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ABOUT A.I.S.E

85% are 

SMEs
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DETERGENTS AND CLEANING PRODUCTS
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Biocidal products (BP)

for A.I.S.E members:

• A.I.S.E members who are active in the 

biocides sector are mainly formulators of 

biocidal products: 

• Disinfectants (PT1-5)

• Insecticides and repellents (PT18-

19)

• Most A.I.S.E members are "downstream 

users" of preservatives (PT6)
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BPR: OPPORTUNITIES AND EXPECTATIONS

• High level of protection: positively perceived by the 
industry, as it would increase user confidence in 
biocidal products

• Harmonisation: new processes, clear and binding 
deadlines => rationalise and harmonise the approval 
of BP and create new market opportunities
• Union authorisation

• Mutual recognition

• "Same biocidal product"

• Biocidal products family

• Simplified authorisation procedure
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“The purpose of this Regulation is to improve the functioning of the internal market through the harmonisation of the rules on the making available on 

the market and the use of biocidal products, whilst ensuring a high level of protection of both human and animal health and the environment. ”

Article 1 of the BPR
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STUDY ON THE IMPLEMENTATION 

OF THE BPR
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• Joint project of A.I.S.E. and Biocides for Europe

• Full analysis of the regulation and of its implementation

• Identification of the weaknesses, strengths and 
opportunities

• Regulatory/technical and judicial aspects

• Based on facts:
• Industry survey 

• Interviews

• The survey and a report were commissioned from ERM, 
with support from Fieldfisher
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INDUSTRY SURVEY
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• Supply chain: members of A.I.S.E, Biocides for Europe and 
downstream users organisations
• Manufacturers of active substances (AS)

• Formulators of BP

• Manufacturers of treated articles

• Users of BP

• Different parts of the survey: 
• Company information

• Market information

• Regulatory perspective

• Future perspective

• Innovation 

• COVID-19
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PARTICIPATION IN THE SURVEY
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Covering all user categories

~ 50 Downstream Users
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PARTICIPATION IN THE SURVEY
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MAIN CONCERNS IDENTIFIED BY THE SURVEY 

RESPONDENTS 
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Series of Fact sheets:
“Analysis of the BPR and its 

implementation

An industry reflection”
Supported by references:

to the Commission report
pursuant to Art. 65 of the BPR*

and
to the report on 

‘Fact-finding missions’**

* COM(2021)287 final. Report from the Commission to the European Parliament and the Council on the implementation of Regulation (EU) No 

528/2012 of the European Parliament and of the Council concerning the making available on the market and use of biocidal products

** Overview report of a series of fact-finding missions on biocides in EU member states 2017-2018
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COMPLEXITY
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• Legal aspect: 
• BPR amended just after its approval

• Many additional texts (implemented/delegated acts)

• Coexistence of the BPR and of national regulations*

• Guidance: 
• For some areas there is no guidance

• No overview - scattered guidance and information 

• Borderline/scope issues:
• Overlap with other regulatory frames (i.e. cosmetics, medical 

devices)

• Definition of the product type

• Treated articles or biocidal products 

Recommendations:

• Centralise in one document previous decisions on borderline questions and 
scope issues (cf. former Manual of decisions).

• Provide an overview of all guidance needed to prepare an AS or BP dossier.

* Until the AS review programme is completed.



© A.I.S.E. 2022 – www.aise.eu

MOVING GOALS
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• Gaps in guidance and the need for additional clarification are constantly identified 
(complexity of the BPR). 

• Delays in AS approval and BP authorisation increase the likelihood that guidance 
and data requirements will change during the evaluation phase. 

 New or updated guidance applied to dossiers that were already submitted, in 
the middle of or towards the end of the evaluation. 

Identified in the survey as one of the main concerns of the industry - Has an impact on fair competition conditions, decreases the predictability and is a 

delay factor.

Recommendations:

• “New guidance should not be applied to on-going applications ("do not evaluate yesterday’s 

work with today’s standards")”. - Report on fact-finding missions

• Inquire about best practices of other relevant regulation  (Plant Protection Products 

Regulation, REACH) 
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DELAYS
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Although clear legal deadlines for AS approval and BP authorisation are mentioned in the BPR, one of the main problems identified in the Commission's 

report about BPR implementation was also confirmed in the survey. Business feedback points to delays in all ongoing processes.
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DELAYS
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• Lack of resources and/or expertise in some Member 

States (MS), which leads to a concentration of 

workload in a few MS

• Complex technical questions during evaluations

• New and/or additional requirements identified and 

applied during evaluations 

• In some cases, poor communication between MS and 

applicants

• Market freeze

• It is difficult for companies to 

define and implement 

marketing strategies or to 

invest in R&D .

• No fair competition conditions.

Recommendations:

• Increase the resources in the MS and make up for the lack of expertise in some MS, for example 

through training, more support from ECHA in order to make sure that the workload is equally shared 

between the 27 MS.

• New requirements should only apply to new submissions.

• Improve communication between evaluating competent authorities and applicants
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LACK OF HARMONISATION
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• The BPR includes mechanisms and processes for 
harmonisation but deviations are possible through referrals 
during mutual recognition for example.  

• The MS have different levels of resources and expertise => 
different evaluation outcomes. 

• Different interpretation and implementation of guidelines, 
different understanding of how guidelines are 'binding', 
differences in data requirements

The harmonisation goal of the BPR is not met because MS do not apply it in the same way.

Chart data sources: CA-Dec20-Doc. 4.17. referrals to CG-Art 35 BPR;

S-CIRCABC Biocides Coordination Group "record of agreements"  

Recommendations:

• Increasing the expertise in all MS will allow them to trust each other's work.

• Analyse the reasons for referral in order to identify improvement measures for harmonisation.
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FAIR COMPETITION CONDITIONS
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• Complexity => differences in the 

interpretation and implementation of 

the guidelines and data 

requirements => different risk 

assessment results, including risk 

management measures and/or 

restrictions.

• Lack of harmonisation and delays

One of the main aims of the BPR is to guarantee fair competition conditions.

Even though the BPR sets a clear legal frame, there often is a distortion of competition between businesses and geographical areas because of the

complexity, the delays, the coexistence of the rules of the Biocidal Products Directive and of the BPR, which makes it possible for the MS to follow their

own national rules instead of the harmonised decisions.

Market distortion

Recommendations:
• The authorities should focus on finalising the AS review program. It 

would also reduce the complexity and delays in other BPR processes.
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LACK OF PREDICTABILITY
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• The outcome of the evaluation process is uncertain. This uncertainty jeopardises the commercial 
viability of the request and holds innovation back

• Making business plans and following them is a challenge for the companies.
• For example: because of the delays in the AS review program, it is difficult for companies to develop a clear 

strategy in order to support their product portfolio (e.g. keeping a consistent product line and investing in workforce 
and plants).

The lack of predictability due to the implementation of the BPR is one of the main concerns identified in the

industry survey.

Recommendations:

• Improve the work programme of the BPC for AS approvals: making longer 

term forecast (e.g. 3 years) and ensuring that the deadlines will be 

respected would help the companies to better plan the registration of their 

BP and to define a clearer marketing strategy.

• The lack of predictability is the result of many different problems. Solving 

one problem in isolation will not suppress unpredictability. Following all 

recommendations of this series of Fact sheets is a good start for solving 

this problem.

Delays

Moving 
goalposts

Non 
harmonised 

approach

Complexity

Lack of 
predictability
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INNOVATION
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• Long delays before marketing 
• The market opportunities and the demand are very dynamic.

• Generally BP containing new AS cannot be marketed before the AS is approved and the 
BP is authorised.

• Complexity and lack of predictability: 
• Moving goals - lacking and changing guidelines

• Deadlines cannot be predicted because all processes are delayed.

• Adverse environment
• All-hazards approach 

• Inacceptable risk has become "zero risk".

• Late return on investment.

Recommendations:

• Lack of innovation is the result of many problems. Following 

all recommendations of this series of Fact sheets is a good 

start for removing some innovation obstacles.

 For instance making implementation less complex will reduce 

the number of delays and make the deadlines and the review 

outcomes more predictable.
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RECOMMENDATIONS
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• Lack of innovation is the result of many problems. 

Following all recommendations of this series of Fact 

sheets is a good start for removing some innovation 

obstacles.

 For instance making implementation less complex will 

reduce the number of delays and make the deadlines and 

the review outcomes more predictable.

• Centralise all previous decisions on borderline questions and scope 
issues (cf. former Manual of decisions) in one document

• Provide an overview of all guidance needed to prepare an AS or BP 
dossier.

• Improve the work programme of the 

BPC for AS approvals: making longer 

term forecast (e.g. 3 years) and 

ensuring that the deadlines will be 

respected would help the companies 

to better plan the registration of their 

BP and to define a clearer marketing 

strategy.

• The lack of predictability is the result 

of many different problems. Solving 

one problem in isolation will not 

suppress unpredictability. Following 

all recommendations of this series of 

Fact sheets is a good start for solving 

this problem.

• Increase the resources in MS and make up for the lack of 

expertise in some MS, for example through training, more 

support from the ECHA in order to make sure that the 

workload is equally shared between the 27 MS.

• Improve communication between evaluating competent 

authorities and applicants

• Analyse the reasons for referral in order to identify 

improvement measures for harmonisation.

• “New guidance should not be 

applied to on-going applications 

("do not evaluate yesterday’s work 

with today’s standards")”

• Inquire about best practices of other 

relevant regulation (Plant Protection 

Products Regulation, REACH). 
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PUBLICATION
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• Report and Fact Sheets published on the websites of 

A.I.S.E. and Biocides for Europe

https://www.aise.eu/newsroom/aise-news/aise-biocides-for-europe-recommendations-for-improving-eu-access-to-biocidal-products.aspx
https://www.biocidesforeurope.org/publication/bpr-assessment-report/
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PRESENTATION TO THE AUTHORITIES 

COMPETENT FOR BIOCIDAL PRODUCTS
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• A.I.S.E. & Biocides for Europe presented the project's 

findings and recommendations at the CA meeting on 

March 15th. 

• Invitation to read the report and the Fact Sheets.

• Call for feedback from Member States: questions, 

suggestions, interest in working together on improvement.

• Request for follow-up discussion at next meeting.

• COM and ECHA welcomed the report and commented 

on some aspects
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THANK YOU FOR YOUR ATTENTION
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