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Biocidal products comprise a wide range,of products necessary for the
contro! of organisms that are harmful to human or animal health or that
cause damage -to natural or manufactured pfoducts. They  Include -such.
diverse groups of products as wood preservatJves; insecticides, water
blocides and disinfectants. '

During the discussions of Directive '91/414/EEC(1) concerning ‘the
ptacing of plaht protection products on the market, thé Council of the
European Communities requested that It be informed of the Commission’s
intention in .the area ‘'of non-agriculturat pesticides. (blocidai
products).

Also, at the time of -adoptlion of the Elghth Amendment to Directive
76/769/EEC(2) on 21 December 1989, the .Council requested that the
Commission develop a Community strategy on the marketing and use of
biocidatl products particutarly woo& preservatives.

Accordingly, Commlssl;n' services reviewed 'thg possibliities -~ for
Introducing regulatory measures at the Community level for blocidal
products.

The review found that biocidal products are an extremely varied group
of preparations with very varied exposure scenarios and widely

(1) 0.J. N° L230, 19.08.1991, p. 1
(2) 0.J. N° L262, 27.09.1976, p. 201
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differing regulatory controls In Member States. The Commission
therefore made a statement towards the Council concerning non-
agriculturat pesilcldes’ (biocidal products) (doc. SEC(90) 1895) and
proposing the development of a directive In this area..

What are the objectives of the action envisaged Iin connection with the
obligations which the Community has?

The review found that blocidal products currently have a highly dlvqrse
regulatory status In the Community that could iead to barriers to trade
between Member States creating unequal conditions of competition and
thereby directily affecting the establishment and functioning of the
internal market. Also their production and use may entall dangers for
‘man and the environment. Detalls of the dlifferent regutatory approaches
adopted by Member States are set out in annex |

in order that the establishment and functioning of the Internal market
Is not affected and to ensure that there is a high level of protection
for man and the environment with regard to these products, the
Commission therefore consideres that there Is an urgent need for
Community action In this area.

Does the action envisaged fall within the exclusive competence of the
Comunity or Is‘lt a compoetence shared with Member States?

The Commission proposes action In the form of a directive based on
Article 100a of the Treaty which Is concerned with the approximation of
the laws, regulations and administrative provisions relating to the
placing on the market of blocidatl ﬁroducts.

The proposed Directive wllil ensure that a harmonised approach Is taken
within the Communities to placing blocidal products and their active
substances onto the market. This wlil stop fragmentation of the EEC
market in chemicals. Therefore competence in this area Is exclusively
for the Community.
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Is a uniform regutation necessary or woula a directive glving general
objectives be sufficient In the casé that the executlon would be done
by Member States and what modalities for action are at the disposal of
~ the Community? |

A Directive has been chosen as the most appropriate methdd of achieving
the necessary harmonisation. it will enable a brdad- Ieglslatlveﬁ_
framework to be established a Community leve! with indlvidual Member
States left to Implement -detailed requlirements necessary to put it into
effect. '

The proposal folilows similar principles to those iald.down‘ln Directive
91/414/EEC and is closely harmonized with it, to avoid double testing
of active substances common to both plant protection products and.
biocidal products . A positive list approach Is also proposed wlth
requirements for Inclusion onto it varying as a function of the nature .
of the substance and its envisaged use, taking as a base, a high level
of protection for man and the environment .. A regime- of mutual
authorisation of bilocldal products between  Member States Is  also
provided for. ‘

The Dilrective is concerned with prgparations and substanées whléh by
their nature are desligned to have detrimental effects on the organisms
they are Intended, to control, and-a large proportion of. which are
ctassified as dangerous. The Commission has therefore chosen~tdpdevelop#
a directive which establishes a framework . based on a . system of
author isation -of blocidal products In Member States wlth Iisting at.
Community level of active substances to be used In such products. 1t Is
appropriate that a clear system of‘refusal‘or acceptance |Is established.
for biocldal products to enable a high level of protection for man and
the environment to be reallsed..Furfhefmore,_It Is appropriate for the.
purposes of harmonlisation of this directive with Directive 91/414/EEC -
which establishes an authorisatlon scheme for plant protection.
products. ‘
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JHE LEGISLATIVE FRAMEWORK AND SHARING OF RESPONSIBILITIES

The authorization scheme for blocidal products is to operate at the
level of the Member States, unless differences arise which require
referral to the Community level. In a so-called “"decentrallsed
procedure” the applicant submits his application in the form of a
technical dossler to the Competent Authority in the Member State where
the breparatlon.ls to be marketed. The Competent Authority will then
evaluate the dossier and decide whether it fulfills the authorization
conditions lald down in this Directive and propose any restrictions on
the use of the preparation that appear necessary to protect man and the

environment.

In general terms It Is necessary that this proposal for a Directive
Iincludes authorization conditions. The conditlions are designed to
ensure that authorisation Is given only those blocidal products which
present an acceptable risk throdbh their development, use, and dlsposal
for man or the environment, which are'sufflclently efficacious and
which Incliude active substances which are permitted to be used In
blocldal products within the European Community following agreement at
Community level.

it an appllcatloﬁ Is accepted, the bloclidal product is then authorlzed
for use in that Member State subject to any specified use conditions.
Equally important however Is the provision for mutual! recognition of
this authorisation. -Accordlng to this provision a blocidal product
authorised in accordance with the directive must, upon application and
in Itne with a Member State‘s obligations under the directive, also be
authorized as a matter of routine in any other Member State of the
Community. In order to maintain the integrity of the lnfernal Community
Market for biocidal products, this principle of mutual recognition of
authorisations Is expected to be upheld in the vast majority of cases,
however the possibility of exceptions to this general rule are
recognized In the Directive, 1.e. where one of the conditlons for
author ization cannot be met.

Currently, there are approximately several hundred active substances on
the market within Member States which serve as the biologically active
components for several thousand biocidal products. For the actlve
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substances, the Commission proposes . that Authorlzation should be at the

jevel of'the Community In a "centralised procedure".

Essentlally, the same authorization conditions and possible .use
restrictions will be applicable to active substances as to blocldal
products. Under the terms of the Directive, following authorization,
“actlve substances are Incliuded on a positive list of active substances
that may be used In blocidal products Community-wide.

The establishment of this positive list, which will be Annex | to the
Directive, will mean that a clear unambiguous list of actlve substances
for use In blocldal products is avallable. The list will not only
facllitate the detection of those actlve substances placed on the
market lllegally, but in additlion will also provide a useful checklist
for formuiators In the chemicals industry as to which active substances
may be used.

REQUIREMENTS FOR DATA AND REVIEW OF EX{|STING PRODUCTS
Authorization of bilocldal products and acceptance of thelr active
substances depends upon an .evaluation of thelr respective technical
dossiers containing Information supplled according .to . the data
requirements In Annexes |I-1V to this Directive. The data required for
a particular product wiil be closely related to and depend upon, the
product’'s. uses and the risks that are likely to arise for man and the
environment from such .uses. Once such data has been submlttep, an
evaluatlbn is made In the light of the current scientific and-techn\cal
knowledge. Taking. this Into account, the Commission proposes .that both
actlve substances and blocldél products should be reviewed
pertodically, a fixed authorization perlod of ten years has-thugs been
specified for both. Provisions are also made In the Directive for the
possibility of review at any time in circumstances where .the original
authorizatlon criteria are no longer satisfied.

Realistically the Commission appreclates that the fullvlmplémentatlon
of the authorization scheme established In this Directive will take
several years. In a ten. year transitional perlbd -therefore, Member
States wlill be entitled to permit the placing on the market In thelr
territory of blocidal products which were on the market prior to-the
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implementation date ‘of the Directive.  After the adoption of the

. Dlrective, It s envlsagéd that the Commission will commence a

programme of work to review the actlve substances of these existing

" products.’

In order to promote and sustain Investment In the continuing
development of active substances and products, and to ensure an
efficlent programme of review, it Is necessary to provide protection
for the Inteliectual property (data) an applicant submits to Member

‘-States In support of applications. Such protection must apply to new

déta"submltted, data submitted during the review period and
subsequentiy, and to any-  data submitted under existing national
controls on blocldal products. ‘

The data requlréments for biocidal products and their actlive substances

are very simliar to those that are required in Directive 91/414/EEC for
- ptant protection products and thelr active substances. Given the

diversity of the chemicals belng considered here, it has been necessary
for the Commission to adopt a flexible approach as to which particular

" data are requlired for each product type. Therefore certain pleces of

informatlion which are not necessary owing to the nature of the chemlcal

‘or its proposed or existing uses need not be supplied. Such flexiblility

is particularly necessary for existing substances and products which

* have a long history of safe use as blocides. Conversely, the competent

.-

authority wiil be entlthd _to ask the applicant to submit further
information, If the assessment of the dossier shows that additional
information including further testing is necessary to evaluate the
risks that placing on the market of the biocidal product entalils.

"~ Moreover, the Council In Its resolution of 1 February 1993 on a

Commun|ty programme of policy and action in relation to the environment

- and sustainable development3, recognized that economic growth and

environmental quality must be viewed as mutually dependant.
Consequently, the strenghthening of environmental protection Is
dependant upon the ecbnomlc competitiveness of Industry being
maintained. The directive Is drafted with this In mind. (ts provisions,
particularly those concéerned with research and development and the

R : S ceL

3. 0.J. No C 138, 17.05.1993, p. 1
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protection - of Intellectual! property, are almed at encouraging the
sustalned development of bloclidal products with a reduced impact for
man and the environment.

This proposal concerns - the placing on the market of blocidal products.
The Commission recognises that, in the future, It may be necessary to
provldd minimum requirements for -training and experience of persons
using certaln types.of blocidal products.

aArticle 1

Article 1 describes the purpose and the scope of this Directive. The
alm of this Directive is to harmonise within the Community the placing
on the market, of blocidal products and the establishment at Community
level of a positive list of active substances that may be used in
blocidal products.

The Directive will be applied without prejudice to other areas of _
existing Community law and therefore to avold duplication of effort,
harmonisation will be achleved between the current proposal and the
other leglislation.

Article 2 glves the definitions 6} terms used In this Directive. The
definitions of *"blocidal products®”, "active substances” and ®"reslidues"”
are analogous but-.complementary to the definitions given in Directive
91/414/EEC. |

Article 3 - o - Ce
The general conditions relating to the authorizatton for placing on the
mquet of blocidal products are laid down In articte 3.
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As a prerequisite to being placed on the market, a blocidal product
" must be authorized by the Competent Authority of the Member State where

it is to be marketed.

tmportantly, for the harmonisation of this authorlzation scheme, thlis
article provides for mutual recognition between Member States. However,
the Commission acknowiedges that owing to differing conditions between
Member States, In certain exceptional cases, a derogation from mutual
recognition should be applicable. As a result, this article permits
Member Statqs to modify the bicocldal product depending on the
circumstances and sets out the course of actlon to be followed where a
Member State betleves it cannot authorize a product. it is stressed
though that for the vast majority of cases, mutual recognition will

apply.

Article 4

In order to maintaln a high level of protection for man and the
environment It has been necessary to ensure that certain conditions are
fulfilled before .a blocldal-product may be authorlzed. These conditions
are laid down in article 4. '

Articles 5 and ©

Biocidal products already authorlzed and on the market may need to be
reviewed If new information comes to light, Article 5 provides for
this. Article 6 deals wlth céncellatlon or modificatlion of an
authorization and sets out the circumstances under which such changes
may be made. In the case of modification of an authorization and in
order to avold unnecessary duplication of effort and additional time
and cost for the applicant, the entire authorizatlion procedure need not
be foilowed In full every time. Instead, once any extra Information
requirements are supplied and the Commission, or Member State, as
appropriate, Iis satisfied that the authorization conditions are met
then the éuthorlzatlon may be extended to the new use.
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Article 7 is concerned with the requlrements that have to be met when
an appllcatlon is made for the authorlization of a biocidal product. The
detalted information which must be supplled in the technical dossler is
taid down in Annexes If, 11l and IV.

Article 8

Article 8 deals with the placing on the market-of:active substances for
‘use excluslvely in blocidal products. The article is required as such
substances are excluded from the requirements of: 67/548/EEC(4)(7th
Amendment).

Article 9

Article 9 lays down the conditions which must be fulfilled before an
active substance may be Included on the posltive list In Annex | to the
Directive; Iinclusion iIn. this list belng a prerequisite to use in a
biocidal product. .

Actlive substances may only be incliuded In Annex | If, In the light of
current sclentiflc and technical knowiedge and from the evaluatlon of
‘the Information required under Annex (I, 1l and the relevant parts
of Annex |V, the bloclidal product into which the active substance Is to
-:be Incorporated, during use and disposal, will not. have any harmful
effects on human or animal health: or any unacceptable effects on the

environment.

Additionaltiy, to further protect man and the environment, provisions
are made here to allow refusal of entry of an active substance onto
annex 1 if alternative substances, or methods exist which in the 1light
of ‘current knowledge offer significantly less danger to human health or
to the environment. A proviso Is made however, that such an.alternatlve
- method should : not present  significant economic or practical

(4) 0.4. N L196, 16.08.1967, p. 1
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disadvantages to the user and that an evaluation demonstrating this
must be made.

Article 10

Article 10 lays down the procedure for inclusion of an active substance
in Annex 1. All declistons concerning the active substances’ Inclusion
on the positive list willi be decided at Community level. The Commission
proposes that such decisions are most approprlately dealt with at
Community level because inclusion on the positive 1ist will mean that
an active substance may subsequentliy be used wldely in bilocidal
products In any of the Member States. Blocidal products, on the other
hand are best dealt with at the Member State level since they will be
used locally. The article sets out the procedures and timescales
whereby dossiers on active substances are evaluated.

Articie 11

Article 11 is an important article from the point of view of commerclal
‘data protection as It sets out ruiles whereby data held by Competent
Authorities may be used for the benefit of other applicants.

-Under Article 11, the Commission foresees thét information supplled for
the purposes of IiInclusion of an active substance In Annex 1 and
authorization wlill be protectéd for certain periods. Article 11 obliges

. Member States not to use any such information for the advantage of any

subsequent possible appilcants un;ess prior agreement is given by the

first applicant.

Articie 12

Article 12 lays down provisions to avold unnecessary testing on
vertebrate animals. (It provides for subsequent .appllcants for
authorisation to make use of the first applicants data in those Member
States where the data protection perlod has explred.'lmportantly for
animal weifare, In clircumstances where an application Is made for the
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Aqthorlzatlon of a blocidal product which Is identical to a previously
authorized preparation, and where data'ls still subject to protection
the Competent Authority In that Member State can take steps to avoid
unnecessaryAdupllcatlon of testing on vertebrate animais. One such Step
is to supply the name and address of the current authorlzation holder

to the second applicant with a view to sharing the information. In the
event that an agreement cannot be reached between applicants, this
article permits Member States to force an agreement betweeh concerned
parties located In their territory through the Introducing of natlohal

" legislation to this effect.-

Article 13

In the event of new Information becoming avallable concerning the
potential harmful effects of any authorized biocidal product, or aﬁy
part of it, this article obliges the applicant to immedlately pass thls
on to the Competent Authority of the Member State where the
Authorization iIs granted. It also obliges the Member State to Inform
the Commission and other Member States qulckly where such Information
becomes available. L

Article 14

Article 14 |Is concerned wlth,transltlonal measures and derogations from
the normal_requlrements of this Directlve. '

In the drafting of thls proposal for a Directive, the Commission has
recognised that !imited derogations from the full requlrements‘of'thls
Directive may be necessary for restricted perlods. Such derogations are
confined to circumstances where such a ‘measure appears necessary
because of an unforeseen danger which cannot bé dealt with other than
by a iImited and controlled use of an unauthorized blocidal ‘product and

to provisional placing on the market where a Member State believes a

product and active substance meét the requirements of the directive but

entry Is not yet made on Annex |.
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Though such derogations are provided for In this article, it |ls
emphasised that strict conditions will be applied to the derogations
“and that they wlll be subject to prior satisfaction of the Member
States concerned that the proposed marketing wili not entali harmful
effects for human or animal heaith. or have. an unacceptable effect on

the environment.

This article makes also provisions for a ten year transitional perlod
after. the implementation date of this Directive. To enable the chemical
industry to adjust to the requirements of ..this Directive, during the
transitional period, Member States may authorize within their territory
biocidal products that contain active substances not Included In the
positive list. The proviso to this is that such active substances were
already used in biocidal products on the market prior to the
implementation of the Directive.

. The Commisslion. will "initiate. a work programme to gradually examine
these active substances .that are not Included In Annex 1. This
programme. will be harmonised with other work programmes within the
framework of other Community legislation concerned with the review or
authorlzation of substances and products. In the meantime however,
Directlive 76/769/EEC on the approximation of the laws; reguiations and
administrative provisions of the Member States relating to restrictions
on the marketing and use of certain dangerous substances and
preparations will serve to provide a framework to complement, on an ad-
hoc basis, as well as systematically, where necessary, the restriction

or banning of the use of certain active substances or groups of these.

Article 15

To allow.for research and development of new. active substances and
blocidal _producfs, it introduces provisions analogous to those in
67/548/EEC . (7th Amendment) for sclentific and process orlented
research. To maintain a high degree of protection for man and the
environment if trials involving release Into the environment are to
take place a "trials" authorization must be obtained from the competent
authority of the Member State where the trials are to take place.
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Articte 16

Article -16 deals with the obligations on Member States with respect of
the operatlon of the authorlzation scheme for blocldal products. and

the flow of Informatlon between Member States fo!lowing authorization.

Of particular Importance, Is the necessity of information exchange,
periodical ty; between Member States and the Commission, ‘and between:
themselves. Such Information exchange will help to ensure that the
Internal market for chemicals operates effectively and that mutual
recognition between Member States s upheid.

Article 17

This article is an important one for the chemicals industry since It
speciflically deals with confidentiallity for commercial reasons of the
information submlitted according to this Directive. 1In a manner
analogous to that of other EEC chemlcals leglislation, Information
submitted here may be regarded as confidential if so requested by the
applicant. However, as usual, certain basic Information essential’ to’
ensure the safety to the user, to the environment and informatlon that
may be Iimportant Iin case of an accldent may not be regarded as
confidential. -

| :

This article Is concerned with the classification, packaging and -
labelling of bliocidal products.

In general! terms the Commission believes that fof the classiflcation,
packaging and 1labellling of biocidal products, the well established
provisions of -Directive 88/379/EEC(5) should apply. o

3

(5) 0.J. N° L187, 16.07.1988, p. 14
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The Commission has particularly noted that for the very diverse group
of preparations which bioclidal products represent, Directive 88/379/EEC
most comprehensively provides for their labelling, rather than the more
restricted scheme under Directive 78/631/EEC(6) which Is applicable to
plant proiectlon'products and some types of biocldal products. Desplte
the applicablility of Directive 88/379/EEC, in the current proposal it
has. nevertheléss been necessary to add certaln, bilocide~specific
tabelling requirements to those of the existing labelling Directive.

Articles 19, 20 and 21

These three articles are concerned with specific safety requirements
for placing biocidal products and thelr active substances onto the
market.

Articie 22

This article obilges Member States to make provisions for survelllance
of the authorization .scheme In thelir Individual territories and to
provide reports to the Commission. '

Article 23

This article requires Member States to establish competent authorities
to undertake authorizations and related work required by this

-

directive.

Articie 24

This article -establishes the procedure whereby the Commission will
prepare a proposal In respect of recommendations on active substances
or proposals to refuse authorization.

(6) 0.J. N° L206, 29.07.1978, p. 13
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Article 25

‘This article establishes a standing committee on blocidal products and
provides for decislon taking on the basls of elther procedure | and
procedure llia, according to the nature of the matter to be declded.

This article provides for the development of common principles for the
evaluation of dossiers to be applied by Member States, when'conslderjng~
products for authorisation.

Articie 27

This article provides for adaptation to technlical progress.

Article 28

This article |Is Included .to ensure that persons placing biocldal
products on the market cannot claim authorization as protectlion from.
civll or criminal action.

Article 29

Article 28 is an lmporfant artlcle‘since It is a safeguard clause which .
can override the normal pronsloné'ot»thls Directive. The terms of the
article permit any Member State whlch-has any valid and justifiable
reason(s) to suppose that a product constitutes a risk to man or the
environment to restrict or prohibit the use or sale of it in 'Its
territory. | -

A

. -

However, In order to avold misuse of thils -clause -and ensure  a
harmonlzed approach Is taken. to any such action, the Commission
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proposes that such a decision will be referred to the Standing
Committee described In article 25.

Article 30

This article lays down the obligation for Member States to implement
this Directive and the date by which this must be achieved.

ANNEX |

Annei I Is to contain the list of Community-approved active substances
which, In the light of current scientiflc and technical knowledge when
used In biocidail products, do not have any harmfui effect on human or

animal health or any unacceptable effect on the environment.

ANNEXES (1., 111 AND IV,

Annexes ! to IV set out the data requirements for the appraisal of
blocidal products and their active substances. Owing to the dlverse
nature and broad range of uses which are characteristic of bilocidal
products, the Commission proposes that the data requirements in Annexes
It to IV should be flexible. Annex il therefore provides the data
requirements for active substances; and where necessary, additional,
use-specific requirements are set out In Annex (V. Similarly for
biocidal products , the data reqq}rements are lald down in Annex III
and . the relevant parts of Annex V. The Interpretation of the data
requirements wiil be assisted by common principles for the evaluation
of technical dossliers.

Tests required under Annexes Il to IV should be carried out In
accordance with the provisions iald down in Directive 86/609/EEC(7) on
the protection of animals used for experimental and other scilentific
purposes .and with Directives 87/18/EEC(8) and 88/320/€EC(9) on the

(7) 0.J. N° L358, 18.12.1988, p. 1
(8) 0.J. N° L 15, 17.01.1987, p. 29.
(9) 0.J. N° L1145, 11.06.1988, p. 35
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application of the principles of Good Laboratory Pra;tiée and the'
verification of their applications for tests on chemlical substances.

ANNEX Y

Annex V establishes. an Indicative Ilst of product types which a‘rei
considered as being blocidal products. '
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ANNEX - |

BELGIUM

The Royal decree of 5 June 1975 concerning conservation, trade and the
utillsation of pesticides and phytopharmaceutical products is extended
to cover certain groups of biocidal products. Namely, those pesticides
which are used to eliminate or combat organlsms or mlcro-orgahlsms
which cause a nulsance In bulildings, transport means, waste sites,
swimming baths and other materials or objects, prevent decay or damage
to anima! or plant products, to combat or eliminate ecotoparasites of
small domestic animals and those which are used to treat plants, water
or soil In order to combat organisms which cause illnesses to man or to
animals. Notabie exemptions Include substances and preparations used as
antiseptlcs or disinfectants for surgical material, additives for food
and feedingstuffs and blocidal products used for research and
scientific trials.

Authorization of the biocldal products and active substances thereof
follow submission of technical data as for phytosanitary products.
Surface disinfectants have separate requlrements which are laid down by
Superior Council of Public Hyglene {(CSHP).

The authorization may be refused, or it may be subsequentiy withdrawn
or suspended {f this can be justified or it is for reasons of public
health.

DENMARK

An approval system for pesticides was set up in Denmark with the entry
into force of the Chemical Act In 1980. The approval system |is
applicable to both agriculitural and blocidal products with fields of
application In iIndustry, private households and gardens as well as in
agriculture. “
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Approval by the Danish National Agency of Environmenta! Protection
(EPA) is subject "to proof by the applicant. that the product is not
considered dangerous to health or to the environment. All: relevant
Informat1on“ls suppl ied concerning the formulated prdduct and each

active substance. Further tests may be required..

With the amendment of the Chemical Act -In 1987, provisions. were madel
for- hazard assessment of pesticlides. Criteria have been worked out to
decide when pestlicides should be considered dangerous or .harmful to the
environment and therefore cannot be approved. Additionally, alternatlve
assessment operates such that a glven pesticide may not be approved if
a significantly less hazardous alternative exists which fulfilis the

above role.

All approvals are subject to time limits. Pesticides classified as very
toxic or. toxic are limited to an approval ‘of four years, the remainder, .
eight years. Currently, the Danish EPA |Is. re-evaluating the  old
pesticides which were on the market before 1980.

GERMANY

Comprehensive legislation for all biocidal products does not exist in
Germany. Instead, a number of specific substances are regulated in
different pleces of leglstation (e.g. DOT, PCP, certain fumigants).
Also there are some general requirements which-apply for certain groups
of chemicals (e.g. indoor Insecticides and specific public hygiene:
disinfectants).. Additionally, there are some standards and voluntary
labelling guidelines for wood pr;servatlves used .in the. construction

industry.

In Greece, pestlcldes for plant protection or other applications are
all classified as "Agricultural" pesticides and their marketing ‘is
goVerned by the National Law 721/7.10.1977 (Offlcilal Journal
298/A/1977).
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According to this law, a notificatlion procedure Is required and the
producer or Importer has to be authorized before the clrcuiation of
each product Is permitted. All tegally marketed products are {isted in
a national Inventory. Certain restrictions or limitations of products
from specific uses may be Imposed by ministerial decisions.

Quallty control of marketed products is provided by random sampling.
Checks are made on the authorizatlon, the packaging and labelllng and
on the active substances as compared to that which are described on.the
label.

SPAIN

B8locidal products are regulated by Royal Decree 3349 of 30 November
1983 which approved the health and hyglene regulations governing the
manufacture, marketing and use of pesticldes.

The scope of this Decree Includes pesticlides for domestic use by non-
professionals; preparations for personal hygiene; those used In the
environment including for dlisinfection purposes; insect and rodent
control; pesticides to be applied in the foodstuffs industry and for
use in stock rearing. ’

Use-specific registers are kept of the bioclidal products that are
ptaced on the market. Inclusion on one of the registers requires that
approval must be glven by the Directorate-General for Public Health

following a review of data provided concerning the potential risk of
_the preparation to human heaith.

A survelllance system eoxists to control the marketing of biocldal
products which are classifled as very toxic or toxic. Such products may
not be sold or stored In establlishments where food products or animal
feedingstuffs are on sale. In addition these preparations which are
ctassified as very toxic may only be used by individuals or firms
specifically authorized to do so. Authorization follows successful
completion of trailning courses or examinations and the use of the
blocidal products itself must be accompanied by warning signs displayed
In the treated areas.
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The same restrictions apply .to preparations for use In the environment
which are classified at least as toxic.

ERANCE

At present there iss- no framework leglistiation that requires
authorization of blocldal products. Certain products however, must be
authorized prior to belng placed on the market.

Depending on their use, herblcldes must be authbrlzeq by the Ministry
of Agriculture following the law of 2 November 1943 concerning the
control of antlparasite products for agricuttural usage. Similariy,
speciflc categories of disinfectants requlire Authorization as do
pesticlides that are Incorporated into medicines.

Additionaliy, -it Is also possibie to prevent or regulate strictiy on a
case-by-case basls the placing on the market of blocldal products that
present speclfic dangers.

The tabelling ofiblocldal products |s subject to ruies from the Decree
of 28 March 1989 which transposed Directive 78/631/EEC Into national
law.

JRELAND

The Pesticlide Controi Unit of the Department 6f Agriculture and Food is
,the._competent authorlity In Ire]and dealing wlith all aspects of
Regutations pertalning to pesticides, Including blocidal products.
Blocidal products are regulated by two Reguiations : the Polson
Reguiations. 1983 as amended; and the European Communities
"(classlflcatlon, packag]ng and Labelling of Pesticides) Regulations
1985 as amended.

The Polsons Regulations regulate the avaltability of pesticldes.
Certain preparations are only sold by pharmacles, whiist less toxic
ones may be purchased through (lcensed outlets. Others are limited to
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professional use only and in extreme cases certification of the user

may be required by the local police.

Clearance, classification, paékaglng and labelling of blocidal products
is provided for by the European Communitlies Regulations 1985. Clearance
is granted following evaluation of a dossier containing data which
- approximate the requirements of Annex Vil and Annex VIil of Council
Directive 79/831/EEC. The preparation is then cleared for the uses

specified on the label.

ITALY

Since 1954, Italian legistation has required that disinfectants for
agricuitural use and pesticides be reglstered as "medical/surgical
equipment”. Further Government Decrees cover the registration, as
medical/surglical equipment, of rodenticides (Decree dated 26.01.76),
snail-killers and insecticldes for use on flowers or plants (Decree of
6.03.78), fungicides, and of Insecticides and snall klllers for use on
flowers or plants domestically.

" Registration as © medical/surgical equipment, particularly of
preparations containing new act!ve'substances requires certain data.
Data requirements Include a detailed description of the nature and
dosing regime of the preparation; efficacy testing and the necessary
toxicity testing to classify the preparation and to identify the risks
involved with Its use.

The ‘labelling of the bioclidal product should be in conformity with the

preparation’s main action.

- LUXEMBOURG

The Statute of 20 February 1968 with the purpose of controiling
pesticides and phytopharmaceutical! prodiucts authorizes The Grand-Duke
- to regulate the manufacture, Iimport and use of  these products. The
Implementing Regulation of this law concerning pesticides for non-
agricultural usage has not yet been adopted.
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.Certaln biocldal products. are. covered-at least: in..part by the three
,exlstIng,DlrectlveSn(CiasslficatIon and Labeiiing, rDangenous -Substances
and- Limltation  of Use:. of ;Certaln Products). Others- are -covered In
“practice by the Regulation ‘concerning pesticides- for -agricultural
usage, though :the boundary: between  the.two categories- is not .always

clear. -~ - . .- - 3

Pl . . . “ - et
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_The regulations for biocidal .products . encompass a very broad range of
products. ?hey-mlnclude-~dIshnfectants,»vpestlcldes.ufor~;domestdc - and
lndustrlalAusé, wood preservatives, anti-foullng paints, fumigants for
stored products, ectoparasiticides and human skin Insect repellants,

All herblcides however are considered as agricultural pesticides.

-For biocldal products -, the same baslc-regulatory prJthples'apply as
. for agricultural.pesticides. Trade In and use of. these products-Is.only
permitted after reglstration .and:- a. .full dossler..ls provided .by. the
applicant which Includes efficacy data, pubiic héalth. worker
.protection and environmental risk data.- Speciflcations:are.laid.down
for each product bategory.'~ H GNP o vt

., The Regulatlons:. include provisions for use : limitation.-of :use ..to
specified applications, .user category; . professional training: and
iicensing and. -envircnmental requirements such.as-dkstangé of fumigated
obJect. to surrounding bulldings. Additionally,-rules arq;lanAdown for
publicity and advertising, waste disposal of pesticides and containers,

- for surveiliance and. for residues innﬁoodstuffs. fee i

LT T . ; Ce
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PORTUGAL . .« .0 “oov w0 or e T g

Prior to being placed onto the market In Portugal a!l pesticides have’
. to be registered. by the National -Pesticide:.Toxlcoioglcal Commission
(CTP) as. one of the following .: agricultural, household,: industrial, a
wood preservative or a pesticide for use on:human beings::

Lo
L A
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The data fedulrements*for each group are different. The requirements
»for_aagricultﬁral pestlcldeé- are usuélly the most stringent, but
preparations for one'ofjthe'other categorlies which contain a new active
supstance;’wlll require a toxlicological evaluation similar to that of
agrlcuitural pestléldes. In any case, sufficient data must be supplied
by thebappllcant to enable a classification Into one of the categories.

on approval of a partlcUldr product by the CTP the risk and safety
statements for the label!ing of it will then be defined.

Peéticldes for use on cattle, poultry and domestic pets are considered
separately_and evaluated by the commission for New Medecines.

" UNITED KINGDOM

Pestlgides' in the -United Kingdom are controlled by The Food and
Environment - Protection Act 1985 and the Control . of Pesticides
Regulations 1986. Northern-lfeland has Its own, identical Regulations.

Under the Regulatlon no_pest[clde product may be sold, advertised,
supplled stored or' used until Government Ministers give approval.
Approvals are usually speclflc for a particular use and application

. method. There are three levels of approval : an experimental permit, to

enabte the product to be developed; a provisional approval, when the
" product ls'conSIdered_safe; but;fqrther data is required; and a full
approval, ‘when the product has been shown to be safe and effective.

To obtain an approval for a prdﬁuét, the applicant must submit data to
'fhe.releVant reglstratlon,department; For most biocidal products, this
is the HQalth and Safety Executive, the exception ‘being for
' rodenticides, for which the data must be suppiied to the Ministry of
Agriculture, Flsherles and Food

-jlﬁ'the UK, biocidal produﬁts include wood preservatives, insecticides
< (pubtic hyglene‘and'domestlc use), surface blocldes and anti-fouling
paints. 'Dlslnfeétants, substances used to treat textiies and surface
water biocides are not currently covered by the Regulations but these
could be In the future.
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The data required for approval consists of a base set for all biocidal
products and then additional data Is required according to the type of
product and its area of use. An evaluation of the data is made and
assessed by a sclentific-sub committee “which then, once satléfled.
refers the appiication to an advisory Committee (ACP) set up by the
Food and Environment Protection Act. The ACP then makes |Its
recommendations to Ministers. The approvali can at any time be
suspended, amended or revoked {f new data becomes avallable which
causes concern. ’

A review scheme Is currentiy In operation to examine exlsting actlive
substances for pesticldes. All approved pesticldes are published
‘annually In a list form.



Proposal for a
Council Directive
-concerning the placing-of biloclidal -products
R ; BRI oo on-the market

. THE COUNCIL .OF THE EUROPEAN COMMUNITIES,

Having regard to the Treaty establishing the European Economic Community,
and in particular Article 100a thereof, - -

) _' . EE .

Having regard to the proposal from the,Commlsslon1
:.In cooperation with the European Pacllamentg.j

Having regard to the opinion of the Economic and Soclal Committee3,
‘Whereas provislons - relating -to certain - dangerous substances: and
preparations have already been aid down In Community Directives; whereas
it Is still necessary to establish rules In respect of other products

_.which contaln dangerous -substances and which may. involve risks for man
and the environment.

..Whereas, in 1989, at the time of the adoption of the.8th~Am§ndment4 to
Counclil Dlrective 76/769/5505 on’ the marketing and use of certain

- dangerous substances and preparations, the Council Invited the Commission
to develop specific measures for Community action In the fleld of non-
agricultural pestlcides;

0.J. ...
0.J. ...
o.J. ...

0.J. No L 398, 30.12.1989, p. 19
0.J. No L 262, 27.09.1976, p. 201
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Whereas during the discussion in the Counci! on Directlve 91/414/EEc6,
the Council expressed concern at the lack of harmonised Community
provisions for non-agricultural pesticides and Invited the Commission to
examine the situation In Member States and the possibility for action at
Community level; ' |

Whereas the term “"non-agricultural pesticides" was formerly used to make
a d|§tlnct|on with plant protection products which are essentlially
agricuitural pesticides; whereas, however, blocidal product is now a more
accurate'and'approprlaté term to describe the products covered by this
Directive. V

Whereas biocidal produéts'comprlse a-highly diverse group of products,
" including wood preservatives, rodenticlides, lnsectféldes, anti-foulings,
surface and water blocides, disinfectants, fumigants, preservatives for
technical and household materlials, preservatives for works of art, and
others; whereas they can glve rise to exposure of man and the environment
in 2 great varlety of ways;

Whereas bloclidal products are necessary for control ofvorganlsms that are
harmful to human or animal health and for the control of organisms that
cause damage to natura! or manufactured products;

"Whereas the Commission review showed a diverse regulatory status in the
Member States; whereas there are rules In a few of the Member States
governing the placing on the market for use of blocidal products and
whereas these rules differ as to the conditlons for such placing on the
market and whereas such differences may‘constltute not only barriers to
trade in bjoclda| products but aiso to trade in products treated with
them, thereby affecting the functioning of the iInternal market;

Whereas in consequence the Commission concluded there'was a need for
action at COmmunlty level to eliminate such barrlgrs by harmonizing the

6 0.J. No L 230, 19.08.1991, p. 1



rules relating to the placing on'thp market for use of blocidal products,
taking as a condition a high level of protection. for man and  the

environment ;

Whereas. therefore, the COmmlsélon.made a statement towards the Council
proposing the development of a framework of rules; whereas, having regard
to the principle of subsldlar]ty,isdeclslons taken at Community level
should be restricted to those necessary for the proper functloning of the
Common Market -and to avoid duplication of work by Member States taking
into. account the necesslty to ensure a hlgh-degreé of protection for .man
and the environment throughout the Community and. whereas a directive on
biocidal products (non-agricultural pesticides) Is the most appropriate
way of establishing.such a framework;

Whereas such.ruies.should‘provlde‘that biocldal prodﬁcts should not be
placed on the market for use unless they have been officlally authorised;

Whereas such officlal authorisation Is approprlﬁte as blocidal products
consist mostly of dangerous substances and are preparations designed to
have detrimental effects on'the organisms they are Intended to control;
whereas blocidal products may have consequences other than the -intended
effects on the target species, they were designed for and whereas,
therefore, . they may éspeclally involve ,risks for man and the

environment;

Whereas It is appropriate that an Sppllcant should submit’ dosslers and
whereas It Is further appropriate-that the dossiers shall contaln only
that lnformatldn which Is necessary to evaluaie the risks that wll\.arise
from proposed uses of the product;

.Whereas it Is: necessary, ‘at the - time when biocldal products are
authorized, to make sure that, when properly -used for the purpose
intended, they are sufficlently effective and héve no unacceptable efféCt
on their target speclies (J.e.'they do not cause undesirable resistance
and in the case of vertebrate anlméls unnecessary suffering), and have In
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the light of current scientific and technical knowledge no unacceptable
adverse Influence on the environment and, In particular, no harmful

effect on human or animal health;

Whereas authorlization shouid be limited to bloclidal products containing.
certain active substances evaluated on the basis of their physico-
chemlicatl, toxicological and ecotoxlicological properties;

Whereas it - is necessary to establish a Community Iist of active
" substances permitted for inclusion  In blocldal products; whereas a
‘Community procedure musp be laid down for assessing whether or not an
active substancé ‘can be entered Iin the Community I|list; whereas the
informatlon that interested parties must submit with a view to admission
of a substance to the list has to be specifled; whereas, In the Interest
of safety, substances on the Iist should be reviewed perlodically, to
take account of developments in science and technology:

Whereas In the |lIght of the diversity of both the substances and products
concerned, -the test requirements should allow for some flexibility to
suit the individual circumstances and should result In an overall rlsk

assessment;

Whereas It is in the interest of free circulation of biocidal products as
well as of goods treated with them, that authorization granted by one
Member State, and tests carrled out with a view to authorization, should
be recognized by other Member States;

Whereas It is therefore desirable that a system for- the mutual exchange
of Information should be established and that Member States and the
Commission should make available to each other on request the particulars
and scientific documentation submitted in connection with applications
for authorlization of biocldal products;

Whereas, Member States must be'able to authorize blocidal products not
complying with the above-mentioned conditions for a limited period of
time, especlally in case of an unforseen danger threatening man or the

environment which cannot be contained by other méans; whereas such




authorizatlon should be reviewed by the Commission In close co-opération

with the Member States; whereas the Communlity procedure should not

prevent Member States' from authorizing for use In thelr ‘territory for .a°
fimited perlod of time biocidal products containing an actlve ‘substance’
not yet enferedtln the Community: list, provided .that a dossier meéeeting-:
Community requirements -has been submitted and the Member State-belleves-
that the actlive -substance and the bioclidal products satisfy the Community -
conditions set in regard to thém;* - Y

Whereas active substances used in blocldal products may aléo be used ‘in

other preparations which have under other Communlty legislation, been

tested on- -animals;  whereéas doubie testing on animals must be avolded;"
whereas, close coordination- Should be "ensured with "other ~Communiity"”
legislation and In particular with Directive 91/414/EEC on the placing on’

the market of plant protection products;

‘Whereas;»in'order&to'ensure-thairthe requirements. fald:down 'In respect of’
authorized bioclidal  products are satisfied when*they -are placed on the
market, Member States must "make provislon for. appropriate control :and-

inspection arrangements;

Whereas the Implementation of this Directive, the adaptation of Its
Annexes to the development of technical and sclentific knowledge, and the
réglstratlon of Communlity-approved active substances necesslitate close
co-operation between the Commlssion and the Member States and the
appticant; whereas the procedure of the Standing Committee on Blocidal
Products offers a suitable basls for thils co-operation; whereas this

entails transparency of the administrative procedures;

Whereas the full implementation of this Dlrective and especlally of
Articlie 14 (4) wlil not be achieved for several years, Dlrective
76/769/EEC on the approximation of the laws, regulations and
administrative provisions of the Member States relating to restrictions
on the marketing and use of certaln dangerous substances and preparations
can provide for a framework to complement the development of the positive

list by limitations of the marketing and use of certain active substances



and products or groups of these;

4wﬁereas the Councii in. its resolution of 1 February 19937 on a
Community programme of policy and action In relation to the environment
and sustalnabie development has approved the general apprdach and
strategy of the programme presented by the Commission which states that
economic growth and environmental quallty must be viewed as mutually
dependani; whereas therefore the str@ngthonlng of environmental
protéctlon réqulres the malintenance of the economic competitiveness of
Industry;

Whereas the review of active substances shall need to take account of
other work programmes within . the framework of other community
legisiations concerned with the review or authorisation of substances and
products;

Whereas minimum rules concerning the use of bloclidal products ;t work are
already lgld down under dlirectlives on health and safety at work : whereas
It is desirable to develop further these rules;

7 0.J. No C 138, 17.05.1993, p. 1




HAS ADOPTED THIS DIRECTIVE:

Article 1

Scope of applicablliity

This Dlrectlive concerns

(a) the authorization and the placing on the market for use of
biocidal products within the Member States;

(b) the mutual acceptance of authoflzatlons,wlthln the Community;

(c) the establishment at Community level of a positive llist of
active substances which may be used In blocidal products.

This directive shafl apply to bilocidal products as ceflned in
Articie 2, 1 (a) but shall exclude products where they are covered
by the following directives for the purposes of these directlives:

(a) Directlve 65/65/EEC on the approximation of provislions lald
down by |aw,'regulatlon or admlnistrative action relating to
proprietary medicinal products8 .

(b) Directives 70/524/EEC® and 82/471/Eec'0 or additives and
substances for exclusive use in animal feedingstuffs, '

(c) Directive 76/768/EEC1! on cosmetic products,

9

0.J. No 22, 09.12.1965, p. 369
0.J. No L 270, 14.12.1970, p. 1

10 0.J. No L 213, 21.07.1982, p. 8

11

0.J. No L 262, 27.09.1976, p. 169



(d) Directive 89/107/EEC'2 on substances used excluslively as
additives to foodstuffs and Directive 88/388/EECT3 on
substances used exclusively as fiavourings In foodstuffs,

(e) Directive 91/414/EEC!4 concerning the placing of plant
protection products on the market.

(f) Directive ../.../EECTS concerning medical devices.

This Dlrective shall apply without prejudice to the provisions of:

(a) Directive 76/769/EEC on . the approximation of the laws,
regulations and administrative provisions of the Member States
relating to restrictions on the marketing and use of certain
dangerous substances and preparations,.

(b) Directive 79/117/EEC prohibiting the placing on the market and
use of plant protection products contalning certaln active
substances16,

(¢) Reguiation (EEC) No 1734/88 on the export from and import into
the Community of certain dangerous‘chemlcals‘7,

(d) Directive 80/1107/EEC on the protection of workers against
dangers from exposure to chemical, physical and biological
agents at work‘a. and Directive 89/391/EEC on the Introduction
of measures to encourage- improvements In the safety and health
of workers at work!9 and individual Directives based on these
Directives.

12 0.J. No L 040, 12.02.1989, p. 27
13 0.J. No L 184, 15.07.1988, p. 61
14 0.J. No L 230, 19.08.1991, p. 1
15 0.J. No .........

16 0.J. No L 33, 08.02.1979, p. 36
17 0.J. No L 155, 22.6.1988, p. 2
18 0.J. No L 327, 03.12.1980, p. 8
19 0.J. No L 183, 29.06.1989, p. 1



(e) Directive 90/679/EEC20 on the protection of workers from
risks retated to exposure to blological agents at work (7th
individual directive within the meaning of Article 16 (1) of
Directive 89/391/EEC).

4, Article 18 does not apply to the carriage of blocidal products by

rall, road, inland waterway, sea or air.

‘Article 2

Definitions

1. For the purposes of this directive the foliowing definltions shal}
apply:

a) Blocidal products :

active substances and preparations containing one of more
active substances, put up In the form in which they are
supplied to the user, Intended to destroy, deter, render
harmless, prevent the action of, or otherwise exert a

controlling effect on any harmful organism.

An indicative list of product types is at Annex V.

b) Active Substances

substances, fungl and micro organisms including viruses having

general or specific actlon on or against harmful organisms.

20 0.J. No L 374, 31.12.1990, p. 1



c)

d)

e)

f)

For

(a)

(b)

(c)

- 10 -

Harmful organism

any organism which has an unwanted presence or a detrimental
effect for man, his activities or the products he uses or

produces, or for animals or for the environment.

Placing on the market

any supply, whether in return for payment or free of charge,
other than for storage followed by consignement from the
territory of the Community or disposal. Importation of a
blocidal product Into the territory of the Community shall be
deemed to constitute placing on the market for the purposes of
this directive.

Authorisation
administrative act by which the competent authority of a member
state -authorises, following an application submitted by an

applicant, the placing on the market of a bloclidal pfoduct in
its territory or in a part thereof.

Residues

.0ne or more of the substances bresent In a blocldal product

which remains as a result of its use including the metabolites
of such substances .and products resulting from their
degradation or reaction.

the purposes of this Directive the definitions for

substances,

preparations,

scientific research and development,
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(d) process-orientated research and development

lald down in Article 2 of Directive 67/548/EEC on the
classification, packaging and labelling of dangerous substances2!
shal!l apply.

Article 3

Authorization for placing on the market of

bloclidal products

Member States shall prescribe that a blocidal product shall not be
placed on the market and used in their territory unless It has been
authorized In accordance with this Directive.

Every application for authorization shall be declided upon within a
reasonable perlod.

A biocidal product that has already been authorized In one Member
State shall be authorlzed, in another Member State within 60 days
of ‘an apptlcation belng recelved by the other Member State,
providing that -the active substance of the bioclda] product
conforms to the entry Iin Annex 1.

If in complying with Article-4 a Member staté establishes that :

(a) unacceptable resistance .of the target organism to the
‘blocidal product Is proven or

(b) the relevant circumstances of use, such as climate or
breeding per lod of the target specles, dlffer
significantiy from those In the Member State where

- biocidal product was first authorlized, and an unchanged

21 0.J. No L 196, 16.08.1967, p. 1 (as amended)
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authorization may therefore present unacceptable risks to

man or the environment,

the Member State may request that the directions for use and the
dose rate referred to in Article 18 (3) (e) are adjusted to the
different circumstances, or, if the risk can not be prevented in
any other way, the Member State may request changes to be made to
the biocidal product itself so that conditions for issue of an

authorisation provided for in article 4 are satisfied.

ﬁotwithstanding paragraph 4 where a Member State believes a
biocidal product cannot meet the conditions set out under Article 4
and consequently proposes to refuse authorization, it shall notify
the Commission, other Member States and the applicant and shall
provide them with an explanatory document giving details of the
product and setting out the grounds on which it proposes to refuse

the authorization.

The Commission shall prepare a proposal on these matters in
" accordance with Article 24 for decision in accordance with the

procedure laid down In Article 25(3).

Member States shall prescribe that biocidal products shall be
classified, packaged and labelied in accordance with the provisions

of this Directive.

Authorizations shall be granted for a fixed period of 10 years from
the date of first entry of the active substance onto Ahnex 1; they
may be renewed after verification that the conditions imposed in
parégraphs 1 and 2 are stili satisfied. Renewal may, where
necessary, be granted only for the period necessary to allow the
competent author!tlés of the Member States, to make such

verification, where an apptication for renewal has been made.

Member States shall prescribe that, biocidal products must be

properly used. Proper use shall include compliance with conditions
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established under Article 4 and specified under the labelling
~provislons of this directive. Proper use shall also involve the
rational application of a combination of physical, biological,
chemical or otﬁer measures as appropriate whereby the uée of
bliocidal products Is timited to the minimum necessary. Where
biocidal products are used at work use shall aiso be in accordance

with the requirements of directives for the protection of workers.

Article 4

Conditions for issue of an authorization

Member States shall authorise a biocidal product oniy if

(a) the active substance(s) inciuded therein are listed in Annex |

and any conditions laid down in the Annex are fulfiiled;

(b it Iis established, in the 1{ight of current scientific and
technical knowledge and it is shown from appraisal of the
dossler provided for In Annex I[I11' and, where specified, the
refevant parts of Annex |V accordlng to the common principles
for the evaluation of dosslers, that when used as authorised

and having regard to

- all normal conditions under which the biocidal product

may be used,
- how the material treated with it may be used,

- the consequences from use and disposal,.

the biocidal product -+ ~-- - - =



(c)

(d)
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(i) is sufficientiy effective,
(1i) has no unacceptable effect on the target organism,

(ii1l1) has no harmful effects itself or as a result of its
residues, on human or animal heaith, directly or
indirectly (eg through drinking water, food or feed) or

on groundwater,

(iv) has no unacceptable effect 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 organisms,

(v) does not cause unnecessary suffering and pain to
vertebrates to be controlled,

the nature and quantity of its active substances and, where
appropriate, '-any toxicotogically or ecotoxicologically

significant impurities and co-formulants, and its residues of

. toxicological or environmental significance, which result from

authorized uses, can be determined according to the relevant

requirements in Annexes (I, Iit and IV;

its physical and chemical properties have been determined and
deemed acceptable for purposes of the appropriate use, storage
and transport of the product;

A bioclidal producf ciasslfled according to Article 18 (1) as very

toxic or as a category 1 or 2 carclinogen, or mutagen or classified

as toxic for reproduction category 1 or 2, shall not be authorized

for marketing to, or use by the general public.
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3. Authorization may be conditional on requirements relating to
_ marketing and use nécessary to ensure compliance with the

provisions of baragraph 1.

4, Where other Community provisions Impose requirements relevant to
the conditions for the issue of an authorisation and particularly
where these are intended to protect the health of distributors,
users, workers and consumers or animal health or the environment,
the competent author ity shall take these into account when issuing
an authorisation and where necessary shall issue the authorisation

subject to those requirements.

Article 5

Review of an authorization

Authorization may be reviewed at any time if there are indications that
any of the requirements referred to in Article 4 are no longer satisfied.
In such instances the Member States may require the applicant for
authorization or the applicant to whom a modification of authorization
has been granted in accordance with Article 6 to submit further
information necessary for the review. Renewal may, where necessary, be
granted onfy for the period necessary to compliete a review, and shall be

granted for the period necessary tg provide such further information.

Article 6

Cancellation or modificatlon of an authorization

1. An authorization shall be cancelled if

(a) the active substance is no longer included in Annex |;
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(b) the conditions under Article 4 (1) for obtaining the

authorization are no longer satisfied;

(c) it Is discovered that faise or misleading particulars were
supplied concerning the facts on the basis of which the

authorization was granted;

An authorization may also be cancelled if the authorization holder

requests it and states the reasons for the cancellation.

Wheré a Member State cancels an authorization, it shal! inform the
authorisation holder and it may grant a period of grace for the
disposal or for storage, marketing and use of existing stocks, of a
length In accordance with the reason for the cancellation without
prejudice to any period provided for by decision taken under

Directive 76/769/EEC or in connection with paragraph 1 (a).

An authorization shall be modified if, on the basis of developments
in sclentific and technical knowledge, the conditlons of use and,

in particular, manner of use or amounts used can be modified.

An authorization may also be modified iIf the authorization hoider

requests it and states the reasons for the modification.

Where a proposed modiflication concerns an extention of uses, Member
State shall extend the authorization subject to the particular

conditlions placed on the active substance in Annex |.

Where a proposed modification of an authorization invoives changes
to the particular conditions placed on the active substance in
Annex |, these can be made only after evaluation of the active
substance, with regard to the proposed changés, in accordance with

the procedures laid down in Article 10.



8.

- 17 =

Mcdifications shall only be granted if it is estabiished that the
conditions under Artlicle 4 contlinue to be satisfied.

Article 7

Requirements for authorization

Application for authorisation shall be made by or on behaif of the
person who will be responsible for the first placing on the market
of a blocidal product in a particular Member State and shail be to
the competent authority of that Member State. Every appl!icant shall

be required to have a permanent office within the Community.

Member States shall require that applicants for authorization of a

biocidal product shall submit to the competent authority

(a) a dossier on the biocidal product satisfying, in the light of
current scientific and technical knowledge, the requirements
set out in Annex |11 and, “where specified, the relevant parts

of Annex IV, and

(b) for each active substance in the biocidal product, a dossier
satisfying, in the light of current scientific and technical
knowledge, the regquirements set out in Annex i1 and, where

specified, the relevant parts of Annex IV.

The dossiefs shall include a detaiied and full description of the
studies conducted and of the mefhods used or a bibliographical
reference to those methods. The information in the dossiers
suppl ied according to Article 7(2) shall be sufficient for an
evaluation to be made of the effects and properties referred to In
Article 4 (1)(b), (c) aﬁd (d). It shat! be submitted to the
competent authority in the form of technical dossiers, containing
the information and results of the studies referred to in Annex 1|

and |11 and, where specified, the relevant parts of Annex IV,
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Iinformation which is not necessary owing to the nature of the
biocidal product or of Its proposed uses need not be supplied. The
same applies where it iIs not scientifically necessary or
technically possible to suppiy the information. In such cases, a
justification, acceptable to the competent authority must be
submitted.

If the evaluation of the dossier shows that further information
Including information and results from further testing is necessary
to evaluate the risks of the biocidal product, the competent

authority shall ask the applicant to submit such information.

The name of an active substance must be given as registered in the
Itst contained in Annex | to Directive 67/548/EEC or, '3f not
Iincluded therein, as given in the European Inventory of Existing
Chemical Substances -(EINECS)22, or if not ‘included therein, it
must be given its 1SO common name. |If the latter is not available,
the substance must be designated by its chemical designation

according to IUPAC rules.

Tests must be conducted according to the methods described in
Annex V of Directive 67/548/EEC. In the event of a method being
inappropriate or not described, other methods used should, whenever
possible, be internationally recognized and must be justified.
Tests must be conducted in accordance with the provisions laid down
in Directive B86/609/EEC on the protection of animals used for
exper imental and other 4scientific purposes and Directive
87/18/EEC23 on the application of the principles of Good
Laboratory Practice and the verification of their applications for

tests on chemical substances.

Competent Authorities as referred to under Article 23 shall ensure

that a file is compiled on each application. Each file shall

22 0.J. No. C146, 15.6.1990, p. 1
23 0.J. No L 15, 17.1.1987, p. 29
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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 dosslers submitted in accordance
with paragraph 2 together with a summary of the latter. Member
States shall on request make available to the other Competent
Authoritlies and to the Commission the files provided for in this
paragraph; they shall supply to them on request all ‘information
necessary for full comprehension of applications, and shall where
requested ensure that applicants provide a copy of the technical

documentation ltaid down in article 7.

Member States may require that samples of the preparation and of

its Ingredients be provided.

Article 8

Placing on the market of active substances

Member States shall prescribe that where a substance is an active
substance for use in biocidal products it may not be placed on the

market for such use unless

(a) where the actlive substance was not on the market before
" the date of entry into force of this Directive, a dossier

has been forwarded to a Member State, which satisfies the
requirements of Article 10 (1), and is accompanied by

the declaration that the active substance is intended for

inclusion In a biocidal product. This shall not appiy to

substances for use under Article 15.

(b) it is classifled, packaged and labelled in accordance

with the provisions of Directive 67/548/EEC.
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Article 9

inclusion of an

active substance In Annex |

In the light of current scientific and technical knowledge, an
active substance shall be included Iin Annex 1 for an initial period
not exceeding 10 years If it may be expected that biocldal products
containing the active substance will fulfit the conditions laid

down in Article 4 1 (b), (¢) and (d).

inclusion of an active substance in Annex | shall, where

appropriate, be subject to the following

(1) requirements on

(a) the minimum degree of purity of the active
substance;

(b) the hature and maximum content of ‘'certain
impurities;

(c) product type in which it may be used;

(d) manner of use;

(e) designation of categories of users (e.g.

Industrial, professional or non-professional);

(f) other particular conditions from the evaluation of

the information referred to in Article 10 (2);
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(i the establishment of the following
(a) a sultable standard of user protection,
(b) . where relevant, an acceptable daily intake for man
(ADI), |
(<) fate and behaviour in the environment and impact

on non-target organisms.

The inclusion In Annex I of an 'active substance shall be

restricted to those product types in Annex V for which acceptable

-data have been submitted in accordance with Article 7.

The inclusion of a substance in Annex | may be renewed on one or
more occasions for periods not exceeding 10 years. The initial
inclusion as well as any renewed inclusion may be reviewed at any
time If there are indications that any of the requirements referred
to in baragraph 1 are no longer satisfied. Renewal may, where
necessary, be granted only for the period necessary to complete a
review, where an -application has been made for such renewal and
shall be granted for the period necessary to provide information

requested in accordance with Article 10 (2).

The inclusion of an active substance In Annex | may be refused or
reviewed, if there Is another active substance on Annex | for the
same product type, or another method of control exists, which in
the 1ight of scientific or technical knowiedge present
significantly less risk to health or to the environment. When
considering such a refusal, an evaluation of the alternative active
substances or methods shall be produced in accordance with common
principles for the evaluation of dossiers, to demonstrate they can
be used with the same effect on the target organism without
significant economic and practical disadvantages to the user. The
evaluation shall be circulated in accordance with the procedures in
Article 10(2) for decision in accordance with the ﬁrocedures laid
down In Articles 24 and 25(3).
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Article 10

Procedure for Inclusion

of an active substance In Annex |

An active substance will be considered for Inclusion In Annex |,

and any changes to Annex | will be considered when

(a) an applicant has forwarded to the competent authority of one
of the Member States

(i) a dossier for the active substance satisfying the
requirements of Annex 1l and, where 'specified, the

relevant parts of Annex IV,

(ii) a dossier for at least one biocidal product containing
the active substance satisfying the requirements of Annex

It and, where specified, the relevant parts of Annex |V;

(b) the receiving competent authority has checked the dossiers and
believes them to satisfy the requirements of Annex || and Annex
11t and where relevant Annex |V, accepts them and agrees to the
applicant forwarding a summary of the dossliers to the
Commission and the other Member States.

The receiving Competent Authority shall, within 6 months of
accepting the dossiers carry out an evaluation thereof. A copy of
the evaluation shaii be sent by the Competent Authority to the
Commission, the'other Member States and to the applicant, together
with a recommendation for the Iinclusion, or otherwise, of the

active substance in Annex |.

If during the evaluation of the dossiers it appears that further
information is necessary for full evaluation to be made, the

recelving Competent Authority shail ask that the applicant submit

3
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such information. The 6 month period shal! be suspended from the
date of issue of the competent authority’s request until the date
the Iinformation Is received. The competent authority shali inform
tﬁe other Member States and the Commission of its action at the

same time as it informs the applicant.

On receipt of the evaluation, the Commission shall, in accordance
with In Article 24, prepare a proposal without undue delay for
decision in accordance with the procedures laid down in Article
25(3). The decislion shall be taken at the latest 15 months after
the receipt by the Commission of the evaluation referred to in

paragraph 2.

Article 11

Use of data held by Competent Authorities for
- other applicants

Member States shall not make use of the information referred to in
Annex 11 and the relevant parts of Annex IV for the benefit of a
second or subsequent applicant

a) unless the second or subsequent applicant has the written
agreement of the first applicant that use may be made of such
information, or

b) in the case of an active substance not on the market on the
date of coming Iinto force-of this directive, for a period of 15

years from thq date of first inclusion in Annex | or;

~¢) In the case of an actlive substance already on the market on the

date of coming iInto force of this directive;

(1) for a period of 10 years from the date of coming into
force of this directive for any information submitted for

th‘e purposes of this directive except where such



d)

1H)

- 24 -

information is already protected under existing national
rutes relating to biocidal products. In such cases the
information shall continue to be protected in that Member
State until the expliry of any remaining perliod of data
protection provlded for under national rules,'up to a
max imum of 10 years from the date or coming into force of

this directive;

for a period of 10 years from the date of entry of an
active substance onto Annex | for information submitted
for the first time In support of the first inclusion in
Annex | of either the active substance or an additional

product type for that active substance.

in the case of any further information submitted for the first

time for any of the following

()

(i)

variation of the conditions of the entry on Annex |I;

maintenance of the entry on Annex |

for period of 5 years from the date of decision
followlng receipt of further Information unless the 5
year perlod expires before the period provided for in
paragraph 1 (b) & (c), In which case the period of 5
years shall be extended so as to expire on the same data
as those periods.

Where an active substance is included in Annex | of this
directive and also In Annex | of directive 91/414/EEC,
the information referred to in Annex |l and relevant
parts of Annex |V, which is required under both
directives and has been provided under both directives,
shall benefit only from the periods of data protection
provided for under directive 91/414/EEC.
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Member States shall not make use of the information referred to in

Annex {1l and the relevant parts of Annex |V, for the benefit of a

sacond or subsequent applicants

a)

b)

c)

d)

unless the second or subsequent applicant has the written
agreement of the flrst appllicant that use may be made of such

information, or

in the case of a blocidal product containing an active
substance not on the market on the date of coming into force of
this directive; for a period of JO vyears from the date of first

authorization in any Member State; or;

in the case of a biocidal 'Pproduct containing an active
.substance already on the market on the date of coming .into

force of this directive;

(i) for a period of 10 years from the date of coming into
force of this directive for any information submitted for
the purposes of this directive, except in the case where
data are already protected according to existing national
rules relating to'blocldal preducts, in which case such

. data shall! be protected In :that Member State until the
expiry of any remaining period of data protectlon'
provided for under those natlonai rules, up to a maximum
of 10 years from the date of coming into force of this

directive;

(ii) for a period of 10 years from the date of entry of an
active substance onto Annex i, for information. which is
-submitted for the first time In support of the inclusion
In annex | either of -the active substance- or of an

additional product type for that active substance.

In the case of any data submitted for the first time for either
of the following
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(i) variation of the conditions of authorisation of a

biocidal product;

(iI1) submission of data necessary to maintain entry of an

active substance onto Annex |

for a period of § years from the date of first receipt of
further Iinformation unless the § years period expires
before the perilod In Paragraph 2 (b) and (c) above in
which case the period of § years shall be extended so as

to expire on the same date as those periods.

Where a blocidal product contains an actlive substance which is included
in Annex | of this directive and also in Annex | of Directive 91/414/EEC,
the information referred to In Annex |1l and relevant parts of Annex |V,
which s required under both directives and has been provided under both
‘directives, shall beneflit only from the periods of data protection
provided for under directive 91/414/EEC.

Article 12

Second and subsequent appllications for authorization

1. in the case of a biocidal product which has already been authorized
in accordance with Articles .3 and 4, and without prejudice to the
obligations Imposed under Article 11, the Competent Authority may
agree that a second or subsequent applicant for authorization may
refer to data provided by the first applicant insofar as the second
or subsequent applicant can provide evidence that the biocidal
product and Its active substances is the same as the one previously

authorized, including degree of purity and nature of impurities.



- 27 -

2. Notwithstanding Article 7, paragraph 2, where .the active substance

is listed in Annex | :

(a)

applicants for authorization of blocldal products shali, before
carrying out experiments involving vertebrate animals, enquire
of the competent authority of the Member State to which they

tntend making application

- whether the biocidal product for which an application is

- (D)

to be made is the same as a biocidal product for which

authorization has been granted; and

- as to the name and address of the holder or holders of
the authorization or authorizations.

The enquiry shai! be supported by evidence that the prospective
applicant intends to apply for authorization on his own behalf
and that the other information specified in Article 7(2) is
available.

the competent authority of the Member State, if satlsfled'thay
the appllcant intends to apply, shall provide .the name and
address of the holder or holders of previous relevant
authorizations and shall at the time inform the holders of the

authorlzations of the name and address of the applicant.

The hotlder or holders _of previous authorizations and the
applicant shall take all reasonable steps to reach agreement on
the sharing of iInformation so as to avoid the dupllcation'of
testing on vertebrate animals.

Where data is requested with a view to inclusion in Annex | of
an active substance already on the market on the date of entry
into force of:thls Directive, the competent authorities of the
Member States shalil encourage data holders to cooperate in the

provision of the requested data, with a view to limiting the
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duplication of testing on vertebrate animals.

If the applicant and holders of previous authorizations of the
same product can stitl not reach an agreement on the sharing of
data, Member States may introduce national measures obliging
the applicant and holders of previous authorizations located
within their territory to share the data with a view to
avolding duplicative testing on vertebrate animals and
determine both the procedure for utilizing information, and the

reasonable balance of the interests of the parties concerned.

Article 13

New information

Member States shall prescribe that the holder of‘én authorisation
for a blocidal product shall immedliately notify the competent
author ity of information which they may reasonably be expected to
be aware concerning an active substance or a blocidal oroduct
“containing It and which may affect continuing: authorlzatlon; In
particular the following shail be notified :

- new knowledge or information on the effects of the active
substance or biocidal product for man or the environment;

-

- changes in the 'source or composition of active substance;
- changes in composition of a biocidal product

Member States shall immediately notify other Member States and the
Commission any such information they receive concerning potentially
harmful effects for man’ or the environment of a biocidat product}

its active substances, impurities, co-formulants or residues.

o ] o
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Article 14

Transitlional measures and

derogations from the requirements

-BY way -of derogation from Article 3 and 4, a Member State may
authorize temporarlly for a period not exceeding 120 .days fhe
placing on the market of biocidal products not complying with the
provisions of this Directive for a limited and controlled use if
such a measure appears necessary because of an unforseen dangef
which cannot be contained by other means. In this case, the Member
State concerned shall immediately inform the other Member States
and the Commission of Its action and the justification for It. The
Commission shall make a proposal and it shall be decided wlthout
delay, In accordance with the procedure laid down In Artlcle’25.
whether and under which conditions the action taken.by the Member
State may be extended for a period .to be determined, be repeated,

or be revoked.

By way of derogation from Article 4. (1) (a) and until an active
substance is |listed in annex 1 a Member State may authorize
provisionally, for a period not exceeding three years, the placing
on the market of a bioclidal product containing an active substance

not listed in Annex | and not yet available on the market on‘the
date of coming into force of this Directive. Such an authorisation
may only be Issued if, after evaluation of dossiers in accordance

with the Article 10 the Member State believes that

.- the active substance satisfies the requirements of Article ¢

, and; -

- . the biocidal product may be expected to satisfy the conditions
of Articie 4(1) (b), (c) and (d),

and no other Member State, on the basis of the summary it receives,

makes legitimate objection in accordance with Article 16 (2) to the
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completeness of the dossiers. Where an objection is made a decision
on the completeness of dossiers shall be taken in accordance with

the procedures laid down in Article 25(3) without undue delay.

If following the procedures laid down in Article 24 and 25(3), it
is decided, that the active substance does not satisfy the
requirements specified in Article 9, the Member State shall ensure

that the provisional authorization Is cancelied.

In cases where evaluation of dossiers for the purposes of inclusion
of an active substance In Annex | Is not completed when the period
of 3 years expires, the competent authority .may further
provisionally authorize the product for a period not exceeding t
year, providing there are good reasons to believe the active
"substance wiill satisfy the requirements of Artlcle 9. Member States

shall inform other member states and the Commission of such action.

By way of further derogation from Article 4(1), Article 7(2) and
Article 7(3) and without prejudice to paragraph 4 and paragraph 6,
a Member State may, for a period of 10 years from the date of entry
into force of this DIrectIQe, authorize the placing on the market
In Its territory of a bioclidal product containing active substances
not listed in Annex | that are on the market on the date of entry
into force of this Directive.

following the adoption of this Directive, the Commission shall

commence a 10 year programme of work for the systematic examination

of active substances not on Annex |. A Regulation, adopted
according to the procedure laid down in Article 25(2), will provide
for all provisions necessary for the estabiishment and

Iimpiementation of thé programme. No later than two years before
completion of the work programme, the Commission shall forward to
the Council and the European Partliament a report on the progress
achieved with the programme.
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During this 10 year perlod, it may be decided under the procedure
tald .down In Article 25(3) that an actlve substance shali be
included In Annex | and under which conditions, or, In cases where
the requirements of Article 9 are not satisfied or the requisite
information and data have not been submitted within the prescribed
period, that such active substance shall not be included in

Annex 1.

Following a decision, the Member States shall ensure that
authorizations for biocidal prbducts containing the active

substances are modified or cancelted as appropriate.

Where following a review of an active substance it is concluded
that the substance does not meet the requirements of Articie 9 and
consequently cannot be included in Annex |, the Commission shall
bring forward proposals for restricting the marketing and use of
that substance fn accordance with directive 76/769/EEC.

When authorizing biocidal products containing an active substance
to be reviewed In accordance with paragraph 4 and before such
review has taken place, Member States shal | apply the conditions in
Articte 4 (1) (b), (c) and (d) on the basis of dossiers which
address the requirements in Annex || and . '

Article 1§

Research and development

Member States shall prescribe thét any experiment or test for the
purposes of research or development involving placing on the market
of an unauthorized bloclidai product or an active substance Intended
excluslvely for use in a blocidal product shall not take place

unless

(a) In the case of scientific research and development the persons

concerned draw up and maintain written records detailing the
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ldentity of ;the product or substance, labelling data,
quantities supplied and the names and addresses of those
persons receiving the product or substance and compiles a
dossler containing afl avallable data on possible effects on
human or animal health or Iimpact on the environment. This
Information shall, as requested, be made available to the

Competent Authority.

(b) In the case of process orientated research and development the
information required Iin (a) Iis notified to the Competent
Author ity where and before placing on the market occurs and to
the Competent Authority of the Member State where the

exper iment or test is to be conducted.

Member States shall prescribe that an unauthorized biocidal product
or an active substance for exclusive use in a biocidal product may
not be placed on the market for the purpose of trials which may
involve or result Iin release Iinto the environment unless the
Competent Authority has assessed the available data and Issued an
authorization for trials purposes which limits the quantities to be
used and the areas to be treated and may impose further conditions.

Where trials take place in a Member State other than the Member
State where placing on the market occurs, the applicant shall
obtain triais authorization from the Competent authority of the

Member State in whose territery the trials are to be conducted.

If the proposed experiments or tests referred to in paragraph 1 and
2 are liable to have harmful effects on human or animal health or
to have an unacceptable adverse influence on the. environment; the
Member State concerned may either prohibit them or only permit them
subject to such conditions as it considers necessary to prevent

those consequences.

Paragraph 2 shall not apply if the Member State has granted the

person concerned the right to undertake certain experiments and
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tests and has determined the conditions under which the exper iments
and tests have tc be undertaken.

Common conditions for the application of this Articie, in
particular the maximum quantities of active substances or biocidal
products that may be released during experiments, and the. minimum
data to be submitted in accordance with paragraph 2, shall be
adopted - In accordance with the procedure. laid .down. in Article
25(3).

Article 16
Information exchange

Within a period of one month from the end of each quarter Member
States shall inform each other and the Commission of any biocidal
proddcts which have been authorized within their territory or for
which an authorization has been refused, modified, renewed or
cancel led, indicating at least

(a) the name or business name of the holder of the authorization;
(b) the trade name of the biocidal product

(c) the name and amount of each actlive substance which it contains;

(d) the product type and the use or uses for which it is
authorized;

(e) the type of formulation;

(f) any proposed limits on residues which have been established;
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(g) timitations, conditions and requirements of the authorisation
and where relevant, the reasons for the modification or

cancel lation of an authorization.

Where a Member State receives a summary of the dossiers in
accordance with Articlie 10 (1) (b) and has legitimate reason to
believe the  dossiers are incomplete it shall immediately
communicate its concerns to the competent authority responsibie for
the evaluation of the dossiers and shall immediately inform the

Commission and other Member States of its concerns.

Each Member State shall draw up an annual 1ist of the biocidal
products authorized In its territory and shail communicate that

list to the other Member States and the Commission.

‘In accordance with the procedure laid down In Article 25(2) a
standardised information system shall be set up to facilitate the

application of paragraphs 1 and 2.

Article 17

Confidentiality

Without prejudice to Counci! Directive 90/313/EEC on the freedom of
access to information on .the environment24 an _applicant may
indicate to the Competent Authority the information which he
considers to be commerciaily sensitive and disclosure of which
might harm him industrially or commercially and which he thereforé
wishes to be kept confidential from all persons other than the
competent authorities and the Commission. Fuil justification will

be required in each case.

24 0.J. No L158, 23.06.1990, p. 56
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The competent authority fecelving the application shall decide
which. information shall be confidential within the terms of
paragraph. 1.

Information accepted as being confidential by the receiving
competent authorlty shall be treated as -being confidential by the
other Competent Authorities, Member States and the Commission.

Confidentlality shail n§t in any case appiy to:
(a) the name.of the applicant

(b) the name of the biocidal product manufacturer
(c) -the name of the active subst;nce manufa;turer

(d) the names and content of the actlive substance or substances in

the biocidal product and the name of the biocidal product;

(e) the name of other substances which are regarded as dangerous
under Directives 67/548/EEC and contribute to the

classification of the product;

(f) physico-chemical ~data concerning the active substance and
blecidal product;
{g) any ways of rendering the active substance or biocidal product

harmless;-

{h) a summary of the results of the tests required under Article 7
to estab!ish the substance’'s or product’'s efficacy and effects

on humans, animals and the environment;

(i) recommended methods and precautions to reduce dangers from
handiing, storage, transport and use as well as from fire or

" other hazards;
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(}j) methods of analysis referred to in Article 4(1) {(c¢) ;
{k) methods of disposal of the product and of its packaging;

- {1) decontamination procedures to be followed 1in the case of

accidental spiiflage or leakage;

(m) first aid and medical treatment to be given in the case of

injury to persons.

If the applicant or manufacturer or importer of the biocidal
product or active substance should later .disclose previously
confldential information, the Competent Authority shall be

informed accordingly.

The detailed provisions and format for making information
publically available shall be decided in éccordance "with the

procedures set out .in Article 25(2).

Article 18
Classification, ‘packaging and labelling of blocldal products

Biocidal preoducts shall be classified according to the provisions
relating to «classification in Directive 88/379/EEC on the
classification, packaging and labelling of dangerous

preparations2S..

Biocida! products .shail be packaged according to Article 6 of
Directive 88/379/EEC. In addition :

25 0.J. No L1187, 16.07.1988, p. 14
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‘a) products “which' may be mistaken for food or drink “shall be
‘packaged to minimise. the IllkefFihood of such a mistake being

made;

b) products avallable to the general pubiic which may: be mistaken
for food or drink shall contain components to discourage their

consumption.

Biocidal products shall be labelled according to the provisions of-
Directive 88/379/EEC concerning labelling. .In addition the tlabel

must--show clearty and indelibly.the following: B

AN

(a) the identity of -the activé substance and its concentration in

metric units

(b) the authorization number allocated to the biocidal product by
the competent Authority;
(c). the type of. preparation: {e.g. liquid concentrates, granules,

powders, solids, etc.}); '+ . o - Sl

(d) the uses for which the blocidal product is authorized (e.g.
- wood preservation, -disinfection, surface biocide, anti-fouling,

etc); -

(e) directions for use and- the dose rate, expressed in metric
unlts;‘»for each ' use ' provided "for under. the terms of the

authorization:.

(f) particulars-of likely direct or Indirect adverse side effects

and any directions for first aid;

. (g) If "accompanied by a leaflet. the sentence :"Read attached

-instructions:before use";
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(h) directions for safe disposal of the blocidal product and its
packaging; including where relevant any prohibition on re-use

of packaging;

(1) the formulation batch number or designation and the expiry date

relevant to norma! conditions of storage;

and where applicable

(j) the intervai to be observed between applications of the
biocidal product or between application and the next use of the
product treated, or the next access by man or animals to the
area where the biocidal product has been used;

(k) the categories of users to which the biocidal product s

restricted;

(1) information on any specific dangers to “the environment
particuiarly concerning protection of non-target species and
avoidance of contamination of water.

Member States shall require that items 3 (a), (b)), (d) and where
applicable (g) and (k) always be carried on the label of the
product.

Member States shall permit items 3 (c), (e), (f), (h), (i), (j) and

(!) to be carried elsewhere on the packaging or on an accompanying

leaflet integral to the packaging. These items of information shatll

be regarded as label information for the purposes of this

directive.

By way of derogation from paragraphs 1 and 2 and the first sentence
of paragraph 3; Biocidai products authorised as Iinsecticides,
acaricides, rodenticides, avicides or molluscicides shall be

classified packaged and labelied in accordance with directive
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78/631/EEC on. the approximation. of the laws of the Member States
relating to the classlflcatldn.' packaging and ~ labelling of
dangerous preparations (pesticides)2® insofar as -‘there is no
other Communlity provisions specifically cover ing these matters for

such products.

5. Where é biocidal product Identified In paragraph 4 is authorised
under this directive and Is aiso subject to classification,
packaging and label!ing according to Directlive 78/631/EEC by virtue
of other Community provisldns; Member States shall permit changes
to the packaging and .labelllng of that product which' may be
required as a consequence of those provisions, insofar .as they do
not conflict with . the reguirements of an authorrsathn issued under

this directive.

<« - .
6. Member States may require the provision of samples, models or

drafts of the packaging, labelling and leaflets.

" Article 19

Safety Data Sheets

Member States shall ensure that a systemb of specific information (in
safety-data-sheet form) is established to enable professiona! and
industrial users of biocidal products to fake the necessary measure for

the protection of the environment and health safety at the workplace.

For active substances used exclusively in biocidal producté safety data
sheets shall be prepared in accordance with the requirements of Article
27 of Directive 67/548/EEC. ' '

26 0.J. No L 206, 29.7.78, p. 13



- 40 -

for blocidal products safety data sheets shall be prepared in accordance
with Articie 10 of Directive 88/3797EEC."

Article 20

Advertising

1.  Member States shall require that every advertisement for a biocidal
product. is. accompanied- by . the sentences: "Use biocides safely.

Always read the label and product information before use”.

The sentences shall be clearly distinguishable in relation to the

whole advertisement.

Member States shall prescribe that-advertlsers may replace the word
"Biocides" in the prescribed sentences with an accurate description
of the product type being advertised e.g. wood preservatives,

disinfectants, surface biocides, anti-fouling produéts, etc.

2. Member States shall. require that advertlisements for biocidal
products shall not refer to the product in a manner which s
misfeading in respect of the effects of the substance on man or the

environment.

Article 21

Polson Control

Member States shall appoint the body or bodies responsible for receiving
information on biocidal products which have been placed on the market,

- including information on the chemical composition, of such proﬁucts;,and
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for making such information available in éases where suspected poisoning
arises from the use of blocidal products. Such Informatlon'may only bé
used .to meet any medical demand by formulating preventive and curative
measures, In particular in emergencies. Member States shall ensure that

the information is not used for other purposes.

Member States sha!l take the necessary steps to ensure,that thé appointed
bodies provide all the requisite guarantees for maihtalning the
confidentiality of the information received. Member States shall ensure
that the appolinted bodies shall have at their .disposal aill  the
Information required to «carry out the tasks for which they are

responsible from the manufacturers or persons responsible for marketing.

For biocidal products already on the market, Member States shal! take
measures to comply with this Directive within three years'_from “the

adoption thereof.

Article 22

Compliance with requirements

Member States shall make suitable arrangements for biocidal products
which have been placed on the market to 'be_ officially monitored to

establish whether they comply with the requirements offthjs<Directive.

Every three years after the éntry into force of this dfrectiye. Member
States shall forward to the Commission by the 30 November of thé third
year a report on theilr action In these matters together WIth_Jnformation
on any polisonings Involving biocidal products. The Commlésion shall
within 1 year of receipt of this Information prepare and publish a
composite report. ‘
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Article 23

Competent Authorities

Member States shall designate a competent authority responsibie for
carrylng out the dutlies Imposed on Member States under this

Directive.

Member States shal!l inform the Commission of the identity of their
competent authority 6 mdnths before the entry into force of this

Directive.

Article 24

Commission Procedures

When the Commission receives from a Member State either

(a) an evaluation and recommendations concerning an active
substance as foreseen In Article 10 (2) and Article 9 (5) or

(b) a proposal to refuse an authorization and an explanatory
document as foreseen in Article 3 (5);
it shall aliow a period of 45 days during which other Member States

and the app!icant may submit comments to it in writing.

At the end of the period for comment, the Commission shall, on the

basis of

-~ the documents receéived from the member state evaluating the

dossiers and ;
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- any advice obtained from advisory committees in particular the
Sclentific Advisory Committee on the toxicology and
ecotoxlicology of chemical substances as established by
Commission decision 78/618/EEC27 and In the case of active
substances included in insecticides, acarlicides, rodenticldes,
avicides and mol luscicides which are also authorised under the
requirements of Directive 91/414/EEC, the Scientific Committee
for Pesticldes, as established by Commission decision
78/436/EEC28 |

- comments received from other member -States and. the applldants
and;

- any other relevant information ;

prepare a proposal for declision In accordance with the procedures
laid down in Articlie 25(3).

3. The applicant or his authorized representative may be asked. by the
Commission to submlt remarks to It, Iin particular whenever an
unfavourable decislon is envisaged.

Article 25 .

Commlttees and procedures

1. The Commission shall establish. a standfng Committee on.Blocldal
products (the Standing Committee) to assist it. The Standing
Committee .shall be composed of representatlives of the Member States
and chaired by a representative of the Commission. The standing

committee shall adopt its own,rules:of procedure.

27 0.J. N. L 198, 22.07.1978, p. 17

28 0.J. NL 124, 12.05.1978, p. 16
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For matters referred to the Standing Committee by virtue of
Articles 14(4) first paragraph, 16(4) and 17(4) the representative
of the Commission shall submit to the committee a draft of the
ﬁeasures to be taken. The committee shall dellvér its opinion on
the draft, within a time 1imit which the chairman may lay down
according to the urgency of the matter, if necessary. by taking a

vote.

The opinion shatl be recorded in the minutes; in addition, each
Member State shall have the right to ask to have its position

recorded in the minutes.

The Commission shall take the utmost account of the opinion
delivered by the committee. It shall inform the committee of the

manner in which its opinion has been taken into account.

For al{ other matters referred to the committee in accordance with
the requirements of this directive the representative of the
Cbmmlsslpn shall submit to the committee a draft of the measures to

" be taken. The committee shall deliver its opinion on the draft

within a'f!me limit Which the'chalrman may lay down according to
thé urgency of the matter. The opinion shall be delivered by the
majorliy laid down in Articlte 148 (2) of the Treaty in the case of
decislons which the Council is required to adopt on a proposal from
the Commission. The votes of the representatives of the Member
States within the committee shall be weighted in the manner set out

In that Article. The chairman sha!l not vote.

" The Commisslon shall adopt the measures envisaged if they are in

accordance with the opinion of the committee.

If the measures envisaged are not in accordance with the opinion of
the committee, or If no opinion Is delivered, the Commission shall,
without delay, submit to the Council a proposal relating to the

measurés to be taken. The Council shall act by a qualified

majority.
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If, on the expiry of a period of 30 days the Council has not acted,

the proposed measures shai! be adopted by the Commission.

Article 26

Common principles for the evaluation of dossilers

The common principles for ‘evaluation of dossiers referred to in
Article 4 (1) (b) above, shall be adopted in accordance with the
procedure lald down in Article 25(3). These principles shall be
reguiarly reviewed and where appropriate revised, in accordance

with the same procedure.

Article 27

Adaptation to technical progress

The amendments necessary for adapting: Annexes Il, [il, IV and V to
technical progresé shall' be adopted In accordance with the procedure laid
down In Article 25(3).

-1

- Article 28

Civil and Criminal Liability

The granting of -authorization and al! other -measures in conformity with
this Directive shall be without prejudice to general civil and criminal

liabitity in the Member States of the manufacturer and, where applicable,

PR A I A U
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of the person responsibtle for placing the biocidal product on the market
or using it.

Article 29

Ssafeguard clause

Where a Member State has valid reasons to consider that a biocidal
product which it has adthorlzed or Is bound to authorize under Article 3
constitutes an unacceptable risk to human or animail health or the
environment, It may provisionally restrict or prohibit the use or sale of
that product on its territory. It shali immediately inform the Commission
and the other Member States of such action and give reasons for |its
decision. A decision shall be taken on the matter within 90 days in
accordance with the procedure laid down in Article 25(3).

Article 30
Implementation of the Directive
1. Not later than 18 months after the date of the adoption of the

Directive Member States shall! adopt and publish the laws,

regulations and administrative provisions necessary to comply with

this Directive. They shall forthwith inform the Commission
thereof. |

2. When Member States adopt these measures, they shail contain 'a
reference to this Directive or shall be accompanied by such

reference on the occasion of their official publication. The

methods of making such a reference shall be faid down by the Member
States.
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Article 31
This Directive is addressed to the Member States.
Done at Brussels,

For the Council,

The President
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ANNEX |

LIST OF ACTIVE SUBSTANCES WITH REQUIREMENTS AGREED AT COMMUNITY LEVEL

FOR INCLUSION IN BIOCIDAL PRODUCTS
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(1)

(i)

(il

(iv)

(v)
(vi)

(vili

(vl
(ix)

(x)

The
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PART A

CHEMICAL SUBSTANCES

Dosslers on active substances are required to address at least all
the polints 1listed under "Dossier requilrements®. Responses are
required to be supported by data.

Information which Is not necessary owing to the nature of the
blocidal product or of its proposed uses need not be supplied. The
same applies where It Is not scientifically necessary or
technically possible to supply the Information. In such cases, a

justification, acceptable to the competent authority must be
subml tted.

Dossier requirements

Applicant
Identity of the actlve substance

) Physical and chemical propertles of the active substance
Methods of defectlon and ldentification
EffectIveness aéalnst target organisms and iIntended uses
Toxicological profile for man and animals including metabollsm

) Ecotoxicologlical profile Inciuding environmental fate and
behaviour

i) Measures necessary to protect man, animals and the environment
Classification and labelling

Summary and evaluatlon of (il) - (Ix)

following data will be required to support submission on the above

points.
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1.2

3.5

- 51 -

APPL ICANT

Name + address

Active substance manufacturer- (name, address, location of
plant) -

IDENTITY OF THE ACTIVE SUBSTANCE

Common name proposed or accepted by I1SO and synonyms
Chemical name (IUPAC nomenciature)

Manufactdrer's deve lopment code number(s)

CAS and EEC numbers (if avallable)

Empirical and structural formula (inciuding fuli details of any
|someric composition), molecular mass

Method of manufacture (synthesis pathway In brief terms) of
active substance

Speciflcation of purity of the active substance in g/kg or g/l,
as approprilate

ldentity of Impurities and additives (eg stablilisers), together
with the structural formula and the posslble range expressed as
g/kg or g/l, as approprlate

The origln of the natural actlve substance or the precursor(s)
of the actlive substance, eg an extract of a flower -

PHYSICAL AND CHEMICAL PROPERTIES OF THE ACTIVE SUBSTANCE

Melting point, bolling point, relative density(1)
vapour pressure (in Pa) (1)
Appearance (physical state, colour)(2)

Absorption spectra (UV/VIS, IR, NMR), and a mass spectrum,
molar extinction at relevant wavelengths, where relevant(1)

Solubillty in water including effect of pH (5 to 9) and
temperature on solubility, where relevant(1)

(1) These data must be submitted for the purified active substance of

stated specification.

(2) These data must be submitted for the active substance of stated

specification.



3.6

3.7

3.8

3.9

3.10
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Solubility In organic solvents, Inciuding effect of temperature
on sotfublliity (1)

Partition coefflcient n-octanol/water including effect of pH (5
to 9) and temperature (1)

Stablility in organic soivents used in preparations and identity

-of relevant breakdown products (2)

Thermal stability, identity of relevant breakdown products

Flammablility including auto-flammablility and ldentity of
combustlon products

Flashpoint

Surface tension
Explosive properties
Oxidising properties

Reactivity towards container materlal

IV. ANALYTICAL METHODS FOR DETECTION AND IDENTIFICATION

Analytical methods for the determination of pure active
substance and, where appropriate, for relevant degradation
products, isomers and Impurities of the active substance and
additives (eg stabilisers)

Analytical methods including recovery rates and the limits of
determination for the active substance, and for resldues
thereof, and where relevant in/on the following:

a) Soll
b) Air
c) Water : the applicant shouid confirm that the substance

itself and any of |Its degradatlion products which fall
within the definition of pesticides glven for parameter 55
In Annex | of Directive 80/778/EEC on the quallity of water
intended for human consumptlion (0.J. No. L229, 30.8.1980,
p. 11) can be estimated with adequate rellability at the
MAC specified In that Directive for indlvidual pesticldes.

d) Animal and human body fluids and tissues

e) Food or feedingstuffs and other products where relevant
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V. EFFECTIVENESS AGAINST TARGET ORGANISMS AND INTENDED USES

5.2

5.3

5.5

5.6

5.7

5.8

5.9

Function, eg fungicide, rodenticide, insecticlde, bacterliocide

Organism(s) controlled and products, organisms or objects to be
protected

Effects-oh target organisms, eg contact, Inhalation or stomach
poison, fungitoxic, or funglistatic

Mode of action

b

Fleld.of use envlsaged

_User, professlional or non-professionai, general public

Information on the occurrence or possible occurrence of the

development of resistance and appropriate management strategies
Likely, tonnage to be placed on the market per year

Observations on undesirable or unintended side-effects. eg on
beneficial and other non-target organisms

V1. TOXICOLOGICAL AND METABOLIC STUDIES

Acute Toxiclty

Oral

-Dermal.

- Inhalation

Skin and eye irritation
Skin sensitisation

Metabollsm studles in mammals
Basic toxicokinetics, Including a dermal absorption study

For the following studies 6.3 (where necessary), 6.4, 6.5, 6.7
and 6.8, the required route of administration is the oral route

. unless It can be jJustified that an alternative route is more

approprilate.

Short term repeated dose toxicity (28 days)
This study Is not required when a sub-chronic toxicity study lIs
avallable in a rodent

Subchronlc toxicity .
90-day study, 2 specles, one rodent and one nhon-rodent
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6.6.6

6.7

6.8

6.8.1

6.9

6.11.2
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Chronic toxicity
One rodent and one other mammallan specles

Mutagenicity studies

In vitro gene mutation study in bacteria

In vitro cytogenicity study in mammalian cells
13_11319 gene mutation assay in mammalian cells

If positive In 6.6.1, 6.6.2 or ©6.6.3, then an |in_vivo
mutagenicity study will be required (bone marrow assay for
chromosomal damage or a micronucleus test)

If negative in 6.6.4 but positive |n vitro tests then undertake
a second In vivo study to examine whether mutagenicity or
evidence of DNA damage can be demonstrated in tissue other than
bone marrow

If positive [In 6.6.4 then a test to assess pbsslble germ cell
effects may be required

Carcinogenicity study
One rodent and one other mammalian specles. These studies may
be combined with those in 6.5

Reproductive toxicity
Teratogenliclty test — rabblit and one rodent species.

Fertility study - at teast two generations, one species, male
and female

Neurotoxiclty study ’

If the active substance Is an organophosphorus compound or |f

_there are any: other Indications that the test substance may

have neurotoxic properties then neurotoxiclty studies will be
required. The test species Is the adult hen uniess another
species is justified to be more appropriate. If appropriate,
delayed neurotoxicity tests wili be required. 1f anticholine
esterase activity |Is detected, a test for response to
reactivating agents shouid be considered.

Toxlc effects on Iivestock and pets
Studies related to the exposure of the active substance to man

Food and feedingstuffs - if the active substance |Is to be used
tn preparations for use where food for human consumption is
prepared, ' consumed or stored, or where feedingstuff for
livestock Is prepared, consumed or stored the tests referred to
in Annex |V, Part A, point 1 shall be required.

If any other tests related to the exposure of the actlve
substance to man, in Its proposed preparations, are conslidered
necessary, then the test(s) In Annex v, Part A , Point 2 shall
be required



6.12.1

6.12.2

6.13

'6.13.1

6.13.2

6.13.3

6.13.4

6.13.5

6.13.6

6.13.7

6.13.8

6.14

- 55 -~

Supplementary studles

if the active substance Is to be used In products for action
against plants then tests to assess toxic effects of
metabolites from treated plants, if any, where different from
those identified in animals shall be required )

Mechanistic study - any studies necessary to clarify effects
reported In toxlicity studles

Medical data In anonymous form

Medical surveillance data on manufacturing plant personnel |f
available

Direct observation eg clinlcal cases, polisoning Inclidents if
available

Health records, both from Industry and any other available
sources

-Epidemiologlical studies on the general population, if available

Dilagnosis of poisoning (determination of active substance,
metabo!ites Iin body flulds or exhaled air) specific signs of
poisoning, clinicat tests.

Sensitisation/allergenicity observatlions, |f avaitable

Proposed treatment: first ald measures, antidotes, medical
treatment :

Prognoslis following poisoning

Summary of mammalian toxlcology and conclusions, inciuding no
observable adverse effect leve! (NOAEL), no observable effect
level (NOEL), overall evaluation with regard to all
toxicologlical data and any other Information concerning active
substance. Where possible any suggested worker protection
measures should be included In summary form. v

VII. ECOTOX1COLOGICAL STUDIES ON THE ACTIVE SUBSTANCE

Aéute toxlicity to fish
Acute toxicity to Daphnia magna
Growth inhibltion test on algae

Acute toxicity test on one other, non-aquatic, non-target
organism

If the results of the ecotoxicological studies and the Iintended
use(s) of the active substance Indicate a danger for the

environment then the tests described in Annex IV, Parts B and
C, shall be requlred.
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Eate and Behaviouc In The Environment
Degradation

Blotic

Ready biodegradabliity

inherent blodegradabillity, where appropriate

If the result of the test in 7.6.1.2 |Is negative and If the
1ikely route of disposal of the active substance and Iits
preparations is by sewage treatment, then the test described in
Annex IV, Part C, Point 4.1 shall be required

Any other blodegradabliity tests that are rejevant from the
resuits in 7.6.1.1 and 7.6.1.2

Abiotic

Hydrolysis as a function of pH and identification of breakdown
product(s)

Phototransformation in water iIncluding ldentity of the products
of transformation(1)

Phototransformation iIn air (estimation method), Including
Identification of breakdown products (1)

If the results of 7.6.1.2 or 7.6.1.4 Indicate the need to do
so, or the active substance has an overalil Ilow or absent
abiotic degradation, then the tests described In Annex 1V,
Part B, Points 1.1 and 2.1, and where appropriate the tests
described in Annex 1V, Part B, Point 3 shail be required.

Adsorption/desorption screening test

Where the results of this test indicate the need to do so, the
test described In Annex |V, Part B, Poilnt 1.2 shall be
required, and/or the test described In Annex 1V, Part B, Point
2.2.

Summary of ecotoxicological effects and fate + behaviour In the
environment

MEASURES NECESSARY TO PROTECT MAN, ANIMALS AND THE ENVIRONMENT
Recommended methods and precautlons concerning handling, use,
storage, transport or fire '

In case of flre, nature of reaction products, combustion gases
etc...

(1) These data must be submitted for the purified active substance of

stated specification
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Emergency measures In case of an accident

PosSIbllity of © destruction or -de-confamlnatlon ‘followlhg
release in or on the following:

-a) Air

b) Water, Including drinking water
c) Soil
Substances falling within the scope of List | or List || of the

annex to Directive B80/68/EEC on the protection of groundwater
against polliution caused by certaln dangerous substances (0.J.

‘No. L20, 26.1.1980, D.4§)

Procedures for waste management of the actlve substance for

industry or professional users
Possibility of re-use or recycling
quslbllity of neutralisation

conditions for control led discharge including - leachate

~qualities on disposal.

1

Conditions for controlied inclneration

8.6.5 Others, If appropriate

IX. CLASSIFICATION AND LABELLING

-.Proposals Including Justification for the proposals for the

classification and labelling of the .active substance according

to Directive 67/548/EEC

- Hazard symbol(s)
Indications of danger
Risk phrases
Safety phrases

X. SUMMARY AND EVALUATION OF (i} - Ix)



(i

(1)
(il
(iv)

(v)

(vi)

(vii

(vil

(1x)

(x)

(xi)
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PART B

FUNG1, MICRO-ORGANISMS AND VIRUSES

Dossliers on active organisms are required to address at least all
the points listed under "Dossler requirements” below. Responses are
required to be supported by data.

Information which Is not necessary owing to the nature of the
blocidal product or of its proposed uses need not be supplied. The
same applies where [t 1iIs not sclentiflically necessary or
technically possible to supply the Information. In such cases, a
Justification, acceptable to the _competent authority must be
submitted.

Dosslier Requlirements -

Appllicants details
Identity of actlive organism

) Source of active organism
Methods of detection and identification
Biologlcal properties of active organism  Including
pathogenicity and Infectivity for target and non target
organisms Including man

Effectiveness and Intended uses

) Toxlcelogical profile for man and animals Including metabolism
of toxins

1) Ecotoxicological profile Including environmental fate and
behaviour of the organisms and of toxins it produces

Measures necessary to protect man, non-target organism and the
environment

Classiflcation and labelling

Summary and evaliuation of (i) - (x)

following data wiil be required to support submissions on the above

points.
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I. APPLICANT

1.1

1.2

Appticant (name, address, etc.)

Manufacturer (name, address, plant locatlon)

11. IDENTITY OF THE ORGANISM

2.1

2.2

3.2
3.3

3.4

3.5

3.6

3.7

Common name of organism (Including alternative and superseded
names)

Taxonomic name and straln indicating whether It 1Is a stock:
varlant or a mutant strain; for viruses, taxonomic designation
of the agent, serotype, strain or mutant

Collection and culture reference number where the culture |Is
deposited

Methods, procedures and criterla used to establish the presence
and identity of the organism (e.g. morphology, biochemistry,
serology, etc.) ‘

SOURCE OF THE ORGANISM

Occurance In hature or otherwise
Isolation methods for organism or actlive strain
Culture methods

Production methods Including detaliis of containment and
procedure to maintain quality and ensure a uniform source of
active organism. For mutant strains detailed informatlon should
be provided on preoduction and liIsolation, together with all
known dlfferences between the mutant strains and parent and
naturally occurrling stralns.

Compos’ition of the final active organism material i.e. nature,
purity, identity, properties, content of any impurities and
extraneous organisms '

Methods to prevent contamlnation of seed stock and loss of
virulence of seed stock

Procedures for waste management



v.

4.2

4.3

4.4

4.5

5.2

5.3

5.4

5.5

5.6

5.7

5.8
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METHODS OF DETECTION + IDENTIFICATION

Methods . for establishing the bresence and lidentity of the
organism : ’ :

Methods for establishing the Identity and purlty of seed stock
from which batches are produced and resuits obtained, including
Information on variability :

Methods to show microblological purlty of the final product and
showing that contaminants have been controlled to an acceptabie
level, results obtained and Information on variability

Methods used to show that there are no human or other mammalian
pathogens as contaminants in the active agent, including in the
case of protozoa and fungi, the effects of temperature (35°C
and other relevant temperatures)

Methods to determine viable and non-viable (e.g. toxins)
residues in or on treated products, foodstuffs, feedingstuffs,
animal and human body fluids and tissues, soil, water and air,
where relevant :

BIOLOGICAL PRbPERTIES OF THE ORGANISM |

History of the organlsm and Its uses Including as far as |Is
known Its deneral _natural history and If relevant Its
geographical distribution

AReIat!onshlp to existing _pathogéns of ver tebrates,

invertebrates, plants or other organisms

Effects on‘{arget organism. Pathogenlcity'oflklndlof antagonism
to the host. Details of host specificity range should be
included. : : . ’

Transmissibility, Infective dose and mode of action inciuding
information on presence, absence or‘brodugtlon of toxics with,
if appropriate, informatlon on their nature, identity, ¢hemlcal
structure and stability and potency -

Possible effects on non-target organisms closely related.to the
target organism inciuding infectivity, pathogenicity, -
transmissibility )

Transmlsslb!llty to other non-target organisms

Any other biological effect; on nonftarget‘ orgahlsms VWhen"
properly used . ' T

v

Infectivity and physlcal'stablllty when properly used

Genétlc stabililty under environmental conditions of bropésed

use ’
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Any pathogenicity and iInfectivity to man + animals under
conditlions of immunosuppression.

Pathogenicity and infectivity for known parasites/predators of
the target species.

VI. EFFECTIVENESS AND INTENDED USES

6.6

Vil.

7.1

7.2

Harmful organisms controlled and materials, substances,
organisms or products to be treated or protected

Uses envisaged e.g. Insectliclde disinfectant, anti-fouling
blocide, etc

Information or observations on undesirable or unintended side
effects

Information on the occurrence or possible occurrence of the
development of resistance and possible management strategies to
deal with this

Effects on target organisms

Category of user

-

TOXI1COLOGICAL AND METABOLIC STUDIES

Acute toxlicity

Iin cases where a single dose is not appropriate, a set of range
finding tests must be carried out to reveal highly toxic agents
and infectivity.

(1) oral

(2) dermal

(3) Inhalation

(4) skin and where necessary eye Irritation

(5) skin. sensitization. and where necessary resplratory

: sentlzatlon and

(6) for viruses and viroids, cell culture studies using
purified Infective virus and primary cell cultures of
mammalian, avian and fish celis

Sub chronic toxicity

40 day study, 2 specles, one rodent, one non-rodent

(1) oral administration

(2) other routes (inhaiation, dermal) as appropriate and

(3) for viruses and virolds test for Infectivity carried out by

bio assay or on a sultable cell culture at Ileast 7 days
after administration to test animals.
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7.7

7.8

7.9

7.10

7.11
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Chronic toxiclity

2 species, rodent and one other mammal, oral administration
unless other route more appropriate

Carcinogenicity study

May be combined wlith studies in 6.3. One rodent and on other
mamma |

Mutagenlclty studies
As speclified 'In PART A / 6.6
Reproductive toxicity

Teratogeniclty test - rabblt + one rodent speciles.
Fertility study - 1 species, min 2 generations, male + female

Metabol ism studies
Baslc toxlcoklinetlics, absorption (including dermal absorption)
distribution and excretion in mammais Including elucldatlion of

metabol lc pathways.

Neurotoxlcity studies : required where there is any indication

‘of antichollnerterase activity or other neurotoxic effects.

Delayed neurotoxicity tests using adult bhens should be
performed where appropriate.

Immunotoxicity studies e.g. allergenicity

Incidental exposure studles : required where the active
substance will be In products for use where human food or
animal feedingstuffs are prepared, consumed or stored and where
humans |lvestock or pets are Ilkely to be exposed to treated
areas or materials i

Human exposure data including

(1) Medical data in anonymous form (if available)

(2) Health records, medical surveillance data on manufacturing
plants personnel (If -available)

(3) Epidemioclioglcal data (If avallable)

{4) Poisoning incidents data .

{(5) Poisoning diagnosis (signs, symptoms) including detalls of
any analytical tests

(6) Proposed treatment of poisoning + prognoses.

Summary of mammallan toxicology - conclusions (including NOAEL
NOEL and if appropriate AD!) overall evaluation with regard to
all toxicological, pathogenicity and Infectivity data and any
other information concerning the active organism. Where
possibie suggested user protectlon measures should be Iincluded
In summary form.
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9.2

9.3

9.5

9.6

9.7
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ECOTOX ICOLOGICAL STUDIES

Acute toxiclty to flish

Acute toxicity to Daphnla magna

Effects on aigal growth (inhibltion test)

Acute toxicity on one other, non-aquatic, non-target organlism.
Pathogenjclty and Infectivity for honeybees and earthworms

Acute toxicity and/or pathogenicity and infectivity for other
non-target organisms believed to be at risk

Effects (If any) on other flora & fauna

Potential for indirect contamlnation of areas adjacent. to
treatment areas.

In cases where toxins are produced, data as outlined Iin Annex
i1, Part A, VII 7.1-7.5 should be produced.

Fate + behaviour in _the environment

Spread, mobility, multiplication and persistence In air, soll
and water.

In cases where toxins are produced, data as outiined in Annex
1, Part A, VI| 7.6-7.8

MEASURES 'NECESSARY TO PROTECT MAN, NON-TARGET ORGAN!ISMS AND THE
ENVIRONMENT .

Methods and precautions, to be taken ior storage, handling,
transport and use; or in event of fire on other likely incident

Any circumstances or environmental conditlions under which the
active organism should not be used

The possibllity of rendering the active organism uninfective
and any method for doing thils.

Consequences of the contamination of air, soll and water,
particularly drinking water

Emergency measures in case of accident

Procedures for waste management of the active organism
Including leachate qualities on disposal

Possibility of destruction or decontamination following release
In or into the following : air, water, soll, others |If
appropriate.
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X. CLASSIFICATION AND LABELLING

Proposals for aillocation to one of the risk groups outlined In Article
2 (d) of Directive 90/679/6EC(29) with Justifications for the
proposal. Together with indications on the need for products to carry
the blohazard sign specified In annex |l of 90/679/EEC.

X1, SUMMARY AND EVALUATION OF (il) - (x)

(29) OJ No L 374, 31.12.90, p.1
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(i

(il

(iv)
(v)
(vi)

(vii

(vil

(ix)

(x)

The
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PART A

CHEMICAL PRODUCTS

Dossiers on bloclidal products are required to address at least all
the points Ilisted under “Dossiers requirements”. Responses are
required to be supported by data.

Information which Is not necessary owing to the nature of the
blocidal product or of Its proposed uses need not be suppilied. The
same applies where It is not sclentifically necessary or
technlically possible to supply the information. In such cases, a
justification, acceptablie to the competent authority must be
submitted.

Applicant
ldentity and composition of the biocidal product

) Physical, chemical and technical properties of the biocidal
product

Methods for ldentiflicatlon and analysis of the biocidal product
Intended uses of the product and efficacy for these uses

‘ Toxicology data for the biocidal products
(additional to that for the active substance)

) Ecotoxicologlcal data for the biocldal products
(additlonal to that for the active substance)

I) Measures to be adopted to protect man, animais and the
environment

Classification, packaging and iabelling of the blocidal product

Summary and evaluation of (il) —> (Ix)

foliowing data will be required to support submissions on the above

points.

5
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1. APPLICANT

1.1 Appllcant (name and address etc.)

1.2 Manufacturer of the preparation and the active substance(s)
(names and addresses, Including location of plant(s)).

1. IDENTITY OF THE BIQCIDAL PRODUCT

2.1 Trade name or proposed trade name, and manufacturer’s
development code number of the preparation, if approprilate

2.2 Detalled quantitative and gqualitative Information on the
composition of the preparation eg active substance(s),
impurities, adjuvants, inert components

2.3 Physical state and nature of the preparation eg emulsifiable
concentrate, wettable powder, solution

1. PHYSICAL, CHEMICAL AND TECHNICAL PROPERTIES OF THE BIOCIDAL
PRODUCT

3.1 Appearance (physlical state, colour)

3.2 Explosive properties

3.3 Oxidlsing properties

3.4 Flash bolnt and other indications of flammablility or
spontaneous ignition

3.5 Acldity/alkalinity and If necessary pH value (1% In water)

3.6 Relative density

3.7 Storage stabllity - stabillty and shelf-life. Effects of
light, temperature and humidity on technical characteristics of
the biocidal product

3.8 Technlical characteristics of the preparation

3.8.1 Wettability

3.8.2 Persistent foaming

3.8.3 Flowabillty, pourability and dustability

3.8.4 Suspensibility anq suspension stablility

3.8.5 Wet sleve test and dry sieve test



3.8.6

3.8.7

3.8.8

3.8.9

3.9

3.10
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Particle size distribution, content of dust/fines, attrition

.and friability

in the césa of granules, sleve test and Indication of welight
distribution of the granules, at least of the fraction with
particle sizes blgger than 1mm

Emulsifiabiilty, re-emulsifiability, emulsion stabitity

wWetting, adherence and distribution to target'prganisms

-.Physical and bhemlcal compatibliity with other products

including other B8liocidal Products with which Its use is to be
author ised : : '

If the Blocidal Product is to be used in the form of a balt or
granules, then specify any repellants or poison control
measures Included wlith the preparation that are present to
prevent action against non target organlisms

IV. METHODS OF IDENTIFICATION AND ANALYSIS

4.1

Analytldal' method for determining the composlition of' the
biocidal product

In so far as not covered by Annex Il, point 4.2 analytical
methods including recovery rates: and the limits of

_determlination for toxicologically and ecotoxicologically

relevant components of the Bloclidal Product and/or resldues

thereof, where relevant Iin or on the following:

“‘a) Soll

b)) Alr

5.1

5.2

c) Water (including drinking water)

“'d) Animail and human body flulds and tissues’

e) Treated food or feedingstuffs

INTENDED USES AND EFFICACY

Fleld of use envisaged
Method of application

Application rate and If appropriate, the final concentration of
blocldal product and active substance In system in which the
preparation is to be used, eg coollng water, surface water,
water used for h@atlng purposes. o



5.5
5.6

5.7

5.8

5.9

5.10

5.12

Vi.
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Number and timing of applications, and where relevant, any
particular Information relating to geographical varlatlons,
climatic variations, or necessary walting periods to protect
man and |lvestock

Any other necessary information

Functlion, eg funglcide, rodenticide, Insecticide, bacteriocide

Pest organism(s) controlled and products, organisms or objects
to be protected

Effects on target organisms, eg contact, Ingestion or stomach
poison, fungltoxlc, fungistatic -

Mode of action in so far as not covered by Annex Il, Point 5.4
User, professional or non-professlional

Observations on undesirable or unintended side-effects, eg on
beneficlal and other non-target organisms

Efficacy Data

Data to support the efflcacy claims of the preparation label,
Including any avaliable standard protocols used, laboratory
tests, or where appropriate fleld trlals. For each appllication
a reasoned case will be required.

The effect of factors such as cllmafe, temperature, humidity,
precipitation etc. Insofar as not covered by Polint 5.4

Compatlbillty with different cultural practices and other
measures that may be used against the target organism under the
conditions of use envlisaged

Any other known limitations on efficacy

Relatlve advantages of the preparation or Its Iintended use
compared to any exlsting preparations or treatment methods

Summary and evaluation of data presented under 5§.12 to §.17

TOXICOLOGICAL STUDIES

Acute toxicity
Oral

Dermal
Iphalatfon

Skin and eye irritation
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7.3

Vi,
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For blocidal products that are Intended to be authorised for
use with other biocidal products, the mixture of preparations,
where posslblie, shall be tested for acute dermal! toxicity and
skin and eye Irritation, as appropriate
Dermatl absorption test, where necessary

Available toxlcological data relating to toxicologlcally
refevant non-active substances

Studlies related to the exposure of the preparation to man
Where necessary, the test(s) described In Annex |V, Part A
shall be required for the toxicologically relevant non-active

substances of the preparation

If the biocidal product is In the form of a bait or granules,
pet or. livestock acceptance studies may be required

Summary and evaluation of data presented In 6.1 to 6.6,

including where possible any suggested worker protection
measures in summary form

ECOTOXICOLOGICAL STUDIES ON THE BIOCIDAL PRODUCT

The Iinformation provided must, where relevant, Incliude that
referred to in Annex 1i, point 7.1 to 7.4.

If the results of the ecotoxicological studies and the Iintended
use(s) of the active substance Indicate a danger for the

environment then the tests described In Annex IV, Parts D and E
shail be required

Fate And Behaviour In The Environment

The lnformatlon provided must, where relevant, Iinclude that
referred to Iin Annex Il, point 7.6.

MEASURES TO BE ADOPTED TO PROTECT MAN, ANIMALS AND THE
ENV | RONMENT

Recommended methods and precautions concerning handling, use,
storage, transport or fire

Emergency measures In case of an accident

Procedures, If any, fof cleaning application equipment

Possible routes of entry into the environment

Ildentity of relevant combustion products in cases of fire



8.6

8.6.1

8.6.2

8.6.3

8.6.5

8.7

8.8

8.9
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Procedures for waste management of the blocidal product and Its
packaglng for Industry, professional users and the general
publlic

Possibility of re-use or recycling

Possiblility of neutralisation

Conditlons for controlied discharge

Conditlons forbcontrolted inclneration

Others, if appropriate

Possibllity of destruction or de-contamination following
release In or on the following:

a) Air
b) Water, Including drinking water
c) Soil

Leachate quallties on disposal, in so far as not covered by

- point 8.6.3 of Annex II

Any Information on authorisation in other countries

CLASSIFICATION, PACKAGING AND LABELL ING

Proposals Including justiflcation for the classiflication and
labelling according to Directlive 88/379/EEC or, in the case of
rodenticldes, insecticides/acaricides, avicides and
molluscicldes Directive 78/631/EEC

- Hazard symbol (s}

- indications of danger

- Risk phrases

- Safety phrases

- Instructions for use.

- Packaging (type, materials, slize etc.), compatibillty of
the preparation -with proposed packaging materlals to
include.

- Specimens of the proposed packaging and of the proposed .
label(s) If so required

SUMMARY AND EVALUATION OF ALL ANNEX |11} |INFORMATION AND
REQU I REMENTS : '
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PART B

FUNGI, MICRO-ORGANISMS AND VIRUSES

Dossiers on bloclidal products are required to address at least all
the polnts Ilisted under "Dossler requirements”. Responses are
required to be supported by data.

information which Is not -necessary owing to the nature of the
blocidal product or of its proposed uses need not be supplled. The
same applles where It Is not scientificalily necessary or
technically possibie to supply the information. iIn such cases, a

justiflication, acceptable to the competent authority must be
submlitted.

Applicant
Identity and composition of the bloclidal product

) Technical properties of the bioclidal product and any blocidal
properties additional to those of the active organism.

Methods for identification + analysis of the biocidal product
intended uses and efficacy for those uses

Toxicologlcal Information (additional to that for the active
organism) '

) Ecotoxicological information
(additional to that for the active organism)

1) Measures to be adopted to protect man, non-target organisms +
the env!ronment - .

Classification, packaging and labelling of the blocidal product

Summary of (i1} -> (Ix)

following data wiil be required to support submission on the above

points.
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1. APPLICANT

1.1

1.2.

2.1

2.2

2.3

2.4

3.2

3.3

3.4.7

Name and address etc.

Manufacturers of biocldal products and active organisms
including location of plants

IDENTITY OF BIOCIDAL PRODUCT

Trade name or ©proposed trade name and manufacturer's
development code number for the biocidal product, if
appropr late.

Detalled quantitative and qualitative Information on the
composition of the biocldal product (actlve organisms, Inert
components, extraneous organisms, etc.)

Physical state and nature of the blocidal product (emuisifiable
concentrate, wettable powder, etc.)

Concentration 'of active organism In materlal used

_TECHNICAL + BIOLOGICAL PROPERTIES

Appearance (colour .and odour)

Storage - stability and shelf-life. Effects of temperature,
method of packaging and storage, etc. on retentlon of
blologlical activity

Methods for establishing storage and shelf-llfe stabillity
Téchnlcal characteristics of the preparation

Wettabillity

Persistent foaming

‘ Suspenéiblilty and suspension stability

Wet sleve test and dry sieve test

Particle size distribution, content of dust/flnesf attrition
and frilabltlity . »

In the case of granules, sleve test and Indications of welght
distribution of the granules, at least of the fraction with
particle sizes bigger than 1 mm

Content of actlive substance in or on bait particles, granules
or treated material B



3.4.8
3.4.9

3.5

3.6

3.7

Iv.

4.2

4.3

4.4

4.5

5.2

5.3

5.5
5.6

5.7
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Emulsinabllity, re-emulsifiablility, emulsion stabllity
Flowabiility, pourability and dustabiility

Physical and chemical compatibility with other products
inciuding blocidal products with which Its use Is to be
authorized

Wetting, adherence and distribution following application

Any changes to biological properties of the organism Is a
result of formulation. In particular changes In pathogenlclty

on Infectivity

METHOD FOR IDENTIFICATION + ANALYSIS OF THE BIOCIDAL PRODUCT
Analytical methods for determining the composition of the
blocidal product

Methods for determining residues (e.g. biotest)

Methods used to show microblologlical purity of the blocidal
product

Methods used to show the blocidal product to be free from any
human and other mammalian pathogens or, |If need be, from
pathogens harmful to non-target organisms and the environment

Technigues used to ensure a uniform product and assay methods.
for Its standardization

INTENDED USES AND EFFICACY FOR THESE USES

Use
Product type (e.g. wood preservative, public hyglene biocide
etc.)

Detalls of intended use, e.g. types of harmful organism

controlled, materlais to be treated etc.

Application rate’

Where necessary, In the light of the test results, any specific
clrcumstances or environmental conditions under which the
product may or may not be used. '

Method of application

Number and timing of applications

Proposed instructions for use



5.8

5.9
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Efficacy data
Preliminary range-finding tests
Field exper imentation

Information on the possible occurence of the development of
resistance ‘

Effects on the quality of materials or products treated

TOXICITY INFORMATION ADDITIONAL TO THAT REQUIRED FOR THE ACTIVE
ORGANISM

Oral single dose

Percutaneous single dose

tnhalation

Skin and where reievant eye irrlitation

Skin sensltlzatloﬁ |

Avaltable toxlcologfcal data relating fo,non—actlve substances
Operator‘exbosure |

Percutaneous absorption/inhalatlion depending on formulation and"
method of application .

LLlkely operator exposure -under fileld condlitions, -~ including
where relevant quantitative analysls of operator exposure

ECOTOXICITY (INFORMATION ADDITIONAL TO THAT REQUIRED FOR- THE
ACTtVE ORGANISM

Observations concerning undesirable or unintended side-effects,
e.g. on beneficlal and other non-target organisms or
persistence In the environment

MEASURES TO BE ADOPTED TO PROTECT MAN, NON-TARGET ORGANISMS AND
THE ENVIRONMENT . '

Recommended methods and precautions concerning handling,
storage, transport and use

Re-entry per lods, ' necessary walting per iods or other
precautfons to protect humans and animals



8.3

8.4

8.5

8.6

iX.

9.2

9.3
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Emergency measures Iin case of an accident

Procedures for destruction or decontamination of the blocldal
product and its packaging

Procedures for cleaning application equipment

Procedures for safe dlisposal of the concentrated blocldal
product or diluted product

CLASSIFICATION, PACKAGING AND LABELLING

Proposals Including justification for the «ciasslification,
packaging and labelling -

) with regard to non-blological components of the product
in accordance with Directive 88/379/EEC

Hazard symbol(s)
indications of danger
Risk phrases

Safety phrases

(i) with regard to the active organisms labelling with the
appropriate risk group as outliined In Article 2 (d) of
Directive 90/679/EEC together wlith the. biohazard sign
specified In that directive if approprliate

Packaging (type, materlals, slize, etc.), compatibility of the
preparation with proposed packaging materlals

Speciments of proposed packaging

SUMMARY OF (11) —(ix)
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fdentiflication of degradation and reaction products and of
metabolites of the active substance in treated or contaminated
foods or feedstuffs

Behaviour of the resldue of the active substance, Its
degradation products and where relevant its metabolites on the
treated or contaminated food or feedstuffs including the
kinetics of disappearance

Overall materlai balance for the active substance. Sufflicient
residue data from supervised trials to demonstrate that
reslidues likely to arise from proposed use would not be of
concern for human or animal health

Estimation of potential or actual exposure of the active
substance to humans through dlet and other means

If the residue of the Bloclidal Product remains on feedingstuffs
for a significant perlod of time then feeding and metabolism
studles in llvestock shall be required to permit evaluation of
residues In food of animal orlgin

Effects of Industrial processing and/or domestic preparation on
the nature and magnitude of reslidue of the blocidal product or
active substance

v

Proposed acceptable resldues and the justiflcation of thelr.

acceptability
Any other avaliable Information that Is retevant

Summary and evaluatlion of data submitted under 1.1 to 1.8

Qther Test(s) Related To The Exposure To Man

Sultablie test(s) and a reasoned case will be required for the
active substance or the preparation, as approprlate
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Substance In The Environment

Eate And Behaviour in Soil

Rate and route of degradation including identification of the

~processes Involved and lIdentificatlon of any metabolites and

1.2

1.3

2.2

degradation products in at least 3 soil types under approprlate
conditlions. ‘

Adsorption and desorption in at least 3 'soil types and where
relevant adsorption and desorption of metabollites and degradation
products. : . o

Moblility in at ieast 3 soll types and where relevant mobility of
metabol ites and degradation products.

Extent and nature of bound residues.

Eate And Behaviour in Water

Rate and route of degradation In aquatic systems (as far as is not
covered by Annex (I, point 7.6) including Identification of
metabol ltes and degradation products. '
Adsorption and desorption Iin water (soll sediment systems) and

where relevant adsorption and desorption of metabolltes and
degradation products. ’

. A

If the active substance Is to be used iIn preparations for
fumigants, If it Is to be applled by a spray method, if it is
volatile, or if any other Information indlcates that .this is
relevant, then the rate and route of degradation In alr shall be
determined as far as Is not covered by Annex 1i, point 7.6.2.3

v

summary And Evaluation Of Parts 1.2 and 3
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1.1

1.2

1.3

2.

2.1

2.2

2.3

3.1

3.2

3.3

3.4

o
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Eurther Ecotoxicological Studies On The Active Substance

Effects On Birds

Acute oral toxlcity — this need not be done If an avian specles was
selected for study Iin Annex 1l, point 7.4.

Short term toxliclty - 8 day dietary study In at least one specles
(other than chicken).

Effects on reproduction.
Effects On Aquatic Organisms
Prolonged toxliclity to an appropriate specles of fish

Effects on reproduction and growth rate on an appropriate specles
of tish :

Bioaccumuiation In an approprlate specles of fish

Daphnia magna reproduction and growth rate

Effects On Other Non Target Organisms

Acute toxliclty to honeybees and other beneficial arthropods eg
predators. A different test organism shall be chosen from that used

In Annex 11, point 7.4,

Toxlcity to earthworms and to other soi! non-target macro
organlisms.

Effects on soil non-target microorganisms

Effects on any other specific, non-target organisms (flora and
fauna) belleved to be at risk.

Other Effacts .
Activated siudge respiration Inhibition test

Summary And Evaluation of 1, 2 and 3.



Belevant Components Of The Blocidal Product
iIn The Environment

1. Where relevant all the informatlon required In Annex 1V, Part B
2. Testing for distribution and dlsslpétlon in the folléwlng:

a) Soltl

b) Water

c) Air

Test requirements 1 and 2 are appllicable only to‘ecotoxlcologlcally
relevant components of the preparation. .
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3.2

3.3

3.4

3.5

3.6

3.7

3.7.1

3.7.2
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ANNEX 1V

Effects On Birds

Acute oral toxicity, If not already done Iin accordance with
Annex |1, point 7.

Effects On Aguatic Organisms
In case of application on, in or near to surface waters:
Particular studles with fish and other aquatic organisms

Residue data in fish concerning the active substance and -
including toxicologicaily relevant metabolites

The studlies referred to in Annex |V, Part C points 2.1, 2.2,
2.3 and 2.4 may be requlred for relevant components of the
preparation : ‘

If the blocidal product Is to be sprayed near to surface waters

then an overspray study may be required to assess risks to
aquatic organisms under field conditlons

Effects On Other Non-Target Organisms

TJoxlcity to terrestrial vertebrates other than birds
Acute toxlcity to honeybees

Effects on beneficlal arthropods other than bees

Effects on earthworms and other soll non-target macroorganisms,
beilieved to be at risk

Effects on soll non-target microorganisms

Effects on any other specific, non-target organisms (fiora and
fauna) believed to be at risk

If the blocldal product is in the form of bait or granules, the
following will be required

Supervised trials to assess risks to non-target organisms under
field conditions

Studies on acceptance by Ingestion of the blocidal product by

any non-target organisms thought to be at risk; In so far as
not covered by Annex fll, Point 6.6

Summary ‘And Evaluation Of 1, 2 and 3.
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ANNEX V

Bioclidal products shall incliude those product types set out below which
can be used for the purposes described :

Product type . Description of use
Disinfectant Disinfection of skin (human or

animal) and articles intended to come
into contact with sKin.

swimming pool disinfectant ‘Disinfection of water used for public
bathing.
Food industry disinfectant Disinfection of containers surfaces

and plpework - assocliated with the’
production of food and drink for
humans and animals.

General biocids Controt of harmful micro—organisms In
: premises vehicles and areas used by
humans and animals. R

Sanitary biocide ' Control of harmful micro— organisms

. in sanitary convenancies and
equipment : '

Air conditioning biocide “control of harmful organisms In air

conditioning systems.

Wood preservative Protection of sawn timber and timber
products from harmful organisms.

Textile preservatives Protection of textiles from harmful
organisms.
Masonry preservatlves ' Protection of masonry and other

construction materlals (except wood)
from harmful organisms.



Consumer broduct preservatlives

Industrial blocides

~

Speclalist biocldes

Rodenticlide
Aviclde

Mol luscicide

insecticlde/Acaricide

Anti foullng bloclide
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Protection of products marketed to
the consumer, other than food and
feed, from harmful organisms.

Control of harmful organisms
affecting industrlial processes

Control of harmful organisms In
connection with specific. products,
substances, materials, articles on
areas not covered by other product
types.

Control of rats, mice- or other
rodents for purposes of public health
and welibeing.

Control of birds for purposss of
public health and we!llbeing.

Control of snalls and other molluscs,
both terrestrlial and aquatic for
purposes of public health and
wellbeing.

Control of Insects, mites and other
arthropods for purposes of public
health and wellbeing.

Control of fouling organisms on
ships, boats, aquatic structures and
.articles.



FINANCIAL  STATEMENT

'SECTION 1

1. Title of operation: Proposal for‘a Councll Directive concerning the

placing of blocldal products on the market.

Budget headings invoived: B4-3040, A1178, A1520, A2510,-A260 and A5010.

- B4-3040
- A1178

- A1520
- A2510

-~  A260

- A5010

Environment Iegls]atlon

Technical and administrative assistance In. support
of different activitles

National experts on secondment _
Exbendlture on meetings of committees whose

consuitation is compulsory in the procedure for

drafting Community legisiation

. Studies and consultations

Departmental data processing. B

3. Legal basis: Article 100a of the EEC Treaty.

4. Description of operatlon

4.1

Specific objective of opératlon: To harmonize the rules relating to

the placing of blocidal products on the market. This objective flts

into the more generai framework of the legisiation on poflution by

toxlc and dangerous chemicals, on evaluation of the risks posed to

man and the environment by chemicais, on industrial lnstallatlons

and on biotechnology.
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4.2 Duration: Unlimited.
4.3 Target population: Chemlical Industry (producers, Importers,
' distributors and formulators), general public (consumers) and
professiona! users (potentially all branches of 1ndustry).

§. Classification of expendlture or revenue

5.1 Non-compu lsory expendlture.

5.2 B4-3040: Differentiated appropriations.
5.3 No revenue Iis expected.

6. Type of expendliture
Part A of the Budget

The Directive provides for the establishment of a network for exchanges of
information on biocidal products and the active substances which they
contain. This will require funds for services, consultations and purchases
of computer hardware in order to set up a central unit for the network’

‘within the Commission.
B of the Budget
Technical advice wlllvbe needed on sclentific and/or specific technical

questions. This will be financed by means of study contracts and in the

fo:m of financial contributions.
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Expenditure on this specific operation (biocidal products) comes under the
general heading of expenditure !n connectloh with environment legislation
(Article B4-304 of the preliminary draft budget for'1993). More
specifically, it comes under the heading "Products, Industrlal installiations
and blotechnology”, which has been allocated a total of ECU 1.620 miilion In
the preliminary draft budget for 1993 (Article B4-304, point 7.2).

7. Filnanclal Impact on approprliations for operations (part B of the Budget)

The studies, consultations with experts and varlous financial contributlons
will cost an estimated ECU 300 000 per year from 1993 on.

This expenditure wlll take the form of contracts of limited duration with
third bartles.t These services wlll be provided extra muros. These

- contracts could serve such objectives as development of criterla for
evaluating the risks posed by blocidal products, feasiblliity studies on a
step-by~step approach to the data to be supplied by applicants or, finally,
evaluation of the Impact of selected active substances on man and the
envlronment.' Financial contributions to conferences and Internationai .
workshops organized by, for exampie, the OECD of NGOs are also envisaged.

The total expenditure-is expected to break down as follows: financial
contributions: 80% or approximately ECU 240 000; studies and consultations:
10%, i.e. approximately ECU 30 000, each.
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SECTION 2: ADMINISTRATIVE EXPENDITURE
(Part A of the Budget)

1. Human resources .
(a) In-house staff

The operation will require extra In-house staff to administer the Directive.
Category A, B and C staff wil! be needed for the decision-maklng procedures
to Implement the Directive (review of existing active subétances,
examination of applications for inclusion of new active substances In

Annex |, establishment of the common principles for the evaluation of
dosslers, administration, etc.). 1{t will be possible to cover these.
requirements by interdepartmental redeployment or by allocating vacant

posts.

In 1993 and~1994 a team of one A grade and one C grade could perform the
necessary tasks.
From 1995 on, the total! number ‘of in-house staff required will be: one A

grade, two B grades and one C grade.

The estimated annual costs incurred will be:
1993 and 1994: ECU 180 000/year
1995 on: : ECU 360 000/year

Method of calculation: ECU 90 000 per official per year.
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(b) Outside staff

qp BPreparation and scientific monitoring of impiementation of the
Directive (ltem A1520 and/or Article A260)

For lack of vacant posts, the support of outside sclentific experts will be
required for the preparatory work for implementation of the Directlive and

for implementation itself.
In 1993 and 1994 an estimated one man-year will be needed.
From 1995 on an estimated two man-years will be needed.

The appropriations needed for these outside staff have been requested In the
preliminary draft budget for 1993. However, these functions could be

performed by officials appointed to posts authorized under the procedure for
converting appropriations into posts. |In this case, the funds needed to pay

the salaries would be taken from these budget headings.

The estimated annual costs incurred wlll be:
1993 and 1994: ECU 40 000/year
1995 on: : -ECU 80 000/year.

Method of calcufation: ECU 40 000 per expert per year.



(i1) Establishment of an informatijon exchange network (litem A1178)

To ensure correct implementation of the Directive, the assistance of
service-providers and consultants will be needed to set up the Information
exchange network and the central unit within the Commission. Based on
experience with the establishment of a similar network on dangerous
chemicals, to Iimplement Directive 67/548/EEC, the total expenditure Is
estimated at ECU 350 000 or four man-years.

From 1996 on, provision must also be made for the costs of adapting the

- system to any changes and for maintenance.

The indicative scheduie of appropriations could be as folliows (ltem A1178):

ECU
1993 150 000
1994 - 100 000
1995 100 000
1996 et seq, 30 000 (maintenance)

The ECU 150 000 earmarked for 1993 have been entered In the preliminary
draft budget for 1993 under the heading "Flanking policies".
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2. Equlpment (item A5010)

Establishment of the information exchange network and, in particular, of the
central unlt within the Commission will entaill purchases of equipment and
computer hardware. Based on experlence with establishment of a simitar

network for chemicals, the totaj cost is estimated at ECU 500 000.

From 1996 on, provision must also be made for the cost of maintenance of the
equipment acquired (10% of the initial cost).

The indicative schedule of appropriations could be as follows (ltem A5010):

ECU
1993 50 000
1994 250 000
1895 ’ 200 000
1996 et seqg. 50 000 (maintenance)

3. Meetings (Item A2510)

The Directive provides for the establishment of a committee to manage the
Directive and, in particular, to adapt it to technical! and sclentlific
progress. The meetings of this committee and of its working parties will
cost an estimated ECU 77 000 per year from 1994 on.
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Method of calculation:

- 2 plenary meetings (24 experts):
482 x 24 x 2 = ECU 23 000/year

6 meetings of working parties (12 experts):
482 x 12 x 6 = ECU 35 000/year

- 4 restricted meetings (5 Member States):
482 x 10 x 4 = ECU 19 000/year

4. Overview of expenditure from Part A of the Budget (in thousand ECU/year)

YEAR IN-HOUSE OUTSIDE EQUIPMENT MEETINGS TOTAL
STAFF STAFF ' (Part A)
A1520 A1178 AS5010 A2510
and/or
A2600
1993 180 40 150 50 - 420
1994 180 40 100 250 77 647
1995 360 80 100 200 77 817
1996 360 80 30 50 77 597

et seq.
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SECTION 3: ELEMENTS OF COST-EFFECTIVENESS ANALYSIS

1. Objectives and coherence with financlal programming

This Directlive forms part of the programme to complete the internal market
and Is designed to supplement the Community’'s policy to contro! chemicals in.
general and pesticides (blocidal products) In particular. ([t |s included in
the FIfth Actlion Programme on the Environment, as- adopted by the.Commission
in March 1992 (Doc. .COM(92)23 final).

The operation is provided for In DG Xl's financlal programming and comes
under the heading “"Products, Industrial Installations and biotechnology*
(ECU 1.620 million in the preliminary draft budget for 1993).

2. Grounds for the operation

The diverging national authorization systems for biocidal .products cause an
enormous waste of human and financlal resources, at the expense of the
Member States and manufacturers, due to repetition of. the tests, procedures
and evaluations of the active substances used in the bioclides. The
Community procedure for:evaluation of the active substances wil!l enable the
Iindustry to obtain approval (in practice, inclusion in Annex | to the

- Dlreqtlve) for each active substance in a single Community-wide evaluation
procedure. . c .
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At the same time, the national authorizations for products on the market
will be based on criteria defined at Community level and the requlrements
concerning the dossier to be submitted will also be harmonlized. In
addition, virtually automatic mutual recognition of the authorizations Is
proposed. The Directive will, therefore, allow free movement of biocldal
products and of the active substances which they contain, with the objective
of completing the Internal market. These measures will also cut the

financlal and staff costs for the Industry and the national authorities.

At the same time the operation will ensure a high level of protection for

man and the environment by applying strict, harmonized evaluation criterla.

The proposal will provide a means of keeping dangerous products off the
market and will encourage -the placing of cleaner, healthier products on the
~market. iIn thls context, although It Is hard to quantify the beneflts of

this operatlon, they are sure to be considerable (lower health care costs,
less pollution, etc.). '

Burden-shar ing

The Member States will be responsible for most of the work generated by this
Directive. The Commission’s role will be limited to the coordination '
necessary, to settling disputes and to laying down common guidelines for
granting authorizations fbr products, which will continue to be done at
national level. ' |

All In all, the resources to be mobilized at Community level by the

Member States and the parties concerned should refiect this share of
responsibilities. ’
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3. Monltoring and evaluation of the operation

The Directive regqulres each Member s;ate to report every three years on the
measures taken to Implement the Directive. The Commission will compile a

summary of these national reports.
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IMPACT ASSESSMENT FORM
THE [MPACT OF THE PRQPOSAL ON BUSINESS

with speclal'reference to smalil and medium slized
enterprises (SMEs)

Title of proposal :

Proposal for a Councll Directive concerning the placing of blocidal
products on the market.

Reference Number (Repertoire) : 392.1T71 (1991)

Ihe proposal

1. Why Is Community legisiation necessary in this area ?

During discussions In Counci! of Directive 91/414/EEC concerning the
placing of plant protection products on thé market and following the
adoption of the 8th Amendment to Directive 76/768/EEC concerning the
restriction on the marketing and use of certain dangerous substances
and preparations, the Councll requested that a Community strategy on
the marketing and use of blocldél products be developed.

Accordingly, the Commisslion services have assessed the poéslbllltles
for introducing regulatory measures at Community {evel for blocidal
products.
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This assessment has shown that biocidal products currently have a.
widely different regulatory status in the Member States. This ranges
from very comprehensive in a few Member States to little or no
legislation in others. Such disparities in regulation can lead to
barriers to trade between Member States and may create unequal
conditions of competition, thereby directly affecting the establishment

and functioning of the EEC internal market for chemicals.

The assessment also showed that blocidal products themselves are an
extremely varied group of chemicals in terms of their nature and their
current uses. Such products have widely varying exposure scenarios and
can present potential hazards for the environment, risks at the
workplace and possible hazards for the consumer. Given that existing
Community legislation and initiatives involving bilocidal products have
up to now been aimed at quite specific problems involving Individual
active substances, there is now an urgent need to effectively regulate
this wide range of chemicals to provide a high level of protection for
man and the environment throughout the Communities. |

There are several thousand biocidal product formulations and several
hundred active substances which are used in them currently on the
Community market. This group of chemicals therefore represents a
significant sector of the EEC chemicals market (some 400 MECU) and as
such should urgently be given attention with regard to regulation.

The main aims of the current proposal! are therefore

- harmonisation of the iﬁternai market for biocidal products and

their active substances;

- to provide a high level of protection for health, safety, the

environment and consumers.
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The Impact on Business

2. Who will be affected by the proposal ?

The Directive wil! be applicable to any named person on business
including manufacturers and importers with a permanent office within
the Community and who wishes to place on the EEC market a biocidal
product. It will also affect those who provide active substances to be
used in a biocidal product. It .Is expected that manufacturers. and
importers of such chemicals will be both from large multinational

businesses and also from SMEs.

Given the enormous diversity of the chemicals involved and their uneven
reguiatory status throughout the EEC, it has been difficult to
accurately assess to which sectors of business this Directive will be
most applicable to and the geographic areas in which they will be
concentrated. It is clear however, that generally larger businesses of
the EEC chemical industry are primarily concerned with the research,
devetlopment and manufacture of actlive substances for use in finished
products. Conversely, the SME sector of the chemical industry is
particularly concerned with the formulation of preparations using
existing active substances together with appropriate co-formuiants,

stabilisers, anti-oxidants and wetting agents etc.

3. What will business have to do to comply with the proposail ?

Under the terms of this proposal any manufacturer or importer of a new
biocidal product or active substance who wishes to place this onto the
market will first require authorisation to do this. For an active
substance, authorisation will be at Community level whereas for
biocidal products, authorisation will be by the Competent Authority of
the Member State where the preparation is to be marketed.
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In anticipation of any risks for man and the environment that marketing
may entail, the application for an authorisation of a biocidal product
will require an applicant to submit technical dossiers. However, the
information to be provided in the dossiers will be dependant upon the
uses of the product and the risks it is likely to pose for man and the
environment. It may include data on physico-chemical properties,
efficacy data for preparations, information relating to safety
precautions during use and information on-the necessary action in case
of an accident. Where appropriate it will also include relevant

toxicological and ecotoxicological data on the active substance.

Given the diversity of chemicals being considered under the proposal,
the Commission has sought to develop a flexible approach as to which
data are required for each product type. Therefore, certain pieces of
information which are not necessary owing to the nature of the chemical
or its proposed or existing uses need not be supplied. Such flexibility
is particularly necessary for existing substances and products which

have a long history of safe use as biocides.

In the event of any new information becoming available concefning
either an authorised active substance or biocidal product, thé current
proposal also lays down an obligation on the authorisation hoider to
make such information available immediately to the Member State where

the authorisation was granted.

Furthermore, before authorisation can be granted for a  biocidal
product, the Member State concerned will also check that the applicant
has a permanent office in the Community and that any advertisement for

the product is accompanied by a warning notice.
4, What economic effects Iis the proposail likely to have ?

The harmonisation of the EEC market in this area-will lead to clear
advantages for the chemical! Iindustry. A Community-wide authorisation
scheme will mean that an authorisation holder will essentiaily be free
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to market his product in any of the 12 Member States and depending on

the products, reach a potentlal consumer base of 340 million.
Additionally, the authorised product will have been assessed for a risk
to health and the environment. In the EEC this will mean that the

authorization holder could potentially enjoy a competitive advantage
when exporting his product outside of the Community to countries in
which similar levels of protection are afforded for man and the
environment and to those NON-EC countries which demand evidence of
registration in the supplying state (e.g. Middle Eastern countries).

Currently, the basic data set required for a new substance under
Directive 67/548/EEC costs approximately 150,000 ECU. The
implementation of this Directive may, for some industries, also lead to
additional costs compared to the current situation in the EEC. These
additional costs will be most apparent to the industry in those Member
States which presently have less stringent regulatory provisions than
are proposed here and to those whose regulatory regimes do not embrace
all the proposed biocidal products. Levels of cost recovery for
registration work undertaken by Competent Authorities will be a matter
for Member States. In some Member States it is expected that a more
thorough assessment witll need to be undertaken of chemicals currently
marketed than is presently required. It may be speculated that for such
industries ghe incentive to market new products may be slightly reduced
as a result of the additional cost invotved in supplying information
for the authorisation of their products. However the existence of clear
rules for authorisation in all member states together with provision
for mutual authorisation of products offers clear benefits to these

marketing biocidal products in the Community.

in order to allow the chemical industry to adjust to the new regulatory
provisions, a ten year transitional period is provided for in the
proposed Directive. In this period biocidal products and active
substances already being marketed before the Directive is implemented
will be permitted to continue to be marketed with the provision that
the Commission will initiate a programme for the gradual review of

these chemicals.



_5. Does the proposal contain measures to take account of the specific
-situation of SMEs 7

In order to avoid suffocating the deve lopment of new  products bi an
overiy bureaucratic procedure, the proposal foresees thét hew'products
may be afforded -provisional national authorizations for a limited
period. Such national procedures can be more :flexible and allow product
and market development at a national level before going Community wide.
This option should be a distinct advantage to SME's.

6. CONSULTATION

Industry Consultations .

International Group of National
Associations of Manufacturers of
Agrochemical Products (GIFAP) _
European Confederation of Woodwork-

Ing Industries (CEl-Bois)
Confederation of European Pest

Control -Associations (CEPA) SRR
European Chemical Industry Council -
(CEFIC)- . . e

Other organisations

European Environmental Bureau (EEB)
Wor Idwide Fund for Nature (WWF)
EEC Union of Water Suppliers (EUREAU)

Consultations with the above |I|isted groups 'lndicatéd‘ a generally
favourable response to the proposed Directive, particularly with
respect to the harmonization of the EEC market for biocidal products.

This was seen as advantageous both for industry and to groups which are
primarily concerned with the protectlon of man and the environment.
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Nevertheless, in a series of discussions with Industry which have taken
pliace over the iast 18 months, concern has been expressed about certain
aspects of the proposai. These have principally been concerned with
exactly which products wili fall within the scope of the directive, the
need ‘to ensure a common approach by Competent Authorities to evaluation
of data, the issue of confidentiality, and the extent to which data
provided by applicants will be subject to data protection.

The revised text of the Commission proposal addresses all these points.
In order to indicate which products are within the scope of the
proposal, a series of indicative "product types" has been drawn up,
broadly along the lines already followed by Industry. So far as a
common approach to evaluation of data Iis concerned, the proposai
inciuded a commitment for the Commission to develop “"Common Principles
for the Evaluation of Dossiers". It Iis anticipated that studies
currently being undertaken in this field will be useful in helping the
Commlssion develop these "Common Principles”. With regard to the issue
of confidentiality, the proposal draws heavily on the approaches
already agreed under Directive 91/414/EEC on plant protection products
and on the 7th Amendment to directive 67/548/EEC concerning the
classifiéatlon, packaging and labelling of dangerous substances.
Finally, on the matter of data protection, the Commission has responded
to Industry's concern that a realistic period of data protection must
be provided, not only in respect of data on new active substances but
also for new data generated for existing active substances. In
developing the proposalAthe Commission has been conscious of the need
to balance the interests of those who generate such data with the
interests of those who wish to draw upon it in support of applications

for authorizations.
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