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NOTE AGREED BY MEMBER STATES' COMPETENT AUTHORITIES FOR BIOCIDAL PRODUCTS 

This document is drafted in the interest of consistency of the implementation of
Regulation  (EU)  No  528/2012  and  with  the  aim  of  finding  an  agreement
between  Member  States'  Competent  Authorities  for  biocidal  products  on  a
harmonised approach. Please note, however, it does not represent the official
position of the Commission and that Member States are not legally obliged to
follow the approach set out in this document, since only the Court of Justice of
the European Union can give authoritative interpretations on the contents of
Union law.

Subject: Towards the substitution of active substances of high concern in
biocidal products and innovation in areas where a need for alternatives is
identified 

1. BACKGROUND AND PURPOSE OF THE DOCUMENT

Biocidal products are necessary for the control of harmful organisms for human
or animal health and for manufactured goods. However, biocidal products can
pose risks for the environment and human and animal health due to their intrinsic
properties and use patterns.

One  of  the  main  objectives  of  the  Biocidal  Products  Regulation  (BPR)  is  to
ensure a high  level  of  protection  for  both  human and animal  health  and the
environment from the use of biocidal products. In order to reach that objective
the BPR provides a set of  mechanisms that aim at creating incentives to the
gradual replacement of active substances identified as candidate for substitution
by alternatives with a more favourable profile1.

So  far,  only  limited  information  has  been  obtained  from public  consultations
organised to gather information on the existence or absence of alternatives to
the  use  of  such  active  substances.  One  of  the  challenges  is  to  determine
whether certain substances, non-chemical control or prevention methods could
be considered alternatives as no harmonised criteria exist for this exercise. If no
proper information is obtained whether chemical or non-chemical alternatives are
available  for  these  active  substances  the  prohibition  of  biocidal  products
containing these active substances or the restriction of their uses may have to be
postponed. This would not be in line with the objectives of the BPR of achieving
a high level of protection of human health, animal health and the environment.

The objectives of this note are to support the replacement of active substance
classified  as  candidates  for  substitution  and  therefore  future  comparative
assessment. Other objectives are:

To highlight the BPR provisions supporting substitution, as well as research and
innovation;

To obtain and share information  about the  initiatives on substitution;

1  Substitution can be considered as the replacement of a biocidal active substance classified
as a candidate for substitution for all its uses or to replace certain uses of this substance
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To prioritize upcoming research and innovation by setting up a list of research
themes on alternatives to substances classified as candidates for substitution.

Additional  measures2 may  help  reducing  the  risks  to  the  environment  and
exposure  to  human  and  animal  of  dangerous  substances.  This  note  does
however not cover these measures.

2. RELEVANT PROVISIONS IN THE BPR CONCERNING SUBSTITUTION

This  section  is  a  short  reminder  of  the  main  BPR provisions  supporting  the
substitution objective. The reader should refer to the text of the BPR for more
details.

Article 5 of the BPR ensures that in the course of evaluation of an application for
active substance approval, active substances will be assessed against exclusion
criteria3 which  have  been  set  to  ban  or  phase  out  substances  of  very  high
concerns. Active substances meeting one of those criteria shall not be approved
unless it is shown that at least one of the conditions set out in Article 5(2) is met.
Biocidal  products containing such active substance can only be authorised in
Member States where at least one of these conditions is met.

Article  10 of  the BPR aims at identifying  substances of particular  concern to
human and animal health and the environment. Active substances meeting the
article 10 substitution criteria shall be phased out when better alternatives are
available.

Articles 5, 10 and 23 require ECHA, the Commission and the evaluating Member
State  to  assess  whether  suitable  and  sufficient  alternatives  substances  or
technologies  are  available  when  preparing  an  opinion  or  legislative  act  for
approval or renewal of an active substance of high concern or the authorisation
of a biocidal product containing an active substance under substitution.

The approval of an active substance that meets the substitution criteria is limited
to a maximum of 7 years, with the exception of those fulfilling in addition the
exclusion criteria of article 5(1) BPR which may be approved for a maximum of 5
years. The renewal is limited in both cases to a maximum period of 7 years.

Article 19(4) of the BPR lists the criteria for exclusion of the sales to the general
public of biocidal products of concerns for public health.

According  to  Article  23,  during  the  evaluation  of  biocidal  products  containing
active  substances  considered  as  candidates  for  substitution,  a  comparative
assessment shall be performed by the evaluating competent authority to assess
whether chemical or non-chemical alternatives with a better profile are available
for the same use.

The simplified authorisation procedure described in Chapter V of the BPR aims
to  encourage  the  use  of  biocidal  products  that  have  a  more  favourable
environmental  or  human  and  animal  health  profile.  The  substances  listed  in
Annex I are not subject to renewal and their uses are not restricted to a specific

2  For example,  training  and certification of  professional  users,  reducing dermal  bioavailability  and
human exposure of actives, reducing leaching from paints films to minimize environmental exposure,
etc ir any other relevant risk mitigation measure.

3  See article 5(1) of the BPR



biocidal product. A biocidal product authorised in accordance with the simplified
procedure may be made available on the market in all Member States.

According to Article 42 of the BPR, products containing substances meeting the
exclusion criteria of Article 5 cannot apply for Union Authorisation 

Article  56  sets  provisions  for  tests  and  experiments  for  the  purpose  of
encouraging  R&D  activities.  These  provisions  may  be  used  under  certain
conditions  which  are  detailed  in  the  documents  CA-Nov14-Doc.7.5  -  Final  -
Application of  R&D provisions.doc and  CA-Nov16-Doc.7.8 -  Final  -  Scope of
R&D provisions.doc. 

Article 60 provides incentives to industry to engage into substitution by granting a
longer protection period for data submitted with a view to the approval of a new
active substance (i.e. not present on the EU market for biocidal purposes before
14 May 2000) or the authorisation of a biocidal product containing a new active
substance.

For the purpose of encouraging applications for approval of active substances
not  fulfilling  one  of  the  substitution  criteria  listed  in  Article  10(1)  and  Union
authorisation of  biocidal  product  authorisation containing such substance,  the
fees Regulation4 provides the possibility for an applicant to request a reduction of
the fees paid to the Agency. Fees are also higher for applications concerning
approval/renewal  of  active  substances  that  are  candidate  for  substitution  or
Union authorisation containing these active substances because of the additional
fee for comparative assessment.

3. FOCUSING ON PRIORITIES

As regards the use of chemicals, one way to achieve substitution is to replace
these active substances of high concerns by:

existing  active  substances  of  better  profiles  or  non-chemical  control  or
prevention methods which could be identified during the active substance
approval or product authorisation stage

genuinely new alternatives resulting from research and development

non-chemicals alternatives

Annex  I  to  this  note  provides  information  about  the  percentage  of  approved
active  substances  for  each  product-type  (PT)  meeting  the  exclusion  and
substitution criteria.  These figures show that,  for some PTs, the proportion of
active  substances  meeting  the  exclusion  or  substitution  criteria  can  be
considered  significant.  Urgent  action  to  develop  chemical  or  non-chemical
alternatives would be required in the areas covered by those PTs.

a. Main identified areas 

This section identifies several areas, and related biocidal PTs, for which action to
find suitable alternatives to existing hazardous chemicals is urgently required.
The selection is justified by:

4  OJ, L167, 19.6.2013, p17
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information  about  the  percentage  of  active  substances  currently  approved
meeting the exclusion or substitution criteria compared to the overall number of
currently approved substances for a given PT5 as described in Annex I,

previous discussions with Member States;

industry and national initiatives on substitution. 

Each sub-section contains a short description of the identified issues that may
occur if safer and/or efficient alternative to existing chemicals are not available
for those uses. Available information to DG SANTE on past, ongoing and future
national or EU initiatives on chemical substitution is also provided.

Along with the progression of the review programme of active substances, the
progressive authorisation of biocidal products, gathering of experiences as well
as  further  analysis  on  the  chemical  diversity,  emergence  of  resistance,  etc.,
additional areas may be identified in the future.

a.i. Rodent control ( PT 14 Rodenticides)

Feral rodents are the vectors of many diseases like leptospirosis, salmonellosis.
These diseases can be spread to humans directly, through handling of rodents
or contact with rodent faeces or urine. Rodents carry also ticks, mites or fleas
that can indirectly spread the diseases carried by rodents to humans. Rodents
have large reproductive potential which means populations can increase rapidly
when conditions are favourable i.e.  close to human environment which offers
food and shelter.

All existing active substances for PT14 have been reviewed, and all products are
placed on the market according to harmonised rules. A complete picture of the
market of rodenticide biocidal products is therefore available.

The conclusions from a public consultation organised by ECHA6 and the BPC
opinion  on  comparative  assessment7on  anticoagulant  rodenticides  clearly
showed  that  the  existing  alternatives  for  these  chemicals  are  not  sufficiently
effective8 In  addition,  the  alternatives  may also  pose concerns regarding  the
humanness and unnecessary suffering of rodents. 

This means that rodent control cannot currently rely on non-chemical alternatives
only,  and that  the use of  rodenticides is  still  needed today to  ensure  rodent
control  in support of those alternatives within an integrated pest management
approach.

5  It should be noted that the review programme of existing active substances is still on-going
for many active substance and for many PTs. These figures are only representatives for PTs
whose review is (almost) finalised. 

6 https://echa.europa.eu/view-article/-/journal_content/title/public-consultation-launched-on-eight-
anticoagulant-rodenticide-active-substances

7 https://echa.europa.eu/documents/10162/21680461/bpc_opinion_comparative-
assessment_ar_en.pdf/bf81f0a5-3e95-6b7d-d601-37db9bb16fa5

8  e.g. trapping is not appropriate under high infestation conditions or where permanent visits to
the  infested  area  are  not  possible  -  like  summer  houses  during  the  winter  season;
ultrasounds is a repellent method and would just move rodents from one infested area to
another one, etc.

https://echa.europa.eu/view-article/-/journal_content/title/public-consultation-launched-on-eight-anticoagulant-rodenticide-active-substances
https://echa.europa.eu/view-article/-/journal_content/title/public-consultation-launched-on-eight-anticoagulant-rodenticide-active-substances


The  three9 existing  groups  of  anticoagulant  substances  that  are  on  the  EU
market  are  currently  needed  to  manage  resistance  development  in  rodents.
Taking one group of anticoagulants out of the market would increase the risk of
rodents  becoming  resistant  to  the  few  remaining  anticoagulant  rodenticides
available.  Appropriate  use  strategies  involve  using  the  less  hazardous
substances first, but as soon as resistant rodents are identified, the most potent
substances should be used as resistance breakers.

Members States have voiced the need for actions at EU and national levels to
boost  innovation for  controlling rodents,  so that  substitution can be achieved
without compromising sufficient rodent control. According to Annex I, 64% of the
rodenticides active substances currently on the market fulfil the exclusion criteria
of the BPR.

A development is being made to (re)introduce cholecalciferol on the EU market,
for which the review is at its final stage10. Companies started the development of
biocidal  products  based  on  this  active  substance,  as  shown  in  the  Cordis
database11.   However,  cholecalciferol  is not expected to fully replace existing
anticoagulant  rodenticides  as  cholecalciferol  has  also  its  own  limitations
(substance identified to have endocrine-disrupting properties; products with ED
properties are not allowed for use by the general public, poisoning of non-target
animal, etc).

In addition to developing alternatives, appropriate monitoring systems of rodents
and the occurrence of resistance should also be developed in order to target the
use  of  rodenticides  biocidal  products  only  when  their  use  is  necessary  and
effective. 

DG  SANTE  will  discuss  with  other  Commission  services  whether  the  R&I
framework programme Horizon 2020 societal challenge 212 could still include a
topic  on  the  development  of  alternatives  to  contentious  pesticides  including
biocidal products..

To the Commission knowledge there seems to be no specific  research project
currently  supporting  the  development  of  alternatives  to  existing  rodenticides.
However, Finland pointed out  the existence of a recent study on anticoagulant
residues in wild animals in Finland13 and an on-going study about occurrence of
resistance in rats population in Finland.

Germany will  hold  an  international  workshop on non-chemical  alternatives  to
rodenticides in Brussels on 20th and 21th November 2018. The workshop aims at
supporting fair competition between chemical and non-chemical alternatives.  In

9  The  first  and  second  generations  of  anticoagulant  rodenticides  and  alternatives  to
anticoagulant rodenticides 

10 ECHA  BPC  opinion  on  cholecalciferol  of   :
https://echa.europa.eu/documents/10162/21680461/cholecalciferol_pt14_bpc_opinion_en.pdf; 

Public  consultation  on  the  conditions  of  derogations  to  exclusion  on  cholecalciferol:
https://echa.europa.eu/derogation-to-the-exclusion-criteria-previous-consultations/-/substance-
rev/18702/term; 

11  https://cordis.europa.eu/project/rcn/213861_en.html
CORDIS is the EU Research and Development public repository to disseminate information on all  EU-

funded research projects and their results
12  https://ec.europa.eu/programmes/horizon2020/en/h2020-section/societal-challenges
13  https://www.sciencedirect.com/science/article/pii/S004896971832134X
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addition,  the  German  authorities  also  plan  to  fund  a  research  project  on
alternatives to rodenticides with better environmental profile.

a.ii. Mosquitoes control (PT 18 insecticides)

Over  the  years  of  implementation  of  the  biocides legislation  in  the  EU,  both
under the BPD and BPR, mosquitoes control  has proven to be an emerging
issue. Some essential use derogation were granted for limited periods under the
BPD14,  and  some  Member  States  still  grant  some  provisional  authorisations
under Article 55(1) of the BPR to products which are  considered  by  the
authorities as essential for mosquitoes control15. These requests for derogation
have highlighted the limited number of effective tools and active substances in
mosquito control. In addition effective products are sometimes not placed on the
market by companies in every Member State where it is needed (ex : mutual
recognition has not been applied by a company in a Member State, although the
product would be needed in that Member State).

Mosquitoes are the animal  species that  cause the  largest  number  of  human
deaths across the globe and therefore the availability of efficient insecticides and
insect repellents is a public health issue. Of more than 3500 species, only about
a dozen transmit serious diseases to humans such as malaria, dengue, yellow
fever,  chikungunya,  zika16.  In  the  EU  the  health  challenges  of  diseases
transmitted by mosquitoes may increase the coming years. 

To the Commission services knowledge, innovation focus mainly on sterilisation
of mosquitoes by irradiation, genetic modification of mosquitoes or infection of
mosquitoes  by  bacteria.  All  these  methods  aim  at  limiting  the  mosquito
population  or reducing the risks for infected mosquitoes to transmit viruses to
people17. Some of these  methods are currently under legal analysis to determine
whether they fall under the scope of the BPR and Directive 2001/18/EC that sets
out  a  precautionary  framework  for  the  dissemination  of  genetically  modified
organisms in the environment.

However,  the  use  of  "modified"  mosquitoes  does  not  imply  that  the  use  of
insecticides  will  not  be  needed  anymore.  Alternatively,  using  alternatives  to
chemicals may limit the development of resistance to these substances.

DG  SANTE  will  discuss  with  other  Commission  services  whether  the
development of new alternatives to control or repel arthropods  could be included
under the future EU research programme Horizon Europe18. 

The  Finnish  authorities  informed  that   they  will  support  a  project  to  collect
information  about  possible  alternatives/methods  to  conventional  insecticides.
Products  used in  the  food chain  and products  harmful  for  pollinators  will  be
particularly scrutinised.

14  Ex:  Commission Decision 2009/395/EC of 14 May 2009 concerning the placing on the market for
essential use of biocidal products containing temephos in the French overseas departments

15  In February 2018 and April 2017, Belgium and the Netherlands were granted a permit to allow the
making available on their markets of authorised insecticides to address direct public health concerns

16 See WHO action framework on vector control: http://www.who.int/vector-control/en/
17  http://www.eliminatedengue.com/our-research/wolbachia
18  The successor of the H2020 research program

http://www.eliminatedengue.com/our-research/wolbachia
http://www.who.int/vector-control/en/


a.iii. Fouling control on boats (PT 21 Antifouling)

90% of antifouling existing active substances have been reviewed (1 existing
substance  is  still  under  assessment  and  the  substance  cybutryn  was  not
approved).  The  biocidal  product  authorisation  phase  is  still  on-going.  Among
approved active substances, 10% are meeting the substitution criteria (1 active
substance).  However,  the  assessment  reports  of  these  active  substances
showed some risks for human health and/or certain environment compartments,
and a specific approach was agreed in 2014 concerning their approval19. 

More stringent environmental regulations around the world, including the ban on
tributyltin by the International Maritime Organization (IMO) in the Convention on
antifouling  systems  have  led  to  the  development  of  other  marine  coatings.
However, these new coatings may still have significant negative effects on fish
and the marine environment in general. 

Several projects were founded by the EU Executive Agency for Competitiveness
and Innovation (EACI – now EASME) via the Eco-innovation Program20. The aim
of the program is to change consumption and production patterns and market the
uptake  of  technologies,  products  and  services  to  reduce  our  impact  on  the
environment.

One of the Eco-innovation projects aimed at developing a substance that would
prevent the settling of the larvae of barnacles and other molluscs to the vessel
hull. This resulted in the approval of medetomidine as active substance under
the BPR. Medetomidine is however considered a candidate for substitution in
accordance with Article 10(1) (d) and 10(1) (f) of Regulation (EU) No 528/2012.

It is interesting to note that the Cordis and Eco-innovation websites display many
results on antifouling paints21. Up to now no detailed analysis took place of these
projects in relation to the availability of biocidal products in the future.

The  Dutch  authorities  will  organise  a  substitution  supply  chain  workshop  on
antifouling systems for recreational boats on 5 October 2018 in Rotterdam. The
purpose  of  the  workshop  is  to  foster  the  adoption  of  safer  alternatives  to
traditionally  used  copper  and  zinc-based  paints.  This  initiative  is  in  line  with
ECHA’s  strategy  to  support  substitution  of  substances  of  high  concerns22.
Therefore, ECHA will disseminate the results.

The Finnish authorities informed that a project on possible alternatives to copper-
based anti-fouling paints for leisure boats was finalised in 2017.

a.iv. In-can preservation (PTs 6 in-can preservatives)

In can-preservatives are used in a variety of goods to reduce the risk of microbial
contamination in the product and increase the shelf-life of the product.

Most  PT06  in  can  preservatives  are  still  under  evaluation  in  the  review
programme. It can be expected that some of them will meet the exclusion criteria

19  CA-March14-Doc.4.2- Final - Approach for antifouling PT21.doc
20  http://ec.europa.eu/environment/eco-innovation/index_en.htm
21  https://cordis.europa.eu/search/result_en?q=antifouling+paint
22  https://echa.europa.eu/regulations/substituting-hazardous-chemicals
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(formaldehyde-releasers),  and  other  are  (strong)  skin  sensitizers  (i.e.
isothiazolinones).

For many years,  downstream users of in-can preservatives  have expressed23

concerns about the possible reduction of the availability of safe preservatives
that might have a negative impact on their ability to adequately preserve their
products and impact their businesses24. Industry has been encouraged to invest
into  R&D  in  order  to  use  safer  in-can  preservatives  currently  approved  or
included in  the review programme, and to  develop chemical  or  non-chemical
alternatives to the active substances identified as candidates for substitution.

Also preservatives are required to control microbial contamination in Research-
Use-Only products (RUOs) and veterinary diagnostics . RUOs are used in the
context of research in the human health and animal health context. Indications
exist that innovation is necessary in RUOs and veterinary diagnostics to ensure
the availability  of  these key products  ensuring  a  high  level  of  human health
or/and animal health.

Search in the Cordis database for preservatives led to more than 10.000 hits. No
analysis took place whether these projects lead to promising alternatives.

a.v. Railway  sleepers  and  poles  (PT08  wood
preservatives)

The main active substance historically used for the treatment of wooden
railways  sleepers  and  poles  is  creosote,  which  is  classified  as
carcinogenic  category  1B  (C1B)  and  persistant,  bioaccumulative  and
toxic (PBT) and very persistent and very bioaccumulative (vPvB). This
active substance was approved for a limited period under the Biocidal
Products Directive, and now meets the exclusion criteria as included in
the BPR. This implies that the active substance should be prohibited on
the EU market unless one of the derogation conditions is met as included
in Article 5 of the BPR. The examination of the renewal of approval of
this active substance is currently on-going. For the treatment of railway
sleepers and poles,  which  are the main uses currently authorised by
Member States, the availability of suitable and sufficient chemical or non-
chemical alternatives will have to be determined. 

The development for chemical or non-chemical alternatives for creosote seems
necessary. 

a.vi. Other possible topics

It  is clear that other innovation needs exist  for biocidal products.  However  to
date, these needs do not seem to require   urgent action (ie. no specific analysis
available showing a lack of availability of effective active substances, or showing
that  most  active  substances  available  for  a  specific  use  are  subject  to
exclusion/substitution, etc.). The following needs  are identified and may need to
be further scrutinised in the future :

23  https://circabc.europa.eu/w/browse/224c50df-d22a-4a29-94f2-e5e85fba280e
24  58th CA meeting of November 2014, 70th CA meeting of March 2017



As regards wood preservation (PT08), innovation and development of new active
substances/biocidal product should not be limited to railway sleepers and poles
but should be extended to all uses of wood preservatives (insecticide, fungicide).
The French authorities intend to prepare an inventory of the products currently
on the market for PT08 use and a prospect of the active substances that could
remain  after  renewal  under  BPR  rules  (possible  alternatives  should  be  also
assessed in this project).

Research and innovation in the group of disinfectants (PT1 to 4) should be a
priority as they are essential in health care. An interesting development is the
contribution  of  the  design  of  health  care  equipment  to  reduce  the  use  of
disinfectants. DE, DK and FI would support such initiative.

b. Commission and international actions relating to the substitution
of chemicals

Apart  from the  Eco-innovation  partnerships  instrument  mentioned  above,  the
Commission has put in place other tools to facilitate support in the substitution of
chemicals  of  concerns.  The  following  paragraphs  briefly  describe  long-term
projects on chemical assessment and substitution managed by ECHA, DG ENV
and EASME. 

b.i. ECHA strategy on substitution

ECHA  issued  in  January  2018  its  strategy  to  promote  substitution  to  safer
chemicals  which  is  linked  to  the  general  EU  priorities  around  the  Circular
Economy  Strategy25.  This  includes  a  priority  on  the  safe  and  sustainable
production and use of chemicals.  

The overall purpose of ECHA’s strategy is to promote substitution within the EU
chemical  industry  in  addition  to  the  stimulus  provided  by  the  EU  chemical
legislation to create a stronger foundation for chemical replacement in the EU.
This will take place through four action areas:

Enhanced networking workshop to initiate cooperation through the supply chain;

Facilitating access to funding and support for innovation;

Further improved access to ECHA data;

Increased  knowledge  in  Member  States  and  downstream  users  to  carry  out
analyses of alternatives.

More  information  on  the  concepts  behind  each  action  and  the  next  steps
envisaged by ECHA are further detailed in the document under the footnote 19.

b.ii. The EASME/COSME project on substitution

The executive agency for Small and Medium-sized Enterprises (EASME) will use
the  COSME  programme26 to  raise  awareness  on  safer  chemicals  along  the
supply  chain  and  stimulate  innovation  among  EU  SMEs  to  improve  their
competitiveness globally.

25 https://echa.europa.eu/documents/10162/13630/250118_substitution_strategy_en.pdf/bce91d57-9dfc-
2a46-4afd-5998dbb88500

26  https://ec.europa.eu/growth/smes/cosme_en
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The  main  objectives  are  to  facilitate  contacts  between  SMEs  interested  in
replacing  substances of  potential  concern  and solution  providers  through the
Partnership  Opportunities  Database  (POD)  and  to  ease  the  transfer  of
knowledge to businesses.

The POD database was originally intended to facilitate exchange of information
on technology transfers and therefore this database will be adapted to cover the
chemical substitution topic. 

The project  is expected to be concluded for the end of 2019. 

EASME has been requested to identify the biocides sector as a priority sector for
the organisation of a matchmaking event where participants will be encouraged
to establish partnerships between users of chemicals and solution providers.

b.iii. LIFE program

The LIFE program27 is  the  EU’s  funding instrument  for  the  environment  and
climate  action.  The  general  objective  of  LIFE  is  to  contribute  to  the
implementation,  updating  and  development  of  EU environmental  and  climate
policy and legislation by co-financing projects with European added-value.

The The Commission has delegated the implementation of several components
of the LIFE programme to the Executive Agency for Small  and Medium-sized
Enterprises (EASME). 

A preliminary search in the LIFE database points to projects exploring ways of
managing  environmental  risks  associated  with  the  use  of  biocides  and
technologies for risk assessment and monitoring. 

The substitution portal (SUBSPORT)28 financed partly by the LIFE programme is
useful to identify possible substance of concerns. A case story database lists
successful examples of substitution of such substances. 

c. Action requested over the longer term

During the discussing of the note in the CA meeting, Member States indicated
actions   to  promote  innovation  and substitution  of  active  substances of  high
concern  in  biocidal  products,  and  areas  where  a  need  for  alternatives  are
identified at national  level.  The information is  summarised in Annex II  to this
document. 

The intention is to update his document in two years. 

Member States, industry and NGOs are invited to :

Participate and contribute actively to the various workshops and possible EU
future  projects  aiming  at  finding  appropriate  chemical  or  non-chemical
alternatives  to  active  substances  of  high  concern  and/or  in  areas  where
innovation is needed.

27  http://ec.europa.eu/environment/life/index.htm
28  https://www.subsport.eu/

https://www.subsport.eu/
http://ec.europa.eu/environment/life/index.htm


Initiate actions or projects aiming at finding appropriate chemical or non-chemical
alternatives  to  active  substances  of  high  concern  and/or  in  areas  where
innovation is needed.

Share expertise and experiences on the identification of breakthrough methods
or  products  that  could  potentially  bring  new  ideas  for  the  developments  of
alternatives to chemical biocidal products.

Start preparing contributions to upcoming public consultations on candidates for
substitution by collecting or generating the relevant information
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ANNEX I  

1. State of play of the review programme of existing active substances per PT on 1st September 2018
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2. NUMBER OF APPROVED   AS UNDER EXCLUSION OR SUBSTITUTION PER PT (COVERING BOTH EXISTING AND NEW ACTIVE SUBSTANCES) ON 1ST SEPTEMBER

2018

These figures must be read in parallel with the graphic above on State of play of the review programme of existing active substances:
indeed, for most of the PT, the evaluation of active substance is still on-going. These figures cover only approved active substances (ie.
both under assessment, and already approved), and therefore do not give a representative view of the status of all active substances

available on the market for most PTs. These figures can however give a representative view only for PTs for which the review is finalised or
almost finalised (ex: PT8, PT14, PT20, PT21). 

These figures also include new active substances which have been approved (ie. outside the review programme).
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(Figu
res may be subject to minor corrections)
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ANNEX II

Summary of the information received after the May 2018 meeting

(1) Members of the expert group were invited to provide information on:

Current research programmes and innovation initiatives on biocides in order to
complete the analysis of the situation with up-to-date information

DK: Measures to promote R&D for sustainable use of biocides are included in
The  Danish  Development  and  Demonstration  Programme  for  Environmental
Technology (MUDP). MUDP is a programme under the Ministry for Environment
and  Food  which  supports  development,  testing  and  demonstration  of
environmentally  efficient  technology,  alternative  construction,  design  and
processes.  It  includes  funding  for  substitution  of  hazardous  chemicals  in
products and processes.

In  the  national  research  programme  for  pesticides  and  biocides  the  Danish
Environmental  Protection  Agency  supports  research  for  strengthening  the
scientific expertise for assessment of pesticides and biocides.  

The  Danish  chemical  agreements  from  2014-17  and  2018-21  include  the
possibility for enterprises to get subsidies if they develop less harmful biocidal
products under the simplified authorisation procedure. So far 200 000 € have
been distributed in 2016 and 2017.

Under the DK biocide management framework, stakeholder meetings are held
twice  a  year.  The  main  purpose  of  these  meetings  is  to  secure  knowledge-
sharing. Stakeholders are also given the opportunity to come up with new ideas,
comment  and  agree  on  different  initiatives  from  the  Danish  Environmental
Protection Agency; e.g. on communication initiatives, initiatives for sustainable
use of biocides, subsidies scheme etc

FI: In 2017, the Finnish Program for hazardous chemicals included a section on
the sustainable use of biocides in order to reduce their environmental and health
risks29 while taking duly into account their benefits for the society.

Integrated  pest  management  methods  is  encouraged  through  targeted
measures, while developing education, training and qualifications. 

Cooperation  between  stakeholders  in  the  development  of  best  practices  and
communications is supported.

The impacts of the measures will be re-examined in 2020.

NL: Safe Chemicals Innovation Agenda. This project aims at identifying research
needs that could support the safe design of chemicals, materials and products
and serve as guidance for R&D policies at the EU and Member State level. 

DE: A proposal for a sustainable use of biocides has been published by UBA
in  2014:  https://www.umweltbundesamt.de/en/publikationen/biocides-approach-
towards-a-sustainable-use

An  important  component  of  a  sustainable  use  of  biocides  are  non-chemical
alternatives and preventive measures to minimise the use of biocidal products to
the minimum necessary. These alternatives and preventive measures can make
an important contribution to  the control  of  pests.  However,  they have to  fulfil
certain  standards  to  be  accepted  as  potential  substitutes  by  users.  This  is

29  http://julkaisut.valtioneuvosto.fi/bitstream/handle/10024/160907/FE_4en_2017.pdf?
sequence=1&isAllowed=y

https://www.umweltbundesamt.de/en/publikationen/biocides-approach-towards-a-sustainable-use
https://www.umweltbundesamt.de/en/publikationen/biocides-approach-towards-a-sustainable-use


especially true for efficacy and animal welfare. For this reason, DE conducted
several  research  projects  to  elaborate  requirements  and  methods  for  the
assessment of those measures and to inform potential user groups

Alternatives for the use of biocides: A research project is currently conducted
to evaluate how non-chemical alternatives could be assessed. Additionally, this
project  contributes to  the UBA-website  www.biozid.info,  where  information on
biocidal products, pests and alternative non-chemical and preventive measures
are distributed for the general public. This project will finish in autumn 2018, a
new project regarding this topic will start soon after. The final report of a previous
project  regarding  the  assessment  of  non-chemical  alternatives  can  be  found
here:  https://www.umweltbundesamt.de/publikationen/pruefung-empfehlung-von-
alternativen-zur-biozid

Trainings in the use of disinfectants: A report on the available trainings and
apprenticeships regarding the use of disinfectants in Germany is available

Alternatives  for  anti-foulings:  information  on  alternative  measures  and  the
local/regional fouling situation were compiled and combined to a supporting tool
for the choice of antifouling products. In addition, a manual on environmental
compatible use of antifouling products on leisure boats will be developed. Both
project outcomes will be published in the near future.

Equipment for the application of biocidal  products:  In a research project,
information on equipment used for the application of biocidal products has been
compiled. In a second step, the equipment type seen as most problematic for the
environment, namely spraying equipment, is currently tested regarding its spray
drift to non-target areas. The results are planned to be published in 2019.

Substitution of biocidal active substances: A research project evaluated the
possibilities to conduct comparative assessment of biocidal products regarding
environmental risks. The final report should be published by the end of 2018.

Use of disinfectants and insecticides in barns: Within this on-going project,
risk mitigation measures for the use of disinfectants and insecticides in barns are
currently  compiled.  Additionally,  a  good practice  will  be  elaborated,  including
possible biocide-free preventive measures. This project will end in 2020.

Procurement and use of biocidal  products in municipalities:  This year,  a
project  will  start  dealing  with  biocides  in  municipalities.  Usages  of  biocidal
products  in  cities  will  be  described.  Possible  non-chemical  alternatives  or
preventive measures will then be proposed. This project will end in 2020.

The possibilities to improve cooperation on national research relating to
biocides

DE would be in favour of such exchange to avoid the duplication of work.  A
possibility  would  be to  organise a database where  all  MS could  record their
research activities.

Their  views on the  priorities  for  research  and innovation  as  set  out  in
section 3.1.

DK, DE, FI supported the COM list. Research on wood preservatives should be
extended to fungicides and not remain limited to insecticides according to the DK
authorities.  Work  on  disinfectantsOther  priorities  could  be  defined  when  the
review program is finalised.

https://www.umweltbundesamt.de/publikationen/pruefung-empfehlung-von-alternativen-zur-biozid
https://www.umweltbundesamt.de/publikationen/pruefung-empfehlung-von-alternativen-zur-biozid
http://www.biozid.info/


DE  strongly  support  the  development  of  guidelines  to  assess  non-chemical
alternatives.  The  absence  of  such  guideline  is  the  main  obstacle  to  the
consideration of non-chemical alternatives during comparative assessment

The usefulness to organise a fact-finding event on:

Current developments of alternatives to biocidal active substances of high
concerns (chemical or non-chemical);

Industry suggested organising an event on PT 6 products. Current developments
in product design to reduce the exposure to biocidal active substances of high
concerns. 

DE reported on its initiative to organise a workshop on non-chemical alternatives
to rodenticides. More similar workshop may be required in the future. It is not
only important to know about the existence of non-chemical  alternatives. It  is
also crucial to develop harmonised criteria for determining whether these non-
chemicals biocides are viable alteratives.  

Current developments in product design to reduce the exposure to biocidal
active substances of high concerns

For Denmark, the hygienic properties of the design of production equipment in
the food sector could be a topic of interest. The objective would be to extend
these  equipments  to  other  areas  of  disinfection  to  reduce  the  use  of  such
biocidal products.

Germany  supports  the  idea  of  organising  a  fact-finding  event  on  the
improvement of product design. The case of the role of spraying device in the
human or environment exposure to biocides was reported. 
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