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Under Article 6 of the Protocol (No 2) on the application of the principles of subsidiarity and 
proportionality, any national parliament may, within eight weeks from the date of 
transmission of a draft legislative act, send the Presidents of the European Parliament, the 
Council and the Commission a reasoned opinion stating why it considers that the draft in 
question does not comply with the principle of subsidiarity.

Under Parliament’s Rules of Procedure the Committee on Legal Affairs is responsible for 
compliance with the subsidiarity principle.

Please find attached, for information, a reasoned opinion by the National Council of Austria 
on the above-mentioned proposal.
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ANNEX

Reasoned opinion by the National Council of Austria

Reasoned opinion by the Standing Sub-Committee on Matters of the European Union of the 
Principal Committee of the National Council of 17 April 2012

pursuant to Article 23g (1) of the Austrian Constitution in conjunction with Article 6 of 
Protocol No 2 on the application of the principles of subsidiarity and proportionality

COM(2012) 84 final

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

A. Opinion

The proposal under consideration is incompatible with the principle of subsidiarity.

B. Justification

The European Commission submitted its proposal for amending the rules on the coverage of 
medicinal products by public health insurance systems in the Member States on 1 March 
2012. According to the Commission, the objective of the proposal is to facilitate the 
functioning of the internal market for medicinal products by updating Directive 89/105/EEC, 
shortening time limits and introducing penalties and a notification procedure.

The organisation and financing of health systems are matters for the Member States. This is 
made clear by Article 168(7) of the Treaty on the Functioning of the European Union 
(TFEU). Similarly, the Court of Justice of the EU has indicated in its case-law that preserving 
the financial equilibrium of health insurance systems and a high standard of public health care 
constitutes a lawful ground for applying particularly strict monitoring and criteria in these 
fields. Moreover, the Court has stressed that the European Union may only bring minimal 
influence to bear on the organisation of health insurance. However, the present proposal 
would undermine the Member States’ powers over their health systems. This is unacceptable.

While the proposal does not provide for harmonisation of provisions in the field of pricing 
and reimbursement of costs, it does contain far-reaching and largely excessive provisions 
concerning the procedure to be used, which will ultimately also have a significant impact on 
the capacity to control national health policy. Calculations by the Principal Association of 
Austrian Social Insurance Institutions indicate that the shorter time limits and the concomitant 
shorter periods available in which to negotiate appropriate prices could cause public health 
systems to incur losses of up to €3.2 m per annum per procedure. Moreover, the penalties for 
which the proposal provides (penalty payments, damages) would be likely to alter the initial 
situation in price negotiations one-sidedly in favour of the pharmaceutical industry, which is 
liable to cause further damage to the health insurance system.
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Furthermore, in many cases delays in including medicinal products are due to an applicant’s 
submitting incomplete information. Moreover, sufficient time should be available for the 
pharmacological, medical/therapeutic and health-economics assessment to be able to 
guarantee a high standard of health care. The proposal to reduce time-limits should therefore 
be rejected, as should the proposal to introduce penalties, as they do not provide any European 
added value. The Commission indicates Article 114 TFEU, concerning the internal market, as 
the sole legal basis. Yet Articles 7 et seq. of the proposal, in particular, quite clearly affect the 
responsibility of Member States for the organisation and delivery of statutory health services 
and care as referred to in Article 168(7) TFEU and other articles. The legal basis selected by 
the Commission is therefore inadequate. If, however, the legal basis selected is inadequate, 
that in itself means that the Union is exceeding the limited specific power assigned to it in this 
legal basis. If the Union exceeds the power assigned to it, this inadmissibly restricts the 
powers of the Member States and at the same time inevitably violates the subsidiarity 
principle.

Moreover, the provisions of the proposed Articles 11, 13, 15 and 16 constitute inadmissible 
encroachment on the constitutional autonomy of the Member States to determine 
independently their procedures for establishing standards. They are, furthermore, superfluous 
for the purpose of attaining the objective of the directive. In particular, the notification 
procedure newly introduced by Article 16 restricts the freedom of the national legislature to 
an extent which is not under any circumstances compatible with the provisions of Article 
168(7) TFEU and the case-law of the Court of Justice.

In Article 14, concerning the non-interference of intellectual property rights, the proposal for 
a directive provides that administrative rather than judicial procedures must be applied and 
that intellectual property rights should be disregarded. This provision insurmountably 
contradicts Article 6 of the European Convention on Human Rights, concerning the right to a 
fair judicial hearing for the purpose of determining civil rights, Article 1 of the 2nd Additional 
Protocol to that Convention and Article 17 of the EU Charter of Fundamental Rights, 
concerning protection of property. Yet the Treaties have not assigned the Union any powers 
which restrict the rights recognised in the European Convention on Human Rights or the EU 
Charter of Fundamental Rights. Article 14 therefore violates the said rights.

Finally, it should be observed that, in the context of statements on compatibility with the 
subsidiarity principle, the mere reference to the assessment of implications contravenes 
Article 5 of the Protocol on the application of the principles of subsidiarity and 
proportionality. A detailed statement of the case for arguing that the subsidiarity principle has 
been complied with ought to be incorporated in the proposal itself. In the proposal at issue, 
even the information provided in the impact assessment is inadequate. Merely invoking the 
internal market is not sufficient to demonstrate that the subsidiarity principle has been 
respected. If, however – contrary to the provisions of the Treaties – an EU legislative proposal 
is not accompanied by a statement indicating compliance with the subsidiarity principle which 
goes beyond empty formulae and is hence adequate, the procedure for examination by 
national parliaments cannot be carried out on a basis which genuinely complies with the 
Treaties. Consequently, the procedural provisions relation to the subsidiarity principle are not 
respected, and the proposed legislative act is fundamentally and irreparably liable to be 
declared null and void.


