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NOTICE TO MEMBERS
(83/2012)

Subject: Reasoned opinion of the Polish Sejm of the Republic of Poland on the proposal 
for a regulation of the European Parliament and of the Council on clinical trials on 
medicinal products for human use, and repealing Directive 2001/20/EC
(COM(2012)0369 – C7-0194/2012 – 2012/0192(COD))

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 Sejm of the Republic of 
Poland on the above proposal.
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ANNEX

DECISION 

of the Sejm of the Republic of Poland

of 10 October 2012

on non-compliance with the subsidiarity principle of the proposal for a regulation of the 
European Parliament and of the Council on clinical trials on medicinal products for human use, 

and repealing Directive 2001/20/EC

Pursuant to Rule 148cc of its Rules of Procedure, the Sejm of the Republic of Poland finds that the 

proposal for a regulation of the European Parliament and of the Council on clinical trials on medicinal 

products for human use, and repealing Directive 2001/20/EC (COM(2012)0369) does not comply with 

the principle of subsidiarity as laid down in Article 5(3) of the Treaty on European Union. The 

proposal breaches the principle of subsidiarity in that it fails to demonstrate that the objectives of the 

proposed action can be achieved more effectively at EU level, by means of a regulation – a legislative 

act directly applicable and binding in its entirety in all Member States – than at national level. A 

reasoned opinion stating why the Sejm considers that the draft legislative act does not comply with the 

principle of subsidiarity is attached to this decision.

Marshal of the Sejm

Annex to the Decision

of the Sejm of the Republic of Poland of 10 October 2012 
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Reasoned opinion of the Sejm of the Republic of Poland of 10 October 2012 setting out the 

reasons why it considers that the proposal for a regulation of the European Parliament and of 

the Council on clinical trials on medicinal products for human use, and repealing Directive 

2001/20/EC, does not comply with the principle of subsidiarity

Having considered the proposal for a regulation of the European Parliament and of the Council on 

clinical trials on medicinal products for human use, and repealing Directive 2001/20/EC 

(COM(2012)0369), the Sejm of the Republic of Poland finds that it does not comply with the principle 

of subsidiarity referred to in Article 5(3) of the Treaty on European Union (TEU). The proposal 

breaches the principle of subsidiarity in that it is not demonstrated that the objectives of the proposed 

action can be achieved more effectively at EU level, by means of a regulation – a legislative act 

directly applicable and binding in its entirety in all Member States – than at national level.

As is stated by the Commission, the proposal seeks, in particular, to facilitate independent control of 

the protection of the safety and the rights of trial subjects (Recitals 1 and 2 of the proposal). The Sejm 

takes the view that the proposal will not achieve this aim ‘better’ – within the meaning of Article 5(3) 

of the TEU and of Article 5 of the Protocol (No 2) on the application of the principles of subsidiarity 

and proportionality annexed to the TEU and to the Treaty on the Functioning of the European Union 

(TFEU) – than Member States acting as they do at present under current Directive 2001/20/EC.

Instead, an analysis of the proposal shows that it would in fact lead to a lowering of the minimum 

level of protection currently provided to trial subjects under Directive 2001/20/EC, in that it:

- allows experimental trials to be conducted without the consent of the trial subject,

- removes the requirement for the sponsor to insure the trials and burdens the Member States 

with the obligation of establishing a national indemnification mechanism to provide 

compensation for any damages,

- removes the requirement for a positive opinion to be delivered on each research project by an 

independent interdisciplinary bioethics committee and for the consent of the Member State to 

be obtained, replacing this procedure with a single decision,

- it sets unrealistically short deadlines for Member States to assess applications for authorisation 

to conduct trials, which, combined with the strict rules on the automatic granting of 

authorisation by a Member State in the event that the application is not processed before the 

deadline, could in practice prevent the rights of trial subjects from being properly protected.
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The proposed regulation would harmonise rules on the conduct of clinical trials in the EU, whether 

they are carried out on a cross-border basis or a purely national basis (Article 1(1) of the proposal).

The Commission, notwithstanding the obligations laid down in Article 5 of Protocol No 2, has failed 

to demonstrate adequate grounds for harmonising the rules on carrying out non-cross-border trials.

The Sejm finds there to be no grounds or justification for the assertion that purely national trials have 

hitherto posed risks or been harmful to participants, nor for the assertion that the conduct of such trials 

will improve following the entry into force of new rules. There is no reason to assume, at least as far 

as non-cross-border trials are concerned, that Member States will be unable to improve procedures 

independently. The Sejm has concerns about the basic aim of the proposal, which is to impose on 

Member States regulation regarding the assessment of issues which are fundamentally national in 

nature and of ethical aspects of clinical trials (specifically Articles 7, 8, 14 and 20 of the proposal).

The Sejm believes that regulating non-cross-border research in Member States by means of a 

regulation is in breach of the principle of subsidiarity.

In addition to believing that the proposal for a regulation does not comply with the principle of 

subsidiarity, the Sejm also has concerns about flaws in the legal basis for the proposed act.

Article 1 of the proposal states that the regulation ‘shall apply to clinical trials conducted in the 

Union’. However, none of the provisions of Title XIX of the TFEU on research and technological 

development are invoked in the proposal's legal basis. The flawed legal basis raises questions about 

the EU’s competence to adopt measures to harmonise Member States’ laws in this area. Under 

Article 180 of the TFEU, EU activities in the field of research and technological development may 

only complement the activities carried out in the Member States, and under Article 4(3) of the TFEU, 

the exercise of the Union’s competence in this area may not result in Member States being prevented 

from exercising theirs. The use of the general provisions of Article 114 of the TFEU as a legal basis 

for regulating trials on humans by means of a regulation is a circumvention of the law – specifically 

of the provisions of Title XIX of the TFEU on research – and a violation of the provisions of 

Article 179(3) of the TFEU, under which all Union action under the Treaties in the area of research 

must be decided on and implemented in accordance with the provisions of Title XIX of the TFEU.

Those provisions, which specify how competences are divided between the Member States and the 

Union, rule out the possibility of harmonisation in the area of trials using human subjects.

Moreover, as the Court of Justice of the European Union has stated, an act adopted on the basis of the 

general provisions of Article 114 of the TFEU must genuinely have as its object the improvement of 

the conditions for the establishment and functioning of the internal market, and in particular the 

removal of obstacles that distort competition (Judgment of the Court of Justice of 5 October 2000 in 
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Case C-376/98, Federal Republic of Germany v the European Parliament and the Council of the 

European Union, paragraphs 77-79).The Commission has failed to show that it is lawful to link the 

issue of scientific research on human subjects and the protection of their fundamental rights with the 

issue of distortions to the single market.

The Commission is also incorrectly attempting to use the provisions of Article 168(4)(c) as a legal 

basis for regulating research on humans, and is hereby violating those provisions. Those provisions do 

not empower the Union, either explicitly or implicitly, to regulate trials on human subjects.


