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1st issue: Sponsor-specific legislation an option for the future legal framework for
biomedical research?

The Clinical Trial Directive 2001/20/EC has -
2. By transposing the Clinical Trial Directive into national legislation,

some Member States have set aside this concept. Today, some EU Member States pay specific attention to
clinical trials carried out by academic sponsors, whereas other ones do not. One outcome of this non-

(set-up for risky investigations with innovative, unapproved medicinal products awaiting
commercialisation) are applicable for patient-orientated therapeutic drug research too.

The current situation offers the two following possible (general) options:
- To opt for a revision of the existing framework with its present definition for sponsor status (or even to
omit any separation within the future framework, as proposed by different contributors to the European
Commission-EMEA conference held in October 2007 in London), or
- To opt for an independent legal framework applicable for academic sponsors only.

From our point of view, the latter option is not a real option any longer as:
- GCP and the protection of patient rights are universal principles (an argument also used by several
national policy-makers and authorities opposing to the concept of different sponsor types and sponsor-type
related trial requirements),
- Stakeholders do not agree to the perception of two levels of quality in clinical research,
- The Clinical Trial Directive itself i -

- The time slot to ask for a specific framework has probably closed at the London conference held in
October 2007 [the academic community did not expressly ask for an own legal framework and Ms.

3].

We conclude that most likely any revision (or extension) of the legal framework for biomedical research at
EU level will continue to be drafted and adopted in form of legislative acts that will consider the nature
of the sponsor as not relevant/predominant. This might not exclude the possibility that subsidiary legal
acts (ordinances etc) will be issued in specific situations, addressing sponsor-specific needs.

2 Non-commercial clinical trials conducted by
researchers without the participation of the pharmaceuticals industry may be of great benefit to the patients concerned
existing definition the one for commercial sponsors
Detailed guidance for the request for authorisation of a clinical trial on a medicinal product on a medicinal product for human

use to the competent authorities, notification of substantial amendments and declaration of the end of the trial
Application form for request of a clinical trial). Thi -
EU Member States.
3 Report on the EC-EMEA conference on clinical trials
http://www.emea.europa.eu/pdfs/conferenceflyers/clinicaltrials/report.pdf



2nd issue -fits-it-

The European pharmaceutical legislation is characterised today by the set-up of different and divergent

veterinary) medicinal products, herbal medicinal products, blood products, biologicals (vaccines etc.),
advanced therapy medicinal products (ATMP) as well as combined products composed of medicinal
products and medical devices. Complementary regulatory systems exist for so-

s-acting legal act (as e.g. the Clinical Trial Directive, applicable
for different classes of products) must comply with a growing number of specificities laid down for the
specific classes of pharmaceutical products and the myriad of subsequently issued methodological and
procedural guidance documents. This applies to each revision or extension of such cross-acting act too.
Hence today policy-makers and stakeholders have to check thoroughly any proposed change of one
component of the legal framework for feasibility and impact on the whole body of co-existing legislation.

Therefore, before being adopted, any new EU legislation is intensively checked for consistency as well as
for legitimacy by the EU legislative bodies but also by any opponent of new pieces of Community

-it-

The Clinical Trial Directive has been legitimated on basis of Article 95 of the EU Treaty4, i.e. the need for
h is a rather weak legal source. Without entering into the details of the

Directive is to facilitate the development and later commercialisation of products intended for commerce
in the single market, which covers free movement of goods, services, persons, capitals.

Article 95 of EU Treaty Approximation of laws:
51 and after consulting the Economic

and Social Committee, adopt the measures for the approximation of the provisions laid down by law, regulation or administrative
action in Member States which have as their object the establishment and functioning of the internal market.

The question is as follows: would the legitimacy of the Clinical Trial Directive during the revision process
be maintained, reinforced or weakened, if the scope of the directive is enlarged and include some areas not
directly related to medicinal products (non-drug trials, translational research, etc.)?
Said otherwise: under which circumstances and how far can the competences of the European Parliament
and the European Commission go to regulate additional areas borderline areas which might fall under
the competences of EU Member States?

Therefore, the legitimacy criterion should be applied to each matter under discussion (and proposed to be
linked to the current Clinical Trials Directive) as for example:
- Non-drug trials: Has the EU competence to regulate medical/clinical research intended to improve
radiotherapy or surgery

- Translational research / tissue research / biobanking: As biological materials/tissues are expressly being

has been the basis to legitimate any EU legislation applicable for pharmaceutical products, cannot be used.

Regarding Article 95, the legitimacy to extend the scope of the Clinical Trial Directive optionally, is rather
limited. Therefore, the next question is whether for this type of research, other legal sources exist in EU
community law that could serve as a vehicle to justify the adoption of an act at EU level?

Two potential options can be deduced from the EU Treaty.

First: could a pan-European harmonisation (of different areas) of clinical research can be obtained on

a common legal

4 European Union Consolidated Versions of the Treaty on European Union and of the Treaty establishing the European Com-
munity: OJEU C321 E/1 of 29.12.2006 http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:C:2006:321E:0001:0331:EN:PDF



level? Does the EU have competency in this issue?

Article 152 of EU Treaty Public health: Community action, which shall complement national policies, shall be
directed towards improving public health, preventing human illness and diseases, and obviating sources of danger to human
health. Such action shall cover the fight against the major health scourges, by promoting research into their causes, their
transmission and their prevention, as well as health information and education. The Community shall complement the Member
States' action in reducing drugs-related health damage, including information and prevention.

The Council, (...) shall contribute to the achievement of the objectives referred to in this Article through adopting:
(a) Measures setting high standards of quality and safety of organs and substances of human origin, blood and blood derivatives;
these measures shall not prevent any Member State from maintaining or introducing more stringent protective measures;

(c) Incentive measures designed to protect and improve human health, excluding any harmonization of the laws and
regulations of the Member States.
The Council, acting by a qualified majority on a proposal from the Commission, may also adopt recommendations for the
purposes set out in this Article. Community action in the field of public health shall fully respect the responsibilities of the
Member States for the organisation and delivery of health services and medical care. In particular, measures referred to in
paragraph 4(a) shall not affect national provisions on the donation or medical use of organs and blood.

The answer provided in reading Article 152 is clear: the primary competence for action in the field of
public health remains a national one.

Second

In the area of research (Articles 163-173), the European competences are limited to coordination and

Title XVIII (Articles 163-173) of EU Treaty: Research and Technological Development
Article 163 The Community shall have the objective of strengthening the scientific and technological bases of Community
industry and encouraging it to become more competitive at international level, while promoting all the research activities deemed
necessary by virtue of other Chapters of this Treaty.
For this purpose the Community shall (...), encourage research centers and universities in their research and
technological development activities of high quality; it shall support their efforts to cooperate with one another , aiming,
notably, at enabling undertakings to exploit the internal market potential to the full, in particular through the opening-up of national
public contracts, the definition of common standards and the removal of legal and fiscal obstacles to that cooperation.
Art. 166-
Art. 171-

We hence conclude that the European Commission as well as the European Parliament have rather limited
competences to extend the scope of the Directive explicit opposition from some/many EU Member
States (manifested through the Council) can be expected for any respective legislative proposal.

3rd issue: The legal instruments: directive versus regulation

From the previous paragraphs of this opinion paper, it is obvious that any proposal for revision of the
Clinical Trial Directive should focus primarily on trials with medicinal products. The last question to be
discussed is therefore, whether other legal instruments than the one of a directive could be considered as
suitable to revise the Clinical Trial Directive.

Any modification of the existing Clinical Trial Directive would bear the risk that provisions intended to
improve the current situation (e.g. for academic sponsors) would again be subject to discussions with the
danger of possible drawbacks and be implemented in different ways by the Members States. The change
of the legal form (i.e. to a regulation) would therefore be an attractive option to avoid these pitfalls.
Indeed, whereas a directive only imposes Member States to obtain a result (letting them choosing the
means to achieve them), a regulation does not let any possibility of interpretation to the Member States.



The directive must be transposed into national law through national legal instruments. The regulation once
adopted is on the contrary immediately applicable in the Member States.

Is it realistic to consider this option?

A regulation could certainly solve some problems of diverging interpretation in the Member States, but it
could not lead to a complete harmonisation of all complex issues of clinical trials as many issues linked to
the conduct of clinical trials remain in the competences of the Member States as e.g. definition of
incapacitated adults, insurance provisions, any provision related to the reimbursement of investigation
medicinal products and many others.5

Legally, the European Commission has some competence to consider a change in the form of the legal
instrument. Again, this argumentation can only be applicable in the context of Article 28, the achievement

strengthen this approach6.

To avoid potential opposition from EU Member States, the attempt to change the legal instrument would
require intensive and long-term talks between the European Commission and the Member States in order
to clear the way for a successful ratification procedure. Without going into details, there are procedures in

negotiations with Member States in order to prepare a change.

A very last option7, though relatively weak at least in the short term, could be also the use of Article 152
-binding measures in order to

foster/enhance more cooperation between the Member States and find (at least) some solutions to the
major problems of diverging interpretation of the Clinical Trial Directive.

We therefore believe that a change in the legal instrument could be beneficial to solve the known and
bemoaned problems for clinical (drug) research in Europe. However, as a regulation is much more
detailed than a directive, the option of a change of the legal instrument would result into a much longer
institutional revision and consensus process. Moreover, any revision of an existing piece of legislation like
the Clinical Trial Directive bears the risk that some issues formerly agreed between the Member States be
subject to new discussion and changes.

5 It is not the intention of this opinion paper to discuss in detail all the areas of division of competences between EU and Member
States that touch many practical aspects of research in human beings.
6

(remunerated) clinical research tasks as service providers on request of another party. But is such a consideration also applicable
with the central intention

of publication in a (high-level) research journal?
7


