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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 
matters relating to compliance with the subsidiarity principle.

Please find attached, for information, a reasoned opinion of the Chamber of Deputies of the 
Grand Duchy of Luxembourg on the above-mentioned proposal.
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ANNEX

Reasoned opinion of the Chamber of Deputies of the Grand Duchy of Luxembourg

The Chamber of Deputies

• having regard to Rule 169 of its Rules of Procedure,

• whereas a Commission 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 (COM(2012) 84) was referred to the Committee on Health and Social 
Security under the arrangements for monitoring compliance with the subsidiarity 
principle,

• whereas the Committee on Health and Social Security adopted a reasoned opinion on 
the above-mentioned legislative proposal at its meeting of 19 April 2012,

has decided to adopt the reasoned opinion of the Committee on Health and Social Security, 
which is worded as follows:

General considerations

The proposal for a directive would repeal and replace Council Directive 89/105/EEC of 
21 December 1988 relating to the transparency of measures regulating the prices of medicinal 
products for human use and their inclusion in the scope of national health insurance systems.

The proposal was referred to the Committee on Health and Social Security to enable the latter 
to assess whether or not it complies with the principles of subsidiarity and proportionality, as 
laid down in Article 5 of the Treaty on European Union.

The committee understands that the Commission proposal seeks to adapt the legal framework 
to take account of pharmaceutical market conditions, which have changed fundamentally 
since Directive 89/105/EEC was adopted.

The committee also notes that in making its proposal the Commission is seeking to achieve 
two objectives: firstly to ensure better access for patients to medicinal products and secondly 
to improve the competitiveness of the European pharmaceutical industry. In order to achieve 
those objectives, the Commission is proposing to:

- shorten the deadlines for pricing and reimbursement decisions by national authorities;
- clarify Member States' procedural obligations;
- remove barriers to trade in pharmaceutical products.

The committee takes the view that the proposal may lead to a disproportionate increase in the 
administrative workload, particularly because of the shorter deadlines and many new 
obligations which are in no way consistent with the subsidiarity principle. These include:
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- publishing and circulating details of the criteria used to make decisions at each stage 
of the procedure;

- consulting the pharmaceutical industry prior to each new pricing and reimbursement 
measure and informing the Commission;

- submitting an annual report to the Commission on deadlines and delays;
- implementing all the administrative measures that are needed to make a decision and 

put it into effect within the set deadlines;
- providing legal remedies (interlocutory procedures, damages, penalty payments 

calculated by day) for the pharmaceutical industry should a Member State fail to meet 
the deadlines;  

- doing away with the possibility for national authorities to request certain additional 
information from the industry.

The many new requirements and the strict framework governing national administrative 
measures would strip national authorities of their remaining room for manoeuvre.

What is more, the proposal would create a glaring imbalance between the obligations to be 
met by Member States, on the one hand, and by the pharmaceutical industry, on the other. In 
practice, it would satisfy only proponents of transparent decision-making, whilst national 
authorities would face severe consequences if they departed even slightly from the official 
procedure (penalty payments calculated by day of delay in some cases).

Furthermore, it is questionable whether these numerous measures would in fact contribute to 
the achievement of the transparency objective and whether they comply with the principle of 
proportionality, which is closely linked to that of subsidiarity.

The proposal is at odds with the main rationale behind the subsidiarity principle, which is to 
protect Member States' ability to make decisions and take action and, additionally, to provide 
scope for legitimate Community involvement if the objectives of a measure cannot be 
achieved satisfactorily by the Member States owing to the scale or implications of the 
measure in question.

Conclusion

The Committee on Health and Social Security therefore concludes that, as a whole, the 
proposal for a directive is inconsistent with the principle of subsidiarity in that it imposes an 
excessive administrative burden on national authorities which cannot be justified by the need 
for transparency. The proposal is excessively biased towards the interests of the 
pharmaceutical industry.

Resolution adopted by the Chamber of Deputies at its public sitting of 24 April 2012.

The Secretary-General, The President,

Claude Frieseisen Laurent Mosar


