope of this proposal.
Amendment 36 (Article 4 – paragraph 5)
This provision is contained under the current Directive and its deletions would constitute a step backwards. It is meant to penalize the inaction of the competent authorities by allowing the applicant to apply the price increase requested. It does not affect the budget, since it refers only to pricing and not to reimbursement.
Amendment 47 (Article 9 – paragraph 1)
With regard to Article 9 paragraph 1, the addition referring to what assessment should be included in decisions falls within the competence of the Member States.
Amendment 50 (Article 11 – paragraph 1)
The addition of "a category of medicinal products" in paragraph 1 cannot be accepted: "Paragraphs 2, 3 and 4 shall apply where a Member State adopts measures intended to control or promote the prescription of specific named medicinal products or of a category of medicinal products."
This provision is a codification of the case-law C-62/09,
  where only measures intended to control or promote the prescription of specific named medicinal products are targeted. By introducing in the scope of this Directive measures intended to control or promote a category of medicinal products, we would interfere with the Member States competence in determining whether they use generic substitution or not.
Amendment 52 (Article 12 – paragraph 1 a (new))
The creation of a specific regime for generics which moreover would delay the entry into force of the decision and therefore the overall timeline and access to the medicine is not desirable. Article 12 clarifies what is meant by time limits and it is in line with the interpretation of the Court of Justice which ruled that the Directive must be interpreted in light of its objectives so as to ensure its effectiveness (‘effet utile’)
.
9.
Outlook for the amendment of the proposal: The Commission will amend its proposal accordingly.
10.
Outlook for the adoption of Council's position: At this stage, it seems that the amendments voted by the European Parliament might respond to many concerns expressed by several delegations and thus re-launch the discussions in the Council with a view to a political agreement.
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