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Czech Republic on the proposal for a regulation of the European Parliament and 

of the Council on Health Technology Assessment and amending Directive 

2011/24/EU 

 (COM(2018)0051 – C8-0024/2018 – 2018/0018(COD)) 

 

Under Article 6 of the Protocol (No 2) on the application of the principles of subsidiarity and 

proportionality, national parliaments may, within eight weeks of 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 they consider that the draft in question does not 

comply with the principle of subsidiarity. 

Please find attached a reasoned opinion from the Chamber of Deputies of the Parliament of 

the Czech Republic on the above-mentioned proposal for a Regulation. 

Under Parliament’s Rules of Procedure the Committee on Legal Affairs is responsible for 

matters relating to compliance with the subsidiarity principle. 
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ANNEX 

Annex to Resolution No 61 

 

Proposal for a regulation of the European Parliament and of the Council on health technology 

assessment and amending Directive 2011/24/EU 

 

COM(2018) 51 final, Council No 5844/18 

Interinstitutional file 2018/0018/COD 

 

• Legal basis: 

Article 114 of the Treaty on the Functioning of the European Union. 

 

• Date sent to the Chamber of Deputies via the European Affairs Committee (VEZ): 

6. 2. 2018 

 

• Date of hearing in the European Affairs Committee: 

15. 2. 2018 (phase 1) 

 

• Procedure: 

Ordinary legislative procedure. 

 

• An interim opinion of the Government (pursuant to Section 109(a)(1) of the Rules of 

Procedure of the Chamber of Deputies): 

Dated 7 February 2018, delivered to the Committee for European Affairs 

on 1 March 2018 via the ISAP system. 

 

• Evaluation with regard to the subsidiarity principle: 

See resolution. 

 

• Justification and subject: 

Health technology assessment1 is a science-based process, the aim of which is to identify how 

effective a new health technology is in comparison with existing technologies. Technologies 

are evaluated on the basis of both their clinical and non-clinical (e.g. economic) aspects. The 

clinical aspects have been identified, over the course of the joint work carried out so far, as a 

suitable area for EU cooperation. Cooperation between Member States is currently carried out 

on a voluntary basis and supported by the EU. 

 

In spite of the development of this cooperation, however, the Commission has identified a 

number of issues. The first is that administrative approaches to health technology assessment 

vary, which means that entities bringing technologies onto the market have to deal with 

different data and evidence requirements for each of the Member State markets. The result is 

that the timescale for bringing the technology onto each market varies, and patients therefore 

have unequal access to it. The second issue is the duplication of the efforts of the national 

bodies assessing health technologies: situations arise where several different Member States 

                                                 
1 In the draft regulation, ‘health technology’ takes on the meaning defined under Directive 

2011/24/EU on the application of patients’ rights in cross-border healthcare: ‘a medicinal product, a medical 

device or medical and surgical procedures as well as measures for disease prevention, diagnosis or treatment 

used in healthcare.’ 
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are simultaneously carrying out clinical assessments for the same technology, and the results 

of those assessments sometimes vary depending on the requirements that apply in each 

Member State. In the Commission’s view, this is not an efficient way of doing things, it 

makes the situation unpredictable and gives rise to disparities in patients’ access to health 

technologies. The third issue is that, according to the Commission, the way in which joint 

efforts have been conducted so far – on the basis of short-term projects and not in the form of 

permanent scientific cooperation – leads to significant administrative costs and precarious 

conditions for scientific activity. 

 

The Commission therefore decided to present a legislative proposal to address the issues 

identified above, and thus contribute to the better functioning of the internal market and 

guarantee a high level of health protection. 

 

• Content and impact: 

The proposed regulation establishes a Member State coordination group on health technology 

assessment. The function of the group (which is to be governed by the Member States) is to 

govern cooperation. The group is to comprise of sub-groups of experts appointed by the 

Member States, who will carry out the tasks set out in the proposal for a regulation. 

 

According to the proposed regulation, the joint work itself will be based on four pillars: joint 

clinical assessments, joint scientific consultations, the identification of emerging health 

technologies, and voluntary cooperation. 

 

The joint clinical trials (the first pillar), according to the proposed regulation, will apply to 

certain medicinal products1, certain medical devices2 and in vitro diagnostic medical devices3. 

The reason for the relatively wide scope of the proposal, according to the Commission, is so 

that the most innovative technologies and those which will have the greatest impact on public 

health are assessed. The joint clinical trials are to be brought in gradually, over the course of a 

transition period. 

 

Joint clinical assessments include four sections: 

 

– a description of the health issue that is treated using the health technology, 

 

– a description of the other health technologies currently used to treat that health problem, 

 

– a description of the health technology and its technical characteristics, 

 

– the relative effectiveness and safety of the health technology 

 

                                                 
1 This includes, in particular, medicinal products subject to the central marketing authorisation procedure, new 

active substances and existing products for which the marketing authorisation is extended to a new indication. 
2 This means devices classified as class IIb and III pursuant to Article 51 of Regulation (EU) 2017/745 for which 

the relevant expert panels have provided a scientific opinion in the framework of the clinical evaluation 

consultation procedure pursuant to Article 54 of that Regulation. 
3 This means in vitro diagnostic medical devices classified as class D pursuant to Article 47 of Regulation (EU) 

2017/746 for which the relevant expert panels have provided their views in the framework of the procedure 

pursuant to Article 48(6) of that Regulation: devices selected by expert groups because of an unmet medical 

need, important cross-border considerations or added value for the EU, for example. 
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The report shall be based on these assessments. The proposed regulation sets out the 

procedure for processing these reports, and certain other procedures (e.g. the selection of 

evaluators or co-evaluators by the Member States) will be defined in tertiary legislation. A 

health technology which meets all the requirements set out in the proposal for a Regulation 

will be added to the special list of technologies which have undergone a clinical assessment. 

According to the draft regulation, Member States carrying out assessments of the health 

technologies in the above list must refer to the joint report and must not repeat the clinical 

assessments for the purposes of their own evaluation of the health technologies. This does not, 

however, apply to the non-clinical assessment of technologies, in particular from an 

economic, organisational or ethical perspective. In these areas, Member States can conduct 

their assessments unrestricted. 

 

The second pillar of the proposed amendments is joint scientific consultation. These 

consultations essentially consist of preliminary or early dialogue between the entity 

developing the medical technology and the coordination group. This procedure should make it 

possible for entities developing health technologies to adapt their work to the requirements of 

the clinical trial while they are still in the development phase. The results of the joint 

scientific consultation may be presented as a report, but will not be made public and will not 

be binding for the entity concerned. 

 

The third pillar is the area of new health technologies. Under the proposed regulation, the 

coordination group must prepare an annual study, which will identify new medical 

technologies as and when they emerge and will focus on those which may have a significant 

impact on patients or on the healthcare system. 

 

The fourth pillar of the proposed adjustments is voluntary cooperation. The proposal should 

make it possible for Member States, on a voluntary basis, to cooperate at EU level even in 

areas that fall outside the scope of common clinical trials. This means areas relating to non-

clinical health technology assessments; collaborative assessments of medical devices; the 

assessment of health technologies other than medicinal products or medical devices; the 

provision of additional evidence needed to support health technology assessments. 

 

The proposal also establishes common rules for clinical trials at national level, which must be 

elaborated in detail via tertiary rules. These rules should make it possible for clinical trials to 

be carried out in a way that is independent, transparent and without conflicts of interest. 

Regarding the supportive framework, funding for the activities of the coordination groups 

shall be supplied by the EU; the EU shall also provide administrative and technical support. 

 

Impact on the state budget and legal order of the Czech Republic: 

 

Compliance of the proposed regulation with the principle of subsidiarity. Legal basis. 

 

According to the principle of subsidiarity, which is enshrined in Article 5(3) of the Treaty on 

European Union (TEU) and Protocol (No 2) on the application of the principles of 

subsidiarity and proportionality, ‘in areas which do not fall within its exclusive competence, 

the Union shall act only if and insofar as the objectives of the proposed action cannot be 

sufficiently achieved by the Member States, either at central level or at regional and local 

level, but can rather, by reason of the scale or effects of the proposed action, be better 

achieved at Union level.’ Put simply, the draft legislative act is assessed according to whether 
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it brings added value by moving the issue from the remit of the Member States to that of the 

EU. If this is not found to be the case, it can be concluded that the proposed amendment is not 

in line with this principle. Conversely, if the proposal is found to bring added value, it can be 

concluded that the proposed amendment is in line with the principle of subsidiarity. 

 

In the context of parliamentary scrutiny of the subsidiarity principle, the outcome of the 

assessment of whether a particular proposal is in line with the principle of subsidiarity will 

depend on the political beliefs, views and values of any given member of the national 

parliament. The starting point for considerations under the proposed regulation is the question 

of whether the clinical trial (or a significant part of it) should be done at EU level or left to the 

Member States. 

 

The second issue is that the legal basis for the draft legislative act may be incorrect, or the 

proposal may even be at odds with the provisions of the Treaties. In this case, Article 114 

TFEU is given as a legal basis, which allows for the adoption of regulations for the purpose of 

building the internal market, but some opinions (see the opinion of the Government of the 

Czech Republic) point out that the issue can also affect Article 168(7) TFEU, under which 

health organisation and health policy, including the allocation of funds, falls within the 

responsibility (and hence the remit) of the Member States, and the European Commission 

cannot then interfere via legislative proposals. In this context, the question arises as to 

whether the proposal undermines the Member States’ freedom to organise their own health 

systems (in particular with regard to clinical trials), given that – as the opinions point out – 

clinical assessments may not necessarily, in specific national conditions, be separable from 

non-clinical assessments, and the outcome of joint clinical assessments may have adverse 

effects on the balance of the healthcare system. On the other hand, the Commission takes the 

view that the proposal, by strictly separating clinical and non-clinical assessments, does not 

interfere with the remit of the Member States and is therefore in line with EU law. 

 

• Opinion of the Government of the Czech Republic: 

In general, the Czech Government welcomes the Commission’s initiative in the area of the 

clinical assessment of medical technology, but it has strong reservations about the content of 

the proposal. In principle, it rejects the proposed requirement for common clinical 

assessments of pharmaceuticals to be adopted as part of national health technology 

assessments as the only possible, final conclusion. It takes the view this approach is at odds 

with the principle of subsidiarity and with Article 168(7) TFEU. The Czech Republic also 

calls into question the objective of the proposal, which is to improve and speed up patients’ 

access to new technologies, while it will actually increase the price of, and costs associated 

with, new technologies without tackling differences in clinical assessments. In the context of 

health technology assessments for medical devices, it also takes the view that decision-

making at EU level should not be a requirement for Member States. 

 

• Discussion in the bodies of the Czech Senate 

The proposed regulation was discussed in the Committee on Health and Social Policy and the 

Committee on EU Affairs. The Committee on Health and Social Policy (Výbor pro 

zdravotnictví a sociální politiku,VZSP) welcomed the Commission’s initiative1. The VZSP 

‘disagrees with the government’s position as it currently stands, in particular its preference for 

voluntary cooperation at EU level and the application of the subsidiarity principle regarding 

                                                 
1 See Annex to VZSP Resolution No 94/2018 
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the methodology of clinical trials’. In its opinion, it also takes the view that ‘a highly 

qualified, critical, objective and well respected assessment of the benefits of specific medical 

innovations cannot be sustained on a national level or on the basis of voluntary cooperation 

alone, and that this activity needs to be managed in a harmonised and reliable manner without 

undue delays; conversely, decisions relating to the manner of reimbursement, the economic 

and social benefits and implications of internationally recommended innovations for a given 

country, given its particular circumstances, must be left to the Member States. In its opinion, 

it also calls for a clarification of the rules governing decision-making by the coordination 

group, in particular where the group makes consensual decisions and votes on the basis of a 

simple majority, because it finds the phrasing of the sentence ‘the Coordination Group shall 

act by consensus, or, where necessary, vote by simple majority’ in Article 6(12) to be vague. 

 

The Committee on EU Affairs has taken a similar position,1 expressing support for the EU’s 

efforts in the area of health technology assessment. Unlike the VZSP, however, it does not 

agree ‘that the Commission should be given extensive powers to issue delegated acts or 

implementing acts, as that would make a comprehensive assessment of the content of the 

proposal very difficult; in that connection, it recalls Senate Resolution No 26 of 30 November 

2016 on the Commission’s 2015 annual report on the Commission’s relations with national 

parliaments and on subsidiarity and proportionality.’ It also pointed out that ‘the proposal 

gives the Commission the power to lay down rules of procedure for the joint scientific and 

clinical trials, including rules for submission of information, data and evidence by entities 

working on the development of health technologies, or for the appointment of evaluators and 

joint-evaluators’. The Committee on EU Affairs ‘calls, in this context, for these issues to be 

substantially and directly dealt with in a legislative act, to be adopted in a more transparent 

manner by the Council and the European Parliament.’ 

 

• Timetable for consideration of the proposal by the European institutions: 

The committee responsible for examining the proposal in the European Parliament is the 

Committee on Environment, Public Health and Food Safety (ENVI). No date has yet been set 

for the discussion of this document. 

 

• Conclusion: 

 

European Affairs Committee 

 

1. Has taken note of the proposal for a regulation of the European Parliament and of the 

Council on health technology assessment and amending Directive 2011/24/EU, COM(2018) 

51 final; 

 

2. Takes the view that the proposal for a Regulation of the European Parliament and of the 

Council on health technology assessment and amending Directive 2011/24/EU, 

COM(2018)51 final, is at odds with the principle of subsidiarity enshrined in Article 5(3) of 

the Treaty on European Union, given that the clinical aspects of health technology assessment 

cannot easily be separated from the economic aspects of health technology assessment, and 

the proposed regulation therefore interferes with Member States’ responsibilities for health 

and healthcare systems (including the allocation of earmarked resources) as defined under 

Article 168(7) TFEU; 

                                                 
1 See Annex to Resolution No 188 of the 21st meeting of the Committee on EU affairs. 3. 2018. 
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3. Adopts the reasoned opinion within the meaning of Article 6 of the Protocol (No 2) on the 

application of the principles of subsidiarity and proportionality; 

 

4. Supports the government’s framework position; 

 

5. Authorises the Chair of the Committee on European Affairs, in accordance with the Rules 

of Procedure of the Chamber of Deputies, to forward this resolution, through the Speaker of 

the Chamber of Deputies, to the Government of the Czech Republic, the Speaker of the 

Senate, the President of the European Parliament, the President of the Council and the 

President of the European Commission; 

 

6. Forwards the proposal for a resolution and the government’s framework position to the 

committee on health for its information. 

 

Jiří Kobza 

Verifier 

 

Pavel Plzák 

Rapporteur 

 

Ondřej Benešík 

Chair 


