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SHORT JUSTIFICATION

BACKGROUND - THE COMMISSION PROPOSAL

The Commission states that Regulation (EC) No 726/2004 laying down Community 
procedures for the authorisation and supervision of medicinal products for human and 
veterinary use and establishing a European Medicines Agency must be amended as a 
consequence of its proposal –submitted in parallel- to repeal Directive 2001/82/EC on 
veterinary medicinal products. Through those two proposals the centralised marketing 
authorisation for veterinary products is being separated from that for medicines for humans; 
for this purpose, all provisions regarding granting and maintaining marketing authorisations 
for veterinary medicinal products are deleted from Regulation (EC) No 726/2004. The new 
Regulation on veterinary medicinal products will thus cover all routes granting marketing 
authorisations for veterinary medicinal products in the Union – both at centralised and 
national level.

The Commission motivates this modification by recalling that “needs of the veterinary sector 
differ substantially from those of the human sector in relation to medicines. In the veterinary 
sector there are many different animal species, which creates both a fragmented market and 
the need for major investments in order to extend the authorisation of medicines existing for 
one animal species to another.”
 
A more specific issue addressed by the Commission is the costs of the procedures and 
services associated with the operation of this Regulation. For this purpose, the Commission 
establishes certain principles applicable to fees and charges payable to the Agency and 
proposes that feeds and charges should be set through implementing acts (Article 291 of the 
Treaty).

THE POSITION OF THE RAPPORTEUR

The rapporteur has some concerns about the approach followed by the Commission and is 
therefore proposing amendments to improve problematic issues. He would like to make the 
following points:

 Although the issue of registration and post-marketing surveillance of veterinary 
medicinal products authorized through the centralized procedure is removed from  
Regulation 726/2004, the scope and responsibilities of the European Medicines 
Agency (EMA) continue to involve both human and veterinary medicinal products 
(e.g., Article 57(1) is retained without significant changes). It is thus necessary to 
ensure a proper link between Regulation 726/2004 and the proposed new Regulation 
on veterinary medicinal products;

 The Committee for Veterinary Medicinal Products (CVMP) continues to be part of 
EMA and its establishment must, therefore, be carried out as an integral part of 
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Regulation 726/2004. Its activities must be part of the EMA budget and EMA should 
use common infrastructure so as to avoid undue duplication;

 It is not clear for which reason the appointment of representatives to the CVMP should 
take place under different rules than the appointment of representatives to other 
committees of EMA. The newly proposed procedure for appointing members of the 
CVMP (see Article 140 of the proposal for a Regulation of veterinary medicinal 
products), defines only vaguely the role of the Management Board of EMA and leads 
to a high degree of uncertainty;

 The proposed action is fundamentally changing the distribution of powers within the 
EU, whereas it is not supported by the Commission’s impact assessment. The structure 
and amount of fees payable to EMA have a major impact on the funding and 
functioning of the entire regulatory network and thus a direct impact on Member 
States and their national budgets. This issue of fees cannot therefore be considered as 
a "non-essential" part of Regulation (EC) 726/2004;

 The technical requirements for registration of veterinary medicinal products within the 
EU should be assessed comprehensively, including the division of powers between the 
EU and the Member States and the scope and scale of responsibilities of EMA, whose 
activities must also be justified in the corresponding budget proposals. For this 
purpose, it is necessary to have a robust analysis of a clearly defined legal framework;

 Although the technical requirements for veterinary medicinal products will be 
regulated by the proposed new Regulation on veterinary medicinal products, there are 
areas (e.g. the setting of fees and charges) which require the participation of a 
“comitology” committee (i.e. committee within the meaning of Regulation (EU) No 
182/2011). It is therefore absolutely necessary to include in the amended Regulation 
726/2004 a reference to the Standing Committee for Veterinary Medicinal Products;

 The Commission considers the issue of medicines for rare diseases and outnumbered 
species - newly defined as "limited markets" - as one of the main reasons to revise the 
veterinary pharmaceutical legislation. It is, thus, necessary to ensure that the budgetary 
requirements for EMA, which were definitely part of Regulation 726/2004, are 
maintained. For this reason, Article 79 of Regulation 726/2004 should not be deleted.

AMENDMENTS

The Committee on Agriculture and Rural Development calls on the Committee on the 
Environment, Public Health and Food Safety, as the committee responsible, to take into 
account the following amendments:

Amendment 1

Proposal for a regulation
Recital 1

Text proposed by the Commission Amendment
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(1) Directive 2001/82/EC of the European 
Parliament and of the Council5 and 
Regulation (EC) 726/2004 of the European 
Parliament and of the Council6 constituted 
the Union regulatory framework for the 
manufacture, authorisation and distribution 
of veterinary medicinal products. In the 
light of the experience acquired and 
following the assessment by the 
Commission of the functioning of the 
internal market for veterinary medicinal 
products, the regulatory framework for 
veterinary medicinal products has been 
reviewed, and Regulation (EU) No […] of 
the European Parliament and of the 
Council7 laying down procedures for the 
authorisation and supervision of veterinary 
medicinal products has been adopted.

(1) Directive 2001/82/EC of the European 
Parliament and of the Council5 and 
Regulation (EC) 726/2004 of the European 
Parliament and of the Council6 constituted 
the Union regulatory framework for the 
manufacture, authorisation and distribution 
of veterinary medicinal products. In the 
light of the experience acquired and 
following the assessment by the 
Commission of the functioning of the 
internal market for veterinary medicinal 
products, the regulatory framework for 
veterinary medicinal products has been 
reviewed, and Regulation (EU) No […] of 
the European Parliament and of the 
Council laying down procedures for the 
authorisation and supervision of veterinary 
medicinal products has been adopted, with 
a view to harmonisation of the laws of the 
Member States.

___________ ___________
5 Directive 2001/82/EC of the European 
Parliament and of the Council of 6 
November 2001 on the Community code 
relating to veterinary medicinal products 
(OJ L 311, 28.11.2001, p. 1).

5 Directive 2001/82/EC of the European 
Parliament and of the Council of 6 
November 2001 on the Community code 
relating to veterinary medicinal products 
(OJ L 311, 28.11.2001, p. 1).

6 Regulation (EC) No 726/2004 of the 
European Parliament and of the Council of 
31 March 2004 laying down Community 
procedures for the authorisation and 
supervision of medicinal products for 
human and veterinary use and establishing 
a European Medicines Agency (OJ L 136, 
30.4.2004, p. 1).

6 Regulation (EC) No 726/2004 of the 
European Parliament and of the Council of 
31 March 2004 laying down Community 
procedures for the authorisation and 
supervision of medicinal products for 
human and veterinary use and establishing 
a European Medicines Agency (OJ L 136, 
30.4.2004, p. 1).

7 Regulation … of the European Parliament 
and of the Council of … … … on 
veterinary medicinal products (OJ L …, … 
… …, p. …).

7 Regulation … of the European Parliament 
and of the Council of … … … on 
veterinary medicinal products (OJ L …, … 
… …, p. …).

Amendment 2

Proposal for a regulation
Recital 4
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Text proposed by the Commission Amendment

(4) As a consequence of the entry into 
force of the Treaty of Lisbon, the powers 
conferred on the Commission under 
Regulation (EC) No 726/2004 should be 
aligned to Articles 290 and 291 of the 
Treaty on the Functioning of the European 
Union. In order to supplement or amend 
certain non-essential elements of 
Regulation (EC) No 726/2004, the power 
to adopt acts in accordance with Article 
290 of the Treaty should be delegated to 
the Commission in respect of amending the 
Annex to technical and scientific progress, 
determining the situations in which post-
authorisation efficacy studies may be 
required, laying down provisions and 
requirements for granting marketing 
authorisations subject to certain specific 
obligations, establishing procedures for the 
examination of applications for variations 
to the terms of marketing authorisations 
and for the examination of applications for 
the transfer of marketing authorisations and 
laying down the procedure for 
investigating the infringements and the 
imposition of fines or periodic penalty 
payments to the holders of marketing 
authorisations granted under this 
Regulation, the maximum amounts of these 
penalties as well as the conditions and 
methods for their collection.

(4) As a consequence of the entry into 
force of the Treaty of Lisbon, the powers 
conferred on the Commission under 
Regulation (EC) No 726/2004 should be 
aligned to Articles 290 and 291 of the 
Treaty on the Functioning of the European 
Union. In order to supplement or amend 
certain non-essential elements of 
Regulation (EC) No 726/2004, the power 
to adopt acts in accordance with Article 
290 of the Treaty should be delegated to 
the Commission in respect of amending the 
Annex with regard to technical and 
scientific progress so as to facilitate the 
placing on the market of new medicinal 
products, determining the situations in 
which post-authorisation efficacy studies 
may be required, laying down provisions 
and requirements for granting marketing 
authorisations subject to certain specific 
obligations, establishing procedures for the 
examination of applications for variations 
to the terms of marketing authorisations 
and for the examination of applications for 
the transfer of marketing authorisations and 
laying down the procedure for 
investigating the infringements and the 
imposition of fines or periodic penalty 
payments to the holders of marketing 
authorisations granted under this 
Regulation, the maximum amounts of these 
penalties as well as the conditions and 
methods for their collection.

Amendment 3

Proposal for a regulation
Recital 6

Text proposed by the Commission Amendment

(6) In order to ensure uniform conditions 
for the implementation of Regulation (EC) 
No 726/2004, implementing powers should 
be conferred on the Commission to adopt 

(6) In order to ensure uniform conditions 
for the implementation of Regulation (EC) 
No 726/2004, implementing powers should 
be conferred on the Commission to adopt 
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implementing acts in relation to marketing 
authorisations for medicinal products for 
human use. Those powers should be 
exercised in accordance with Regulation 
(EU) No 182/2011 of the European 
Parliament and of the Council8.

implementing acts in relation to marketing 
authorisations for medicinal products for 
human and veterinary use. Those powers 
should be exercised in accordance with 
Regulation (EU) No 182/2011 of the 
European Parliament and of the Council8.

___________ ___________
8 Regulation (EU) No 182/2011 of the 
European Parliament and of the Council of 
16 February 2011 laying down the rules 
and general principles concerning 
mechanisms for control by Member States 
of the Commission’s exercise of 
implementing powers (OJ L 55, 28.2.2011, 
p. 13).

8 Regulation (EU) No 182/2011 of the 
European Parliament and of the Council of 
16 February 2011 laying down the rules 
and general principles concerning 
mechanisms for control by Member States 
of the Commission’s exercise of 
implementing powers (OJ L 55, 28.2.2011, 
p. 13).

Amendment 4

Proposal for a regulation
Article 1 – point 3
Regulation (EC) No 726/2004
Article 2 – paragraph 1

Text proposed by the Commission Amendment

ʻThe definitions laid down in Article 1 of 
Directive 2001/83/EC shall apply for the 
purposes of this Regulationʼ.

ʻThe definitions laid down in Article 1 of 
Directive 2001/83/EC and in Regulation 
(EU) 2015/... (Veterinary Medicinal 
Products)shall apply for the purposes of 
this Regulationʼ.

Justification

Although the issue of registration and post-marketing surveillance of veterinary medicinal 
products authorized through the centralized procedure is removed from this Regulation, the 
scope and activities of the European Medicines Agency (EMA) continue to involve both 
human and veterinary medicinal products (e.g., Article 57(1) is retained without significant 
changes). It is thus necessary to ensure a proper link between Regulation 726/2004 and the 
new Regulation on veterinary medicinal products.

Amendment 5

Proposal for a regulation
Article 1 – paragraph 1 – point 10 a (new)
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Regulation (EC) No 726/2004
Article 55 – paragraph 2

Present text Amendment

(10a) in Article 55, the second paragraph  
is replaced by the following:

‘The Agency shall be responsible for 
coordinating the existing scientific 
resources put at its disposal by Member 
States for the evaluation, supervision and 
pharmacovigilance of medicinal products.’

‘The Agency shall be responsible for 
coordinating the existing scientific 
resources put at its disposal by Member 
States for the evaluation, supervision and 
pharmacovigilance of medicinal products 
for human and veterinary use.’

Amendment 6

Proposal for a regulation
Article 1 – paragraph 1 – point 10 a (new)
Regulation (EC) No 726/2004
Article 56 – paragraph 1 – point b

Present text Amendment

(10a) in Article 56(1), point (b)is amended 
as follows:

ʻ(b) the Committee for Medicinal Products 
for Veterinary Use, which shall be 
responsible for preparing the opinion of the 
Agency on any question relating to the 
evaluation of medicinal products for 
veterinary use;

ʻ(b) the Committee for Medicinal Products 
for Veterinary Use, which shall be 
responsible for preparing the opinion of the 
Agency on any question concerning the 
admissibility of files submitted in 
accordance with the centralised 
procedure, the granting, variation, 
suspension or revocation of an 
authorisation to place a centrally 
authorised veterinary medicinal product 
on the market arising in accordance with 
Regulation (EU) 2015/... (Veterinary 
Medicinal Products)and for 
pharmacovigilance for centrally 
authorised veterinary medicinal products 
as well as tasks conferred to it under 
Regulation (EC) 470/2008. At the request 
of the Executive Director of the Agency or 
the Commission representative, the 
Committee for Medicinal Products for 
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Veterinary Use shall also draw up 
opinions on any scientific matters 
concerning the evaluation of veterinary 
medicinal products. The Committee shall 
take due account of any requests from 
Member States for an opinion. The 
Committee shall also prepare an opinion 
in other cases provided for under 
Regulation (EU) 2015/... (Veterinary 
Medicinal Products). The opinion of the 
Committee shall be made publicly 
accessible;ʼ

Amendment 7

Proposal for a regulation
Article 1 – paragraph 1 – point 10 a (new)
Regulation (EC) No 726/2004
Article 57 – paragraph 1 – subparagraph 2 – points ta, tb, tc (new)

Text proposed by the Commission Amendment

(10a) in Article 57(1),  the following 
points are added:
"(ta) co-ordination of the provision of 
information on active substances of 
veterinary medicinal products authorised 
under Union procedures, for the purpose 
of implementing a review system 
(Monograph system);
(tb) assisting Member States in providing 
information on active substances of 
veterinary medicinal products authorised 
under procedures other than the Union 
procedures, for the purpose of 
implementing a review system 
(Monograph System);
(tc) setting up a free of charge public 
database that lists information on active 
substances of veterinary medicinal 
products according to the review system 
(Monograph System), and updating that 
database on a regular basis. That listed 
information shall be presented in an 
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easily understandable manner."

Amendment 8

Proposal for a regulation
Article 1 – paragraph 1 – point 11 a (new)
Regulation (EC) No 726/2004
Article 57 – paragraph 2a (new)

Text proposed by the Commission Amendment

(11a) in Article 57, the following 
paragraph is added:
'(2a) The database set up in accordance 
with point (c) of paragraph 1 of this 
Article, shall contain data on physico-
chemical, ecotoxicological and 
behavioural properties of the active 
substance and its respective metabolites. 
The database shall list information on all 
veterinary medicines marketed in the 
Union. The Agency shall prepare a list of 
all veterinary medicines and active 
substances marketed in the Union in 
accordance with Article 51 of Regulation 
(EU) 2015/... (Veterinary Medicinal 
Products).'

Amendment 9

Proposal for a regulation
Article 1 – point 13
Regulation (EC) No 726/2004
Article 61 – paragraph 1

Text proposed by the Commission Amendment

(13) Article 61(1) is replaced by the 
following:

deleted

‘1. Each Member State shall, after 
consultation of the Management Board, 
appoint, for a three-year term which may 
be renewed, one member and one 
alternate to the Committee for Medicinal 
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Products for Human.
The alternates shall represent and vote for 
the members in their absence and may act 
as rapporteurs in accordance with Article 
62.
Members and alternates shall be chosen 
for their role and experience in the 
evaluation of medicinal products for 
human use as appropriate and shall 
represent the competent national 
authorities.’

Justification

It is not clear for which reason the appointment of representatives to the Committee for 
Veterinary Medicinal Products (CVMP) should take place under different rules than the 
appointment of representatives to other committees of EMA. The newly proposed procedure 
for appointing members of the CVMP (see Article 140 of the proposal for a Regulation of 
veterinary medicinal products), defines only vaguely the role of the Management Board of 
EMA and leads to a high degree of uncertainty.

Amendment 10

Proposal for a regulation
Article 1 – point 14
Regulation (EC) No 726/2004
Article 62 – paragraph 3 – subparagraph 2

Text proposed by the Commission Amendment

(14) in Article 62(3), the second 
subparagraph is deleted;

deleted

Justification

This is closely linked to the proposed deletion of Article 70 which changes the setting of fees 
and charges, including transfer of powers to EU institutions. The Commission proposal has 
not provided any relevant justification, whereas the proposed measures go beyond what is 
needed to align Regulation 726/2004 with the proposed new Regulation on veterinary 
medicinal products. Due to the lack of proper justification, there can be no objective 
assessment of the impact of the proposed measures.

Amendment 11

Proposal for a regulation
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Article 1 – paragraph 1 – point 15
Regulation (EC) No 726/2004
Article 67 – paragraph 3 – subparagraph 1

Text proposed by the Commission Amendment

The Agency’s revenue shall consist of a 
contribution from the Union, fees paid by 
undertakings for obtaining and maintaining 
Union marketing authorisations and for 
other services provided by the Agency, or 
by the coordination group as regards the 
fulfilment of its tasks in accordance with 
Articles 107c, 107e, 107g, 107k and 107q 
of Directive 2001/83/EC and charges for 
other services provided by the Agency.

The Agency’s revenue shall consist of a 
contribution from the Union, fees paid by 
undertakings for obtaining and maintaining 
Union marketing authorisations for 
medicinal products for human and 
veterinary use, and for other services 
provided by the Agency  in accordance 
with this Regulation and Regulation (EU) 
2015/... (Veterinary Medicinal Products), 
or by the coordination group as regards the 
fulfilment of its tasks in accordance with 
Articles 107c, 107e, 107g, 107k and 107q 
of Directive 2001/83/EC and charges for 
other services provided by the Agency.

Amendment 12

Proposal for a regulation
Article 1 – point 16
Regulation (EC) No 726/2004
Article 70

Text proposed by the Commission Amendment

(16) Article 70 is replaced by the 
following:

deleted

‘Article 70
1. The Commission shall, on the basis of 
the principles set out in paragraph 2, 
adopt implementing acts in accordance 
with the procedure laid down in Article 
87(2) specifying:
(a) the structure and the level of the fees 
and charges referred to in Article 67(3);
(b) the services for which charges may be 
collected;
(c) the conditions under which small and 
medium-sized enterprises may pay 
reduced fees, defer payment of fees or 
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receive administrative assistance;
(d) the rules defining the remuneration 
for work carried out by the member of the 
relevant committee or the coordination 
group who acts as a rapporteur; and
(e) the conditions for payment and 
remuneration. The fees shall be set at 
such a level as to avoid a deficit or a 
significant accumulation of surplus in the 
budget of the Agency and be revised when 
this is not the case.
2. When adopting the implementing acts 
referred to in paragraph 1, the 
Commission shall take the following into 
account:
(a) fees shall be set at such a level as to 
ensure that the revenue derived from 
them is, in principle, sufficient to cover 
the costs of the services delivered and 
shall not exceed what is necessary to 
cover the costs;
(b) the level of the fees shall take into 
account the results of a transparent and 
objective evaluation of the costs of the 
Agency and the costs of the tasks carried 
out by the national competent authorities;
(c) the specific needs of SMEs shall be 
taken into account, as appropriate, 
including the possibility of splitting 
payments into several instalments and 
phases;
(d) on public health grounds the fee may 
be totally or partially waived for a 
particular category of medicinal products;
(e) the structure and amount of fees shall 
take into account whether information 
has been submitted jointly or separately;
(f) under exceptional and duly justified 
circumstances and upon acceptance by 
the Agency, the whole fee or part of it may 
be waived;
(g) the remuneration for the work of the 
rapporteur shall be paid in principle to the 
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national competent authority employing 
the rapporteur or, where the rapporteur is 
not employed by the national competent 
authority, the Member State that 
nominated him;
(h) the time of payment for the fees and 
charges shall be fixed taking due account 
of the time limits under the provisions of 
this Regulation and Regulation (EU) No 
[…]’;

Justification

The proposed action is fundamentally changing the distribution of powers within the EU 
whereas it is not supported by any relevant impact assessment by the Commission. The 
structure and amount of fees payable to EMA have a major impact on the funding and 
functioning of the entire regulatory network and thus a direct impact on Member States and 
their national budgets. This issue cannot therefore be considered as a "non-essential" part of 
Regulation (EC) 726/2004.

Amendment 13

Proposal for a regulation
Article 1 – point 18 
Regulation (EC) No 726/2004
Article 86

Text proposed by the Commission Amendment

ʻArticle 86 ̒Article 86

At least every ten years, the Commission 
shall publish a general report on the 
experience acquired as a result of the 
operation of the procedures laid down in 
this Regulation, and in Chapter 4 of Title 
III of Directive 2001/83/EC.ʼ;

At least every five years, the Commission 
shall publish a general report on the 
experience acquired as a result of the 
operation of the procedures laid down in 
this Regulation, in Chapter 4 of Title III of 
Directive 2001/83/EC and  in Regulation 
(EU) 2015/... (Veterinary Medicinal 
Products).ʼ;

Justification

The technical requirements for registration of veterinary medicinal products within the EU 
should be assessed comprehensively, including the division of powers between the EU and the 
Member States and the scope and scale of responsibilities of EMA, whose activities must also 
be justified in the corresponding budget proposals. For this purpose, it is necessary to have a 
robust analysis of a clearly defined legal framework.
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Amendment 14

Proposal for a regulation
Article 1 – point 19
Regulation (EC) No 726/2004
Article 87 – paragraph 1

Text proposed by the Commission Amendment

1. The Commission shall be assisted by the 
Standing Committee on Medicinal 
Products for Human Use established by 
Article 121 of Directive 2001/83/EC. The 
Committee shall be a committee within the 
meaning of Regulation (EU) No 182/2011.

1. The Commission shall be assisted by the 
Standing Committee on Medicinal 
Products for Human Use established by 
Article 121 of Directive 2001/83/EC and 
by the Standing Committee on Veterinary 
Medicinal Products set up by Regulation 
(EU) 2015/... (Veterinary Medicinal 
Products). Those committees shall be 
committees within the meaning of 
Regulation (EU) No 182/2011.

Justification

Although the technical requirements for veterinary medicinal products will be regulated by 
the proposed new regulation on veterinary medicinal products, there are areas (e.g. the 
setting of fees and charges) which require the participation of a “comitology” committee (i.e. 
committee within the meaning of Regulation (EU) No 182/2011). It is therefore absolutely 
necessary to include in the amended Regulation 726/2004 a reference to the Standing 
Committee for Veterinary Medicinal Products.

Amendment 15

Proposal for a regulation
Article 1 – point 20
Regulation (EC) No 726/2004
Article 87 b – paragraph 2

Text proposed by the Commission Amendment

2. The delegation of power referred to in 
Articles 3(4), 10b (1), 14(7), 16(4) and 
84(3) shall be conferred on the 
Commission for an indeterminate period 
of time from the date of entry into force of 
this Regulation.

2. The delegation of power referred to in 
Articles 3(4), 10b (1), 14(7), 16(4) and 
84(3) shall be conferred on the 
Commission for a period of five years from 
the date of entry into force of this 
Regulation.
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Justification

It is an established principle of Parliament that the delegation of power conferred on the 
Commission should not be for an indeterminate period. This period should be set at five 
years.

Amendment 16

Proposal for a regulation
Article 1 – point 21

Text proposed by the Commission Amendment

Articles 30 to 54, Articles 79, 87c and 87d 
and point 2 of the Annex are deleted.

Articles 30 to 54, Articles 87c and 87d and 
point 2 of the Annex are deleted.

Justification

The Commission considers the issue of medicines for rare diseases and outnumbered species - 
newly defined as "limited markets" - as one of the main reasons to revise the veterinary 
pharmaceutical legislation. It is, thus, necessary to ensure that the budgetary requirements 
for EMA, which were definitely part of Regulation 726/2004, are maintained. For this reason, 
Article 79 of Regulation 726/2004 should not be deleted.
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