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1.

ABOUT THE CONSULTATION
1.1.

What is the purpose of this consultation?

On 17 April 2007 the European Commission adopted a proposal for a regulation of the
European Parliament and of the Council laying down Community procedures for the
establishment of residue limits of pharmacologically active substances in foodstuffs of animal
origin, and repealing Regulation (EEC) No 2377/90 (COM(2007) 194 final)1. This regulation
has not been formally adopted yet, but on 2 April 2009 the European Parliament has voted in
second reading endorsing the Council's Common position2. The entry into force of the new
regulation is scheduled for the end of May/beginning of June 2009. The new regulation
establishes in its Article 13(1) that the Commission shall, in consultation with the European
Medicines Agency (EMEA), adopt measures regarding the form and content of the
applications and requests referred to in Articles 3 and 9.
On the basis of the above said, the European Commission intends to draft a Commission
Regulation regarding the format and content of the applications and requests referred to in
Articles 3 and 9 of the new regulation.
In preparation of this, the EMEA was asked for a contribution concerning the requirements as
regards the format and content for an application or a request for an opinion on a maximum
residue limit.
With this public consultation, the Directorate General for Enterprise and Industry intends to
consult all stakeholders on the contribution of the EMEA.
With this public consultation, the Directorate General for Enterprise and Industry is
committed to ensure that all stakeholders can make their views known on this important issue.
This document does not represent an official position of the European Commission. Based on
this contribution and on the results of the public consultation, the Directorate General for
Enterprise and Industry will prepare a regulation for adoption by the Commission through
comitology (regulatory procedure). Requirements on format and content for an application or
a request for an opinion on a maximum residue limit shall be annexed to this regulation.
1.2.

Who is consulted?

Contributions are invited from all stakeholders dealing with medicines for veterinary use.
Stakeholders who are not established within the European Union are equally invited to
comment.
1.3.

How can I contribute?

Contributions should be sent by e-mail to Jan-Henrik.ROTHERT@ec.europa.eu before 6
July 2009. An acknowledgement of receipt will be issued for each contribution received,
within five working days. Contributions will be made publicly available on the
‘Pharmaceuticals’ website of the Commission once the consultation period is over, unless a

1
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http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=COM:2007:0194:FIN:EN:PDF
http://register.consilium.europa.eu/pdf/en/08/st15/st15079-re02.en08.pdf
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specific request for confidentiality is made, in which case only an indication of the contributor
will be disclosed. If you do not wish your contribution to be made public, please clearly
indicate so.
1.4.

What will happen next?

All contributions will be carefully analysed. A summary of the outcome of the consultation
will be published on the ‘Pharmaceuticals’ website of the European Commission and also sent
directly to all contributors. The future regulation on the format and the content of applications
and requests submitted for an opinion for a maximum residue limit for a pharmacologically
active substance will build on this consultation.
1.5.

Any questions?

Please contact at the European Commission:
Jan Henrik Rothert: Jan-Henrik.ROTHERT@ec.europa.eu (tel.: +32 2 2985124)

2.

THE

CONTRIBUTION ON FORMAT AND CONTENT OF APPLICATIONS AND REQUESTS
SUBMITTED FOR AN OPINION ON A MAXIMUM RESIDUE LIMIT ON A
PHARMACOLOGICALLY ACTIVE SUBSTANCE

2.1.

Background

The use of veterinary medicinal products in food-producing animals may result in the
presence of residues in foodstuffs obtained from treated animals. The same applies where
biocidal products containing pharmacologically active substances are used in animal
husbandry.
Currently pharmacologically active substances are classified in four annexes to Council
Regulation (EEC) No 2377/90 of 26 June 1009 laying down a Community procedure for the
establishment of maximum residue limits of veterinary medicinal products in foodstuffs of
animal origin according to whether a maximum residue limit is established, a maximum
residue limit is not necessary to be established, a provisional maximum residue limit is
established or a maximum residue limit cannot be established because residues of a given
substance, at whatever limit, constitute a hazard to human health.
Applications for an opinion for a maximum residue limit have to be submitted in accordance
with Annex V to Council Regulation (EEC) No 2377/90.
In order to address various shortcomings of the current system, the European Commission
adopted on 17 April 2007 a proposal for a regulation of the European Parliament and of the
Council laying down Community procedures for the establishment of residue limits of
pharmacologically active substances in foodstuffs of animal origin, and repealing Regulation
(EEC) No 2377/90 (COM(2007) 194 final).
This regulation has not been formally adopted yet, but on 2 April 2009 the European
Parliament has voted in second reading endorsing the Council's Common position. The entry
into force of the new regulation is scheduled for the end of May/beginning of June 2009.
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Article 13(1) of the new regulation as it has been voted by the European Parliament on 2 April
2009 foresees that the Commission shall, in consultation with the Agency, adopt measures
regarding the form and content of the applications and requests referred to in Articles 3 and 9
of the new regulation.
On this basis the European Commission intends to adopt as an implementing measure a
Commission regulation in relation to the form and the content for an opinion for a maximum
residue limit in order to replace Annex V of Council Regulation (EEC) No 2377/90 after it
has been repealed. Requirements on format and content of an application or a request shall be
annexed to this future regulation.
Following Article 13(1) of the new regulation, the Agency has been consulted and has been
asked for a contribution on the requirements in relation to the format and the content. This
consultation is based on the contribution submitted by the Agency. It has been produced by
the Agency in collaboration with the Committee on Veterinary Medicinal Products ('CVMP')
and is annexed to this Consultation paper.
2.2.

Scope

Article 13(1) of the new regulation establishes that the Commission shall, in consultation with
the Agency, adopt measures regarding the format and content of the applications and requests
referred to in Articles 3 and 9. Requirements as regards the format and the content for all sorts
of applications and requests foreseen in the new regulation shall be included in one document
which shall be annexed to a future regulation.
These requirements apply to:
•

Applications for an opinion of the Agency on the maximum residue limit on a
pharmacologically active substance intended for use in the Community in veterinary
medicinal products which are to be administered to food-producing animals which have to
be submitted by:
► the applicant for a marketing authorisation for a veterinary medicinal product in
which such a substance is used,
► a person intending to apply for such a marketing authorisation or, where appropriate,
► the holder of such a marketing authorisation.

•

Requests for an opinion on maximum residue limits to the Agency which may be
submitted by:
► the European Commission or a Member State where a pharmacologically active
substance is authorised for use in a veterinary medicinal product in a third country and
no application for the establishment of a maximum residue limit for that substance in
respect of the foodstuff or species concerned has been submitted pursuant to Article 3 or
where a pharmacologically active substance is included in a medicinal product intended
to be used pursuant to Article 11 of Directive 2001/82/EC and no application for the
establishment of a maximum residue limit for that substance in respect of the foodstuff or
species concerned has been submitted pursuant to Article 3.
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► an interested party or organisation in cases where a pharmacologically active
substance is included in a medicinal product intended to be used pursuant to Article 11 of
Directive 2001/82/EC and no application for the establishment of a maximum residue
limit for that substance in respect of the foodstuff or species concerned has been submitted
pursuant to Article 3 and minor species or minor uses are concerned.
The requests foreseen under this bullet point constitute novelties insofar as, in particular
third parties, Member States and the European Commission may now submit requests for
an opinion for a maximum residue limit under specific conditions.
•

Applications submitted for a pharmacologically active substance contained in a biocidal
product used in animal husbandry.
Pharmacologically active substances contained in a biocidal product used in animal
husbandry might equally lead to residues in foodstuffs of animal origin. The new
regulation includes these substances in order to ensure that they are scientifically assessed
following the same procedure as pharmacologically active substances contained in
veterinary medicinal products.

•

The Accelerated procedure: The European Commission, any person having submitted an
application under Article 3, or a Member State may ask the Agency to carry out an
accelerated procedure for the assessment of the maximum residue limit of a
pharmacologically active substance contained in veterinary medicinal products or biocidal
products used in animal husbandry where a given product needs to be authorised as a
matter of urgency.
An accelerated procedure has been introduced into the new regulation allowing addressing
situations of urgency.

•

The Review of an opinion: The European Commission, an applicant under Article 3 of
the new regulation or a Member State may request the Agency to issue a new opinion on a
maximum residue limit where they consider it necessary in order to protect human or
animal health as a result of new information.

•

Extensions of an existing maximum residue limit for a given pharmacologically active
substance to other foodstuffs or species.
2.3.

Structure

The contribution in Annex is structured in two sections:
– An introduction and general principles as regards the format and the content for
an application and a request for an opinion on maximum residue limit.
– A detailed description of the dossier requirements.
We invite stakeholders to comment on all aspects and in particular on the new elements of the
new regulation.
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