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* Consultation procedure
majority of the votes cast

**I Cooperation procedure (first reading)
majority of the votes cast

**II Cooperation procedure (second reading)
majority of the votes cast, to approve the common  position
majority of Parliament’s component Members, to reject or amend 
the common position

*** Assent procedure
majority of Parliament’s component Members except  in cases 
covered by Articles 105, 107, 161 and 300 of the EC Treaty and 
Article 7 of the EU Treaty

***I Codecision procedure (first reading)
majority of the votes cast

***II Codecision procedure (second reading)
majority of the votes cast, to approve the common position
majority of Parliament’s component Members, to reject or amend 
the common position

***III Codecision procedure (third reading)
majority of the votes cast, to approve the joint text

(The type of procedure depends on the legal basis proposed by the 
Commission)

Amendments to a legislative text

In amendments by Parliament, amended text is highlighted in bold italics. 
Highlighting in normal italics is an indication for the relevant departments 
showing parts of the legislative text for which a correction is proposed, to 
assist preparation of the final text (for instance, obvious errors or omissions 
in a given language version). These suggested corrections are subject to the 
agreement of the departments concerned.
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DRAFT EUROPEAN PARLIAMENT LEGISLATIVE RESOLUTION

on the proposal for a regulation of the European Parliament and of the Council on 
medicinal products for paediatric use and amending Regulation (EEC) No 1768/92, 
Directive 2001/83/EC and Regulation (EC) No 726/2004
(COM(2004)0599 – C6-0159/2004 – 2004/0217(COD))

(Codecision procedure: first reading)

The European Parliament,

– having regard to the Commission proposal to the European Parliament and the Council 
(COM(2004)0599)1,

– having regard to Article 251(2) and Article 95 of the EC Treaty, pursuant to which the 
Commission submitted the proposal to Parliament (C6-0159/2004),

– having regard to Rule 51 of its Rules of Procedure,

– having regard to the report of the Committee on the Environment, Public Health and Food 
Safety and the opinion of the Committee on Industry, Research and Energy 
(A6-0000/2005),

1. Approves the Commission proposal as amended;

2. Calls on the Commission to refer the matter to Parliament again if it intends to amend the 
proposal substantially or replace it with another text;

3. Instructs its President to forward its position to the Council and Commission.

Text proposed by the Commission Amendments by Parliament

Amendment 1
RECITAL 4

(4) The aim of this Regulation is to 
increase the development of medicines for 
use in children, to ensure that medicines 
used to treat children are subject to high 
quality, ethical research and are 
appropriately authorised for use in 
children, and to improve the information 
available on the use of medicines in the 
various paediatric populations. These 
objectives should be achieved without 
subjecting children to unnecessary clinical 

(4) The aim of this Regulation is to 
increase the development of medicines for 
use in children and improve access to 
them, and to ensure that medicines used to 
treat children are subject to high quality, 
ethical research and are appropriately 
authorised for use in children, and to 
improve the information available on the 
use of medicines in the various paediatric 
populations. These objectives should be 
achieved without subjecting children to 

  
1 OJ C xx, x.x.2005, p. xx.
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trials and without delaying the 
authorisation of medicinal products for 
other populations.

unnecessary clinical trials and without 
delaying the authorisation of medicinal 
products for other populations.

Justification

New medicinal products for paediatric use should be made available with the least possible 
delay in all Member States.

Amendment 2
RECITAL 10

(10) The introduction of the paediatric 
investigation plan in the legal framework 
concerning medicinal products for human 
use aims at ensuring that development of 
medicines for children becomes an integral 
part of the development of medicinal 
products, integrated into the development 
programme for adults. Thus, paediatric 
investigation plans should be submitted 
early during product development, in time 
for studies to be conducted in children 
before marketing authorisation applications 
are submitted.

(10) The introduction of the paediatric 
investigation plan in the legal framework 
concerning medicinal products for human 
use aims at ensuring that development of 
medicines for children becomes an integral 
part of the development of medicinal 
products, integrated into the development 
programme for adults. Thus, paediatric 
investigation plans should be submitted 
early during product development, in time 
for studies to be conducted in children, 
wherever possible before marketing 
authorisation applications are submitted.

Justification

In line with Article 21 of the regulation, the purpose of the amendment is to ensure that  
marketing authorisations for medicines for adults are not delayed while at the same time 
taking due account of the importance of the specific paediatric studies which applicants will 
be obliged to conduct.

Amendment 3
RECITAL 15

(15) The existing procedures for the 
marketing authorisation of medicinal 
products for human use should not be 
changed. However, it follows from the 
requirement for the results of studies in 
children to be presented in accordance with 
an agreed paediatric investigation plan that 
competent authorities should check 
compliance with the agreed paediatric 

(15) The existing procedures for the 
marketing authorisation of medicinal 
products for human use should not be 
changed. However, it follows from the 
requirement for the results of studies in 
children to be presented in accordance with 
an agreed paediatric investigation plan that 
competent authorities should check 
compliance with the agreed paediatric 
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investigation plan and any waivers and 
deferrals at the existing validation step for 
marketing authorisation applications. The 
assessment of safety, quality and efficacy 
of medicines for children and the granting 
of marketing authorisations should remain 
the remit of the competent authorities. 
Provision should be made for the 
possibility of asking the Paediatric 
Committee for an opinion on compliance 
and for an opinion on the safety, quality 
and efficacy of a medicine in children.

investigation plan and any waivers and 
deferrals at the existing validation step for 
marketing authorisation applications. The 
assessment of safety, quality and efficacy 
of medicines for children and the granting 
of marketing authorisations should remain 
the remit of the competent authorities. 
Provision should be made for asking the 
Paediatric Committee for an opinion on 
compliance and for an opinion on the 
safety, quality and efficacy of a medicine 
in children.

Amendment 4
RECITAL 21

(21) When an agreed paediatric 
investigation plan has led to the 
authorisation of a paediatric indication for 
a product already marketed for other 
indications, the marketing authorisation 
holder should be obliged to place the 
product on the market taking into account 
the paediatric information within two years 
following the date of approval of the 
indication. That requirement should relate 
only to products already authorised, but not 
to medicines authorised via a Paediatric 
Use Marketing Authorisation.

(21) When an agreed paediatric 
investigation plan has led to the 
authorisation of a paediatric indication for 
a product already marketed for other 
indications, the marketing authorisation 
holder should be obliged to place the 
product on the market taking into account 
the paediatric information within three
years following the date of approval of the 
indication. That requirement should relate 
only to products already authorised, but not 
to medicines authorised via a Paediatric 
Use Marketing Authorisation. The 
competent authority may grant a 
derogation from this deadline under 
exceptional circumstances and on public 
health grounds. Any such derogation 
shall be duly substantiated.

Justification

The deadline has been extended to bring the regulation into line with Directive 2004/27/EC 
amending Directive 2001/83/EC on the Community code relating to medicinal products for 
human use. Furthermore, allowance should be made for exceptional circumstances 
warranting a deferral. 

Amendment 5
RECITAL 24

(24) For products falling within the scope (24) For products falling within the scope 
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of the requirement to submit paediatric 
data, if all the measures included in the 
agreed paediatric investigation plan are 
complied with, if the product is authorised 
in all Member States and if relevant 
information on the results of studies is 
included in product information, a reward 
should be granted in the form of a 6-month 
extension of the Supplementary Protection 
Certificate created by Council Regulation 
(EEC) No 1768/92.

of the requirement to submit paediatric 
data, if all the measures included in the 
agreed paediatric investigation plan are 
complied with, if the product is authorised 
in all Member States or marketing 
procedures are in progress in accordance 
with the provisions of Directive 
2004/27/EC and if relevant information on 
the results of studies is included in product 
information, a reward should be granted in 
the form of a 6-month extension of the 
Supplementary Protection Certificate 
created by Council Regulation (EEC) No 
1768/92.

Justification

Paediatric research efforts should not be penalised solely because the competent authorities 
of the Member States do not all operate in the same way.

Amendment 6
RECITAL 29

(29) An inventory of therapeutic needs of 
children should be adopted by the 
Paediatric Committee after consultation 
with the Commission, the Member States 
and interested parties, and regularly 
updated. The inventory should identify the 
existing medicines used by children and 
highlight the therapeutic needs of children 
and the priorities for research and 
development. In this way, companies 
should be able to identify easily 
opportunities for business development; 
the Paediatric Committee should be able to 
better judge the need for medicines and 
studies when assessing draft paediatric 
investigation plans, waivers and deferrals; 
and healthcare professionals and patients 
should have an information source 
available to support their decisions as to 
which medicines to choose.

(29) An inventory of therapeutic needs of 
children shall be adopted by the Paediatric 
Committee after consultation with the 
Commission, the Member States and 
interested parties, and regularly updated. 
The inventory should identify the existing 
medicines used by children and highlight 
the therapeutic needs of children and the 
priorities for research and development. In 
this way, companies should be able to 
identify easily opportunities for 
development; the Paediatric Committee 
should be able to better judge the need for 
medicines and studies when assessing draft 
paediatric investigation plans, waivers and 
deferrals; and healthcare professionals and 
patients should have an information source 
available to support their decisions as to 
which medicines to choose.

Amendment 7
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ARTICLE 7, PARAGRAPH 1, POINT (g)

(g) to assist scientifically in the elaboration 
of any documents related to the fulfilment 
of the objectives of this Regulation;

(g) to provide scientific assistance, free of 
charge, in the elaboration of any 
documents related to the fulfilment of the 
objectives of this Regulation;

Justification

To bring this task of the Paediatric Committee into line with Article 27 of the regulation, 
which states that the Agency must provide advice free of charge. 

Amendment 8
ARTICLE 7, PARAGRAPH 1, POINT (ha) (new)

(ha) to establish a specific inventory of 
paediatric medicinal product needs and 
update it on a regular basis;

Justification

To bring the Paediatric Committee's tasks into line with Article 42 of the regulation which 
provides for the establishment and upkeep of this inventory, which is extremely important for 
the purposes of identifying needs and avenues of research to be explored.

Amendment 9
ARTICLE 7, PARAGRAPH 1, POINT (da) (new)

(da) ongoing paediatric studies on the 
product, the scheduled date for 
completion of the studies and the 
Agency's opinion on these points;

Justification

In line with Article 21 of the regulation, the purpose of the amendment is to ensure that  
marketing authorisations for medicines for adults are not delayed while at the same time 
taking due account of the importance of the specific paediatric studies which applicants will 
be obliged to conduct.

Amendment 10
ARTICLE 9

9. In the case of authorised medicinal 9. In the case of authorised medicinal 
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products which are protected either by a 
supplementary protection certificate under 
Regulation (EEC) No 1768/92, or by a 
patent which qualifies for the granting of 
the supplementary protection certificate, 
Article 8 of this Regulation shall apply to 
applications for authorisation of new 
indications, including paediatric
indications, new pharmaceutical forms 
and new routes of administration.

products which are protected either by a 
supplementary protection certificate under 
Regulation (EEC) No 1768/92, or by a 
patent which qualifies for the granting of 
the supplementary protection certificate, 
Article 8 of this Regulation shall apply to 
applications for authorisation of new 
indications, including paediatric 
indications. In some cases, an application 
may be dealt with under a simplified 
procedure, should the competent authority 
consider this to be warranted.

Justification

To avoid complicating the process unnecessarily in cases where, for example, the only change 
is to the means of administration of a product (e.g. a change from tablet to syrup form, or 
vice-versa).

Amendment 11
ARTICLE 14, PARAGRAPH 2, SUBPARAGRAPH 1

2. Within 60 days of receipt of the 
application, the Paediatric Committee shall
adopt an opinion as to whether or not a 
product-specific waiver should be granted.

2. Following receipt of the application, the 
Paediatric Committee shall appoint a 
rapporteur and shall within a maximum 
period of 60 days adopt an opinion as to 
whether or not a product-specific waiver 
should be granted.

Justification

The appointment of a rapporteur within the Paediatric Committee will make the process 
clearer and will bring these provisions into line with Article 26(2) of the regulation, which 
provides for the appointment of a new rapporteur in the event of the opinion being re-
examined.

Amendment 12
ARTICLE 14, PARAGRAPH 3

3. As soon as the Paediatric Committee 
adopts an opinion, the procedure laid down 
in Chapter 4 shall apply. The Agency shall 
inform the applicant accordingly without 
delay. The applicant shall be informed of 
the reasons for the conclusion reached.

3. As soon as the Paediatric Committee 
adopts an opinion, the procedure laid down 
in Chapter 4 shall apply. The Agency shall 
inform the applicant accordingly within no 
more than seven working days. The 
applicant shall be informed of the reasons 
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for the conclusion reached.

Justification

A firm deadline needs to be set.

Amendment 13
ARTICLE 17, PARAGRAPH 1

1. In the case of applications as referred to 
in Articles 8 and 9, the paediatric 
investigation plan shall be submitted with 
a request for agreement, unless otherwise 
justified, not later than upon completion 
of the human pharmaco-kinetic studies in 
adults specified in Section 5.2.3 of Part I of 
Annex I to Directive 2001/83/EC, so as to 
ensure that an opinion on use in the 
paediatric population of the medicinal 
product concerned can be given at the time 
of the assessment of the marketing 
authorisation or other application 
concerned.

1. In the case of applications as referred to 
in Articles 8 and 9, the paediatric 
investigation plan may be submitted with a 
request for agreement upon completion of 
the human pharmaco-kinetic studies in 
adults specified in Section 5.2.3 of Part I of 
Annex I to Directive 2001/83/EC, so as to 
ensure that an opinion on use in the 
paediatric population of the medicinal 
product concerned can be given at the time 
of the assessment of the marketing 
authorisation or other application 
concerned. Should an application not be 
submitted upon completion of the human 
pharmaco-kinetic studies, the applicant 
shall supply the ongoing paediatric 
studies and the scheduled date for their 
completion. The competent authority shall 
follow up these points with the applicant. 

Justification

In line with Article 21 of the regulation, the purpose of the amendment is to ensure that  
marketing authorisations for medicines for adults are not delayed while at the same time 
taking due account of the importance of the specific paediatric studies which applicants will 
be obliged to conduct.

Amendment 14
ARTICLE 17, PARAGRAPH 1(1)

1. Within 60 days of receiving a proposed 
paediatric investigation plan which is valid, 
the Paediatric Committee shall adopt an 
opinion as to whether or not the proposed 
studies will ensure the generation of the 
necessary data determining the conditions 

1. Following receipt of a proposed 
paediatric investigation plan which is valid, 
the Paediatric Committee shall appoint a 
rapporteur and shall within a maximum 
period of 60 days adopt an opinion as to 
whether or not the proposed studies will 
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in which the medicinal product may be 
used to treat the paediatric population or 
subsets thereof, and as to whether or not 
the expected therapeutic benefits justify the 
studies proposed.

ensure the generation of the necessary data 
determining the conditions in which the 
medicinal product may be used to treat the 
paediatric population or subsets thereof, 
and as to whether or not the expected 
therapeutic benefits justify the studies 
proposed.

Justification

The appointment of a rapporteur within the Paediatric Committee will make the process 
clearer and will bring these provisions into line with Article 26(2) of the regulation, which 
provides for the appointment of a new rapporteur in the event of the opinion being re-
examined.

Amendment 15
ARTICLE 23

If, after the decision agreeing the paediatric 
investigation plan, the applicant encounters 
difficulties with its implementation such as 
to render the plan unworkable or no longer 
appropriate, the applicant may propose 
changes or request a deferral or a waiver, 
based on detailed grounds, to the Paediatric 
Committee. The Paediatric Committee 
shall review these changes and adopt an 
opinion proposing their refusal or 
acceptance. As soon as the Paediatric 
Committee adopts an opinion, whether 
positive or negative, the procedure laid 
down in Chapter 4 shall apply.

If, after the decision agreeing the paediatric 
investigation plan, the applicant encounters 
difficulties with its implementation such as 
to render the plan unworkable or no longer 
appropriate, the applicant may propose 
changes or request a deferral or a waiver, 
based on detailed grounds, to the Paediatric 
Committee. The Paediatric Committee 
shall review these changes and adopt an 
opinion proposing their refusal or 
acceptance and, wherever possible, 
propose a deadline for submission by the 
applicant of an amended paediatric 
investigation plan. As soon as the 
Paediatric Committee adopts an opinion, 
whether positive or negative, the procedure 
laid down in Chapter 4 shall apply.

Justification

This amendment seeks to encourage applicants to set a new research deadline, with a view to 
preventing studies in progress from being abandoned.

Amendment 16
ARTICLE 26, PARAGRAPH 2

2. Within 30 days of receiving a request for 2. Within 30 days of receiving a request for 
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re-examination pursuant to paragraph 1,
the Paediatric Committee, having 
appointed a new rapporteur, shall issue a 
new opinion confirming or revising its 
previous opinion. The opinion shall be duly 
reasoned and a statement of reasons for the 
conclusion reached shall be annexed to the 
new opinion, which shall become 
definitive.

re-examination pursuant to paragraph 1, 
the Paediatric Committee, having 
appointed a new rapporteur, who shall be 
able to question the applicant directly, 
shall issue a new opinion confirming or 
revising its previous opinion. The 
applicant may also offer to be questioned. 
The opinion shall be duly reasoned and a 
statement of reasons for the conclusion 
reached shall be annexed to the new 
opinion, which shall become definitive.

Justification

The new rapporteur should be able to obtain all the information he considers to be necessary 
and should, in particular, be able to question the applicant directly. The applicant should also 
be able to ask to be questioned.

Amendment 17
ARTICLE 26, PARAGRAPH 4

4. The Agency shall adopt a decision 
without delay. This decision shall be 
communicated to the applicant.

4. The Agency shall adopt a decision 
within no more than 15 days. This 
decision shall be communicated to the 
applicant.

Justification

A clear deadline should be set.

Amendment 18
ARTICLE 29, PARAGRAPH 1, SUBPARAGRAPH 2

Where authorisation is granted, the results 
of those studies shall be included in the 
summary of product characteristics and, if 
appropriate, in the package leaflet of the 
medicinal product, whether or not all the 
paediatric indications concerned were 
approved.

Where authorisation is granted, the results 
of those studies shall be included in the 
summary of product characteristics and, if 
appropriate, in the package leaflet of the 
medicinal product, provided that the 
competent authority deems the 
information to be of use to patients,
whether or not all the paediatric indications 
concerned were approved. In such cases, 
the information shall be set out in such a 
way as to distinguish clearly between the 
paediatric indications that have been 
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approved and those that have not.

Justification

Some of the information in the summary of product characteristics needs to be made clearer 
and the package leaflet must not be cluttered up with irrelevant information which would 
make it more difficult to understand.

Amendment 19
ARTICLE 33, SUBPARAGRAPH 2 a (new)

The provisions of this article shall also 
apply to medicinal products authorised 
prior to the entry into force of this 
regulation and covering paediatric 
indications only.

Justification

Restricting the use of the marking system provided for in this article to PUMAs alone could 
serve to discriminate against paediatric forms placed on the market prior to the adoption of 
the regulation. Furthermore, patients might find the marking system difficult to understand if 
it was not used all paediatric medicinal products placed on the market.

Amendment 20
ARTICLE 34

Where medicinal products are authorised 
for a paediatric indication following 
completion of an agreed paediatric 
investigation plan and those products have 
already been marketed with other 
indications, the marketing authorisation 
holder shall, within two years of the date 
on which the paediatric indication is 
authorised, place the product on the market 
taking into account the paediatric 
indication.

Where medicinal products are authorised 
for a paediatric indication following 
completion of an agreed paediatric 
investigation plan and those products have 
already been marketed with other 
indications, the marketing authorisation 
holder shall, within three years of the date 
on which the paediatric indication is 
authorised, place the product on the market 
taking into account the paediatric 
indication. The competent authority may 
grant a derogation from this deadline 
under exceptional circumstances and on 
public health grounds. Any such 
derogation shall be duly substantiated.
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Justification

The deadline has been extended to bring the regulation into line with Directive 2004/27/EC 
amending Directive 2001/83/EC on the Community code relating to medicinal products for 
human use. Furthermore, allowance should be made for exceptional circumstances 
warranting a deferral.

Amendment 21
ARTICLE 35, PARAGRAPH 2, SUBPARAGRAPH 3 a (new)

The holder of the marketing authorisation 
may not communicate information on 
pharmacovigilance matters to the public 
without the Agency's consent. 

Justification

To ensure that the information provided by competent authorities and marketing 
authorisation holder in the event of a problem being detected is consistent.

Amendment 22
ARTICLE 35, PARAGRAPH 4 a (new)

4a. With a view to ensuring total 
independence, public funding 
commensurate with the tasks assigned to 
competent authorities shall be provided 
for pharmacovigilance activities.

Justification

The supervisory activities of competent authorities will be stepped up as a result of the new 
tasks assigned to them. To enable these tasks to be performed, provision needs to be made as
of now for the public funding required in order for the system to work properly.

Amendment 23
ARTICLE 36, PARAGRAPH 3

3. Where the procedures laid down in 
Directive 2001/83/EC have been used, the 
six-month extension of the period referred 
to in paragraph 1 shall be granted only if 
the product is authorised in all Member 
States.

3. Where the procedures laid down in 
Directive 2001/83/EC have been used, the 
six-month extension of the period referred 
to in paragraph 1 shall be granted only if 
the product is authorised in all Member 
States or if marketing procedures are in 
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progress in accordance with the 
provisions of Directive 2004/27/EC.

Justification

Paediatric research efforts should not be penalised solely because the competent authorities 
of the Member States do not all operate in the same way.

Amendment 24
ARTICLE 39, PARAGRAPH 3

3. Within 18 months of the entry into force 
of this Regulation, the Commission shall 
publish a detailed inventory of all 
incentives provided by the Community and 
Member States to support research into, 
and the development and availability of, 
medicinal products for paediatric use. This 
inventory shall be updated regularly.

3. Within 18 months of the entry into force 
of this Regulation, the Commission shall 
publish a detailed inventory of all 
incentives provided by the Community and 
Member States to support research into, 
and the development and availability of, 
medicinal products for paediatric use. This 
inventory shall be updated regularly and 
shall be accessible to the public.

Amendment 25
ARTICLE 39 a (new)

Article 39a
1. Within one year of the adoption of this 
Regulation, a specific European 
programme for research into medicinal 
products for children shall be established 
to provide support for studies relating to 
existing pharmaceutical products or 
existing active substances not covered by 
a patent or a supplementary protection 
certificate.
2. This Community programme shall be 
called MICE (Medicines Investigation for 
the Children of Europe).
3. On a proposal from the Commission, 
the European Parliament and the Council 
shall, acting under the conditions laid 
down in the Treaty, adopt financial rules 
governing the establishment and 
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operation of the programme. 
4. The programme shall be administered 
by the Agency which, acting under the 
authority of the Commission, shall issue 
specific calls for proposals. Calls for 
proposals shall, wherever possible, be 
based on a level of funding that will cover 
all, or at least a very large part, of the 
costs generated by the studies requested.

Justification

The aim is to set up a specific fund to assist in the conduct of studies on medicinal products or 
substances no longer covered by a patent or a supplementary protection certificate. Such 
medicinal products can play an extremely useful role in research into new products 
specifically for children. With the backing of the European agency for medicinal products, 
special support should be provided for such research, so as to help fund studies. 

Amendment 26
ARTICLE 48, PARAGRAPH 1, SUBPARAGRAPH 1

1. Without prejudice to the Protocol on the 
Privileges and Immunities of the European 
Communities, each Member State shall 
determine the penalties to be applied for 
infringement of the provisions of this 
Regulation or the implementing measures 
adopted pursuant to it in relation to 
medicinal products authorised through the 
procedures laid down in Directive 
2001/83/EC and shall take all measures 
necessary for their implementation. The 
penalties shall be effective, proportionate 
and dissuasive.

1. Without prejudice to the Protocol on the 
Privileges and Immunities of the European 
Communities, each Member State shall 
determine the penalties to be applied for 
infringement of the provisions of this 
Regulation or the implementing measures 
adopted pursuant to it in relation to 
medicinal products authorised through the 
procedures laid down in Directive 
2001/83/EC and shall take all measures 
necessary for their implementation. The 
penalties shall be effective, proportionate,
dissuasive and, wherever possible, 
harmonised.

Justification

Any penalties imposed in connection with implementation of a Regulation should be the same 
in every Member State.
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EXPLANATORY STATEMENT

A large number of the medicinal products currently being administered to children in Europe 
were not specifically developed for paediatric use.

In many cases, the medicines used for children are the same as those prescribed for adults. 
The only difference is that the doses are smaller. However, it is a well-known fact that 
children do not have the same metabolism as adults. This is why children need pharmaceutical 
forms different from those intended for adults, so as to ensure both that the medicines are 
better tolerated and that they are more efficacious.

The European Union therefore needs to introduce effective means of promoting the 
development of paediatric medicinal products, so as to make good this major shortcoming in 
public health systems. In order to be effective, this regulation needs to include an action plan 
that provides in particular for the introduction of targeted, realistic and clear incentives.

A number of factors need to be taken into account when developing medicinal products 
specifically intended for children. Before any studies are embarked upon, we need to know 
whether there is a need for them and whether the prospective medicinal product will be of 
benefit to children or not. One of the issues of most concern during the development of 
paediatric medicinal products is that of clinical trials: only trials that are absolutely necessary 
should be carried out, and trials that have already produced results should not be repeated.

The success of this regulation is dependent on the setting up of a Paediatric Committee. The 
committee therefore needs to give its views on each and every paediatric dossier. The 
committee will be the cornerstone of the system, owing in particular to its involvement in 
paediatric investigation plans in partnership with the applicants. The amendments tabled seek 
clearly to establish the committee's tasks, to clarify the system and to ensure proper 
monitoring of paediatric investigation plans, while giving the committee the important job of 
identifying specific needs in the paediatric sector.

However, the development of medicinal products specifically intended for children must not 
be allowed to hamper the development of medicines for adults. This is why the rapporteur has 
sought to ensure that the results of the paediatric studies do not necessarily have to be 
submitted at the same time as those of the studies in adults. In cases where the applicant does 
not have the results of both ready at the same time, the Paediatric Committee will need to 
agree on a precise timetable with the applicant. The aim is to establish a proper, structured 
dialogue between the two parties with a view ensuring that partners are monitored and 
reminded of their responsibilities, and thus preventing the research work from being 
abandoned.

The rapporteur has also sought to tighten up administrative deadlines and ensure that the 
public is given information, and has raised the important issue of the budget allocated to 
pharmacovigilance.

Lastly, in its explanatory memorandum the Commission mentions the possibility of setting up 
the Medicines Investigation for the Children of Europe (MICE) programme, but makes no 
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reference to it in the regulation itself. The rapporteur has therefore sought to ensure that this 
European research fund is in fact set up.
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