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EXISTING ACTIVE SUBSTANCES AFTER THEIR INCLUSION

 IN ANNEX I - SUBMISSION OF AN ANNEX II AND ANNEX III DOSSIER

1. Introduction

The aim of this guidance document is to provide applicants with broad advice on the
preparation of an Annex II and Annex III dossier as provided in Directive 91/414/EEC
when applying for an authorization for a plant protection product containing an active
substance already on the market before 26 July 1993 after this substance has been
included in Annex I of the Directive. More detailed provisions may be provided by
Member States since authorizations of plant protection products are granted at Member
State level.

This document has been conceived as an opinion of the Commission Services and
elaborated in co-operation with the Member States.  It does not however intend to
produce legally binding effects and by its nature does not prejudice any measure taken by
a Member State in the implementation of provisions concerned, nor any case law by the
European Court of Justice.

More details on the nature of the data to b e presented can be found in Directive
91/414/EEC (Annexes II and III) and the relevant guidance documents.

More details on the format of the dossiers to be presented can be found in document
1663/VI/94 rev. 8 of 22 April 1998 (Guidelines and criteria for the preparation and
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presentation of complete dossiers and of summary dossiers for the inclusion of active
substances in Annex I of Directive 91/414/EEC (Article 5.3 and 8.2).

2. Submission of an Annex II dossier (active substance)

2.1. Legal provisions in Directive 91/414/EEC

Article 13 (1) provides the following:

“Without prejudice to Article 10, Member States shall require that applicants for
authorization of a plant protection product submit with their application:

(a)………
(b) for each active substance in the plant protection product, a dossier satisfying, in
the light of current scientific and technical knowledge, the requirements set out in
Annex II.”

Article 13 (2) provides the following:

By way of derogation from paragraph 1, and without prejudice to the provisions of
paragraphs 3 and 4, applicants shall be exempted from supplying the information required
under paragraph 1 (b) except for that identifying the active substance if the active
substance is already listed in Annex I, taking into account the conditions of inclusion in
Annex I, and does not differ significantly in degree of purity and nature of impurities, from
the composition registered in the dossier accompanying the original application.

Article 13(5) provides the following:

Member States, on examination of an application for authorization, shall inform the
Commission of instances where they consider an active substance to be listed in Annex I,
which has been produced by a person or manufacturing process other than those specified
in the dossier on the basis of which the active substance was first included in Annex I. They
shall transmit to it all data regarding the identity and impurities of the active substance.

The introduction to Annex II provides the following:

“The information required shall:

1.1 include a technical dossier supplying the information necessary for evaluating the
foreseeable risks, whether immediate or delayed, which the substance may entail for
humans, animals and the environment and containing at least the information and results
of the studies referred to below;
(……………)
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1.5 include a full and unbiased report of the studies conducted as well as a full
description of them or a justification, which is acceptable to the competent authority where:

- particular data and information which would not be necessary owing to the nature of the
product or its proposed uses, are not provided,

or

-  it is not scientifically necessary, or technically possible to supply information and data.”

2.2 Guidance on the submission of an Annex II dossier

Applicants for an authorization of a plant protection product, containing exclusively  (….)
active substances which are included in Annex I, have to submit the following information
from Annex II of Directive 91/414/EEC:

1.  Identity of the active substance

The information, including degree of purity and nature of impurities, has to be
submitted for each authorisation in order to allow identification of the active substance
contained in the plant protection product.

2. The other information of Annex II

Member States will check whether the active substance is comparable with the active
substance which has been included in Annex I. Further guidance is provided in “Pesticide
Specifications - Manual on the development and use of FAO specifications for plant
protection products, FAO Plant production and protection paper 149”.

If a Member States concludes that the active substance is not comparable with the
active substance which has been included in Annex I, all the other information of
Annex II has to be submitted.

If a Member States concludes that the active substance is comparable with the
active substance which has been included in Annex I, no other information of the
Annex II dossier is required if the authorities accept the applicant’s claim that such
information is already available to the authorities and can be used to the benefit of
other applicants or unless he provides an acceptable justification for not supplying it
(see point 2.1). If however major changes in the conditions of use would require
information not available in the original dossier, the necessary further information
shall be submitted by the applicant.

3. Submission of an Annex III dossier (plant protection product)
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3.1. Legal provisions in Directive 91/414/EEC

Article 8 (2) 4th subparagraph provides the following:

“During the 12-year period referred to in the first subparagraph it may, following
examination by the Committee referred to in Article 19 of such active substance, be decided
by the procedure laid down in that Article that the substance can be included in Annex I
and under which conditions, or, in cases where the requirements of Article 5 are not
satisfied or the requisite information and data have not been submitted within the
prescribed period, that such Member States shall ensure that the relevant authorizations
are granted, withdrawn or varied, as appropriate, within a prescribed period.”

Article 4.(1) (b) provides the following:

“Member States shall ensure that a plant protection product is not authorized unless:

(b) it is established, in the light of current scientific and technical knowledge and shown
from appraisal of the dossier provided for in Annex III, that when used in accordance with
Article 3 (3), and having regard to all normal conditions under which it may be used, and
to the consequences of its use:

(i) it is sufficiently effective;
(ii) it has no unacceptable effect on plants or plant products;
(iii) it does not cause unnecessary suffering and pain to vertebrates to be

controlled;
(iv) it has no harmful effect on human or animal health, directly or indirectly

(e.g. through drinking water, food or feed) or on groundwater;
(v) it has no unacceptable influence on the environment, having particular

regard to the following considerations;
- its fate and distribution in the environment, particularly
contamination of water including drinking water and groundwater,
-   its impact on non-target species;”

Article 13 (1) provides the following:

“Without prejudice to Article 10, Member States shall require that applicants for
authorization of a plant protection product submit with their application:

(a) a dossier satisfying, in the light of current scientific and technical knowledge,
the requirements set out in Annex III; and
(b)……….”

Such dossier is in principle not required when for the same plant protection product an
authorisation is already granted in another Member State provided the applicant
substantiates the claim  for comparability in accordance with Article 10. However, Member
States can, if they consider it necessary, ask for an Annex III dossier.

Indeed Article 9 (5) provides the following:
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“Member States shall ensure that a file is compiled on each application. Each file shall
contain at least a copy of the application, a record of the administrative decisions taken by
the Member State concerning the application and concerning the particulars and
documentation laid down in Article 13 (1) together with a summary of the latter. Member
States shall on request make available to the Member States and to the Commission the
files provided for in this paragraph; they shall supply to them on requested all information
necessary for full comprehension of applications; and shall where requested ensure that
applicants provide a copy of the technical documentation laid down in Article 13 (1) (a).”

The introduction to Annex III provides the following:

“The information required shall:

1.1 include a technical dossier supplying the information necessary for evaluating
efficacy and the foreseeable risks, whether immediate or delayed, which the plant
protection product may entail for humans, animals and the environment and containing at
least the information and results of the studies referred to below;
(……………)

1.5 include a full and unbiased report of the studies conducted as well as a full
description of them or a justification, which is acceptable to the competent authority where:

- particular data and information which would not be necessary owing to the nature of the
product or its proposed uses, are not provided,

or

-  it is not scientifically necessary, or technically possible to supply information and data.”

Article 13 (4 ) provides the following:

“In granting authorizations, Member States shall not make use of the information referred
to in Annex III to the benefit of other applicants:

(a) unless the applicant has agreed with the first applicant that use may be made of
such information; or

(b) for a period of 10 years from first authorization of the plant protection product in
any Member State, where authorization follows the inclusion in Annex I of any active
substance contained in the product; or

( c) for periods not exceeding 10 years and provided for in existing national rules after
the first authorization of the plant protection product in each Member State, where that
authorization precedes inclusion in Annex I of any active substance contained in the
product.”

3.2 Guidance on the submission of an Annex III dossier 
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At the inclusion of an active substance in Annex I of the Directive, information concerning
all the points of Annex III had to be submitted for at least one representative plant
protection product.

When preparing an Annex III dossier, the notifier should have in consideration the
conditions of the inclusion of the active substance in Annex I.

Guidance is given on all the sections of Annex III of Directive 91/414/EEC:

1.  Identity of the plant protection product

The information had to be submitted for at least one representative plant protection
product  for the dossier for inclusion of the active substance in Annex I.

This information should be  submitted  for each authorisation since it is necessary
for the identification of the product.

2. Physical, chemical and technical properties of the plant protection product

The information had to be submitted for at least one representative plant protection
product  for the dossier for inclusion of the active substance in Annex I.

This information should be submitted for each authorisation. It is necessary for the
identification of the product and for reasons related to safety or efficacy.

3. Data on application

The information had to be submitted for at least one representative plant protection
product  for the dossier for inclusion of the active substance in Annex I.

All information which is necessary for the labelling of the product should be
submitted for each authorisation; the other information should be submitted for each
authorisation unless the authorities accept the applicant’s claim  that the information
is already available to the authorities and can be used to the benefit of other
applicants.

4. Further information on the plant protection product

The information had to be submitted for at least one representative plant protection
product  for the dossier for inclusion of the active substance in Annex I.

All information which is necessary for the labelling of the product should be
submitted for each authorisation; the other information should be submitted for each
authorisation unless the authorities accept the applicant’s claim that the information
is already available to the authorities and can be used to the benefit of other
applicants.
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5. Analytical methods

The information had to be submitted for each authorisation; for at least one
representative plant protection product  for the dossier for inclusion of the active
substance in Annex I.

The information should be submitted for each authorisation unless the authorities
accept the applicant  claims  that the information is already available to the
authorities and can be used to the benefit of other applicants or unless he provides
an acceptable justification for not supplying it (see point 3.1).

6. Efficacy data

No detailed information on efficacy had to be submitted for each authorisation; in
the framework of inclusion of the active substance in Annex I. After the inclusion of
the active substance in Annex I, Member States have to evaluate the efficacy of
plant protection products containing the active substance.

Before 25.7.1993 most Member States required the submission of efficacy data for
the authorisation of plant protection products. Most of the available efficacy data
have been generated and submitted to the Member States before the implementation
of Directive 91/414/EEC.

It is suggested that for each authorised use, where efficacy data have been submitted
before 25.7.1993, these data be used  to evaluate whether the plant protection
product is sufficiently effective (according to Annex VI, point C, points 2.1 and
2.2). Such data should not be reformatted according to the proposed formatting
guidelines for efficacy data (document 7600/VI/95 rev. 6). However, it might be
necessary to request further data which allow to establish whether the proposed
amounts, in terms of rates and number of applications, are the minimum necessary
to achieve the desired effect (Annex VI, point C (1) (3).

If no efficacy  data have been submitted before the inclusion of the active substance
in Annex I, Member States should assess  whether the product meets the criteria
referred to in Annex VI (sufficiently effective, minimum amounts) on the basis of
the following information:

a) “efficacy data generated under comparable conditions in another Member
State (such data have to be accepted according to article 10 par.1 first
indent);

b) the evaluation carried out in another Member State under comparable
conditions (mutual recognition).

c) efficacy data generated in the Member State where an authorisation is
applied for in order to confirm the experience already existing in that
Member State on the efficacy of the product;”

7. Toxicological studies



8

The information had to be submitted for each authorisation; for at least one
representative plant protection product  for the dossier for inclusion of the active
substance in Annex I.

All information which is necessary for the labelling of the product should be
submitted for each authorisation; the other information should be submitted for each
authorisation unless the authorities accept the applicant’s claim that the information
is already available to the authorities and can be used to the benefit of other
applicants or unless he provides an acceptable justification for not supplying it (see
point 3.1).

8. Residues in or on treated products, food and feed

The information had to be submitted for each authorisation; for at least one
representative plant protection product for the dossier for inclusion of the active
substance in Annex I.

The information should be submitted for each authorisation unless the authorities
accept the applicant’s claim that the information is already available to the
authorities and can be used to the benefit of other applicants or unless he provides
an acceptable justification for not supplying it (see point 3.1).

9. Fate and behaviour in the environment

The information had to be submitted for each authorisation; for at least one
representative plant protection product  for the dossier for inclusion of the active
substance in Annex I.

The information should be submitted for each authorisation unless the applicant’s
claim that the information is already available to the authorities and can be used to
the benefit of other applicants or unless he provides an acceptable justification for
not supplying it (see point 3.1).

10. Ecotoxicological Studies

The information had to be submitted for each authorisation; for at least one
representative plant protection product for the dossier for inclusion of the active
substance in Annex I.

All information which is necessary for the labelling of the product should be
submitted for each authorisation; the other information should be submitted for each
authorisation unless the authorities accept the applicant’s claim that the information
is already available to the authorities and can be used to the benefit of other
applicants or unless he provides an acceptable justification for not supplying it (see
point 3.1).

11. Summary and evaluation of fate and behaviour in the environment and of the
ecotoxicological studies



9

The information had to be submitted for each authorisation; for at least one
representative plant protection product  for the dossier for inclusion of the active
substance in Annex I.

All information should be submitted for each authorisation unless the applicant’s 
claim  that the information is already available to the authorities and can be used to
the benefit of other applicants or unless he provides an acceptable justification for
not supplying it (see point 3.1).

12. Further information

The information had to be submitted for each authorisation; for at least one
representative plant protection product for the dossier for inclusion of the active
substance in Annex I.

This information should be submitted for each authorisation.
--------------------------------


