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VCI position on  

BPR EVALUATION: FIVE KEY DEMANDS 

 

Summary:   

Placing on the market and use of biocidal products in the EU are regulated by the 
Biocidal Products Regulation (EU) No. 528/2012 (BPR). Its aim is to improve the 
functioning of the internal market. At the same time, it aims to ensure a high level of 
protection for human and animal health and the environment. In accordance with the 
precautionary principle, particular attention is paid to protecting vulnerable groups.  
The chemical industry expressly supports these objectives.  
 
In an initial assessment in 2021, the VCI considered the BPR and the two-stage 
evaluation procedure described therein to be a suitable instrument for ensuring that 
products placed on the market and used are both safe and effective as well as for 
achieving harmonised standards across Europe.1 We pointed out weaknesses in 
implementation and called for the rapid and complete implementation of the BPR, 
including the finalisation of the review programme.  
Unfortunately, the weaknesses identified have not been remedied in recent years, but 
contrary have even been aggravated. The review programme has been extended for a 
further five years, additional information requirements for dossiers have been introduced 
in order to cover new aspects, fees have been increased and existing options such as 
the authorisation of product families, changes of authorisations or same biocidal 
products authorisations are being increasingly restricted. 
  
As a result, reality is becoming increasingly contrary to the objectives of the BPR. 
Suitable biocidal products are no longer available for certain important applications, or it 
is becoming apparent that they will soon be unavailable, putting current health and 
environmental standards at risk. Meanwhile, market distortion continues to increase due 
to a lack of efficiency.  
The revision of the Biocidal Products Regulation (BPR) is urgently needed to 
ensure efficient procedures, practical assessments and innovation-friendly 
framework conditions, thereby creating consistency between regulation and 
practice.  
 
The five key VCI demands are further specified in the background (from page 3). 

  

 
1 https://www.vci.de/themen/chemikaliensicherheit/biozide/biozidprodukte-verordnung.jsp  

https://www.vci.de/themen/chemikaliensicherheit/biozide/biozidprodukte-verordnung.jsp
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1. Simplification and streamlining of procedures 

The current implementation of the authorisation procedures leads to considerable 
delays and market distortions. Clear deadlines and reliable transitional periods for the 
application of guidance are needed to increase efficiency. Procedures must be 
harmonised and mutual recognition strengthened. This should be supported by the 
appropriate application of the "one substance, one assessment" (OSOA) principle.  
 

2. Strengthening the risk-based approach 

Approvals must not depend solely on hazard classifications. Risk assessments must be 
realistic and based on practical scenarios and concerted worst-case assumptions. A 
consistent strengthening of risk assessment is urgently needed in order to create 
certainty and prevent unnecessary losses of active substances and products. 
 

3. Integration of environmental and socio-economic benefits 

In addition to material risks, the positive contributions of biocidal products – for example, 
to public health and sustainability – must be taken into account. A holistic approach and 
consideration of the benefits of products should systematically be incorporated in the 
authorisation process. 
 

4. Ensuring competitiveness and economic independence of the EU 

High regulatory barriers jeopardise the availability of active substances and security of 
supply in Europe. Relocation of production abroad weakens resilience. In addition to 
planning security, the protection of confidential business information is an important 
factor considering investment in the EU. Legal deadlines must therefore be coordinated 
and approval periods extended. 
 

5. Foster innovation 

Innovations, and SMEs in particular, suffer from the complexity and length of 
procedures and from a lack of data protection. Existing concepts such as "product 
families" or "same biocidal products" must be maintained and need to be implemented 
in a suitable manner. Fast-track procedures, tonnage-dependent requirements and 
targeted support for products of public interest are necessary to enable innovation. 
 
Only with reform along these lines the BPR can achieve its objectives while 
ensuring competitiveness, health protection and sustainability. 
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Background:  

 
The following specifications address the different aspects in detail, provide guidance on 
what needs to be urgently considered in the revision of the BPR, and make concrete 
suggestions for improvement. 
 

1. Simplification and streamlining of procedures under the BPR 

 

  Streamlining of processes 

  The BPR and its implementation must become practicable. A better cost-benefit 
ratio in the authorisation procedure is required. To this end, all processes should 
be streamlined and accelerated, and the authorisation procedures should be 
implemented pragmatically. 

  The two-stage authorisation procedure for biocidal products (active substance 
approval and product authorisation) leads to considerable delays. Deadlines are 
regularly exceeded, resulting in products remaining on the market for years under 
transitional arrangements without BPR authorisation, while other products 
containing different active substances and/or used in other product types have to 
go through the procedure several times. This leads to market distortions and 
undermines confidence in regulation and implementing bodies.  

  In the event of delays, greater transparency would be required, e.g. under the 
leadership of the ECHA. The approval phases described in the BPR are too short 
and lead to a heavy workload. They should be extended, taking into account 
previous experience and the capacities of the evaluation authorities, so that 
compliance with the deadlines becomes realistic.  

  Greater involvement of other Directorates-General (e.g. DG GROW) and expert 
commissions in decision-making processes is advisable. In addition to DG 
SANTE, other DGs, e.g. DG GROW, should be involved in Commission decisions 
making under BPR, e.g. the approval of active substances, as is the case under 
REACH. This would allow better consideration of overarching interests and the 
stated objectives of the European Commission. 
 

  Use of already performed assessment and appropriate data 

  Even if new products are very similar to existing products, they must still go 
through the entire approval process. Products that have a similar formulation and 
similar areas of application and whose applications were submitted at around the 
same time are sometimes evaluated completely independently of each other. This 
can also be observed in cases where the product is similar to the reference 
product specified in the approval. The evaluation process must become more 
efficient in order to reduce the workload for both industry and authorities. 

  Biocidal products that correspond to an active substance, i.e. consist exclusively 
of an active substance, should benefit from simplifications. 

  When applying new guidelines and data requirements, consideration should be 
given to whether the existing data is already sufficient for the evaluation or at what 
point the new requirements should be taken into account in order to provide 
clarity.  
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  Reduced evaluation effort for products without classification: It should be 
questioned whether biocidal products that do not meet any classification criteria 
under the CLP Regulation need to undergo a full evaluation procedure. Data 
requirements and scope of evaluation as for simplified authorisation should be 
sufficient in these cases.  
 

  Improved development and implementation of guidelines 

  Requirements and guidelines change during ongoing evaluation processes. 
Complexity is constantly increasing due to the continuous revision of guidelines. 
Thus, dossiers that were originally complete become incomplete during the 
process. This results in additional costs and uncertainties for companies, as well 
as further delays in the evaluation. Once a dossier has been submitted and 
deemed complete in the completeness check, existing data requirements and 
guidelines should remain in place until the end of the evaluation, provided there is 
no specific risk. New scientific findings should only be taken into account during 
renewals processes. The influence of other regulations should be minimised.  

  The pre-submission meeting should establish binding agreements. Therefore, no 
changes to the information requirements should be made during ongoing 
procedures. New requirements should only be considered after a reasonable 
period of time. 

  The experience of industry and testing institutes should be taken into account 
when developing guidelines. Where available, relevant standards should be used 
when assessing effectiveness.  

  Deadlines must be respected by all parties involved. If legally binding deadlines 
are not met by the authorities, even though the applicant has provided all the 
required information, status as approved or authorised should automatically be 
granted, allowing use as long as no decision is made that would lead to the 
revocation of this approval or authorisation in accordance with Article 48 of the 
BPR due to safety-related aspects. 
 

  Consideration of assessments from other areas of law 

  The principle of "one substance, one assessment" (OSOA) builds the basis of a 
comprehensive assessment. This principle should be strengthened in order to 
avoid duplicate assessments. 

  Co-formulants may not be re-evaluated under the BPR authorisation process. 
These substances are already regulated under the REACH Regulation. 
Substances of concern may be included on the candidate list and their uses can 
be restricted. 

  There must be trust in other chemical assessments. Requirements from other 
areas of law, such as hazard communication under the CLP Regulation, should be 
recognised and the introduction of additional regulatory instruments should be 
questioned. 

  Multiple assessments in different areas of law lead to duplication of work, higher 
costs and delays. Data meeting requirements of other areas, such as 
pharmaceuticals, should be accepted. Coordinated evaluation enhances 
transparency, acceptance and confidence in the procedures.  
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  Amendment of periods for approval, authorisation, and renewal 

  Renewal must be deferred and the focus placed on the initial assessment to end 
the review programme. Existing approvals and authorisations should therefore 
remain in place without renewal at least until the initial assessment under the BPR 
has been completed for all active substances. The renewal process for a product 
should only be started after the renewal of an active substance has been granted. 
Until then, the authorisation of the products should continue to apply. 

  Shorter approval periods for active substances and biocidal products, e.g. due to 
stricter classification under CLP, lead to faster expiry of approvals and an increase 
in renewal applications. This results in a backlog of applications and further 
market distortion. Approval and authorisation periods must be sufficiently long to 
ensure that deadlines are met and duplication of work is avoided.  

  Renewals should still not lead to a complete re-evaluation of the data already 
known. Instead, the evaluation must be limited to newly submitted studies. The 
need for additional studies should be clearly communicated as soon as possible 
after completion of the initial evaluation so that applicants have sufficient time to 
carry out the required investigations by the submission deadline. This targeted 
limitation would significantly speed up the process for all parties involved. At the 
same time, it would enable reliable cost planning and increased legal certainty for 
applicants and authorities. 

  Active substance approval and biocidal product authorisation are limited in time 
and the processes are not coordinated. This leads to uncertainty and delays when 
new information from parallel procedures is to be discussed and taken into 
account during an evaluation. It is essential that the processes are better 
coordinated. 
 

  Harmonisation between Member States 

  Harmonisation shall be strengthened and mutual recognition between Member 
States must be improved. 

  Mutual recognition should be a formal process that can be completed by a 
national authority within a few weeks. Neither sequential nor parallel procedures 
should result in a re-evaluation of the product by the recognising national 
authority. Where necessary, specific requirements should be agreed between 
Member States at an early stage. 

  Union authorisation should allow a biocidal product to be marketed immediately 
throughout the European Economic Area. It should be possible for all product 
types and products.  

  The ECHA should/could take on a central role and be involved earlier in the 
processes and in the evaluation of active substances and, if necessary, of 
products (UA, MR), too. It should also take on tasks within the meaning of OSOA 
as a harmonising institution. In addition, it could also act as an evaluating 
authority or as an "arbitration body" in the event of differences of opinion between 
applicants and authorities. This would avoid referrals and allow differences to be 
clarified at an early stage.  
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  Legal clarity and clarification of borderline cases 

  The scope of the BPR is imprecisely worded (Art. 2 BPR) and leads to numerous 
borderline cases that are difficult to understand in practice. There are also 
overlaps with other legal regulations. In particular concerning applications that are 
already covered by other special regulations (detergents, medical devices, 
medicinal products, cosmetics, food additives), the scope of the BPR should be 
questioned.  

  Many terms are defined in the definitions (BPR, Article 2). Further explanations 
are provided in guidelines. Observation: There are a number of terms that are 
used in different regulations and laws – including within chemical law – but have 
different definitions. Under the BPR, terms should be defined clearly and 
comprehensibly. Under different regulations, the same terms should have the 
same meaning. 
 

Demands 

1. Consistently apply the OSOA principle ("one substance – one assessment") to avoid 
double work. 

2. Ensure data security and protection of confidential information beyond 2025 

3. Clearly define the applicability of guidelines, establish reliable information 
requirements for dossiers, make pre-submission meetings mandatory 

4. Ensure efficient authorisation processes, including harmonisation, mutual 
recognition, clear distribution of roles and process control 

5. Select sufficiently long approval and authorisation periods, with renewals focused on 
new data 

6. Revise Article 2 of the BPR to clearly define the scope and harmonise definitions 
across all areas of law 

 

2. Strengthening the risk-based assessment approach 

  Article 5 of the BPR describes which active substances should not be authorised, 
and Article 19 lays down the conditions that must be met for biocidal product 
authorisation. The authorisation of products with certain properties is prevented or 
restricted by directly linking CLP and BPR. A revision of BPR should therefore 
omit a description of exclusion criteria and risk assessment should be 
strengthened as a central criterion.  

  Overly conservative scenarios and added worst-case assumptions lead to 
unrealistic risk assessments. The risks used for assessment must be based on 
realistic scenarios. The range of applications within a product type must also be 
taken into account where appropriate. It would be useful to define a few 
reasonable worst-case scenarios in the area of health and the environment. 
These should be agreed and reviewed by a panel of experts comprising 
representatives from ECHA, national authorities and industry. An approach based 
on approximations may also be helpful. Once a worst-case scenario has been 
established, it should be possible to approximate realistic specific scenarios. 
Cumulative approaches must be realistic.  

  The current hazard-based approach can lead to certain applications not being 
classified as safe despite contradicting experiences. This is compounded by the 



Page7 of11 

fact that the final harmonised classification of an active substance is not always 
predictable for the applicant, as additional data that is not part of the BPR-dossier 
may be used. This creates considerable uncertainty regarding the future use and 
availability of many active substances. There is a risk that approval of substances 
or authorisation of products may be refused on the basis of their intrinsic 
properties, even though the risks are manageable when used properly.  

  At the active substance level, we do not consider it necessary to take 
representative products and efficacy into account. A purely risk-based 
assessment that leaves open the possibilities for use in biocidal products 
would speed up the processes. Risk assessment and consideration of 
exposure should only be carried out in the authorisation procedure. 

  In a holistic approach, the necessary diversity of modes of action for resistance 
prevention should be taken into account. 

 

Demands 

1. Consistently strengthen the risk-based approach; exclusion criteria should be 
eliminated 

2. Define realistic scenarios, avoid overly conservative worst-case calculations 

3. Ensure uniform, predictable harmonised classification 

4. Omit the consideration of a representative product at the active substance level 

5. Take into account the diversity of mode of action in the assessment process 
 

 
 

3. Integration of environmental and socio-economic benefits 

  The assessment process focuses almost exclusively on risks, while benefits such 
as contributions to climate protection (through extended service life and use 
phase, as well as the use of sustainable raw materials), sustainability and public 
health are not taken into account. 

  Biocidal products significantly contribute to maintaining hygiene standards, 
preventing waste and thus also protecting resources. This benefit compared to 
biocide-free alternatives should be given greater consideration in the assessment. 

  A holistic approach should weigh up risks and benefits equally. In doing so, it 
should be taken into account with foresight that harmful organisms and product 
availability can vary. Forward planning should be carried out and taken into 
account in the implementation of the BPR and in the assessment of active 
substances and biocidal products.  

  Socio-economic and ecological benefits should be systematically integrated into 
the assessment of the range of uses in order to enable broad availability of active 
substances and innovations at product level. Restrictions at active substance 
level, such as the limitation of user categories or generic concentration limits, 
constrain opportunities for innovation. Enabeling the use of an active substance to 
all product types would improve the range of options.  

  Target organisms and mode of action: In the decision-making process, it should 
be taken into account that a sufficient number of active substances must be 
available in order to achieve the various protection objectives. Risk assessment 
should therefore also consider the different modes of action to avoid resistance.  
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  The simplified authorisation procedure for substances with a favourable profile 
should be further expanded. The analysis of alternatives and the socio-economic 
analysis should be integrated into the approval procedure.  

  Communication rules should be revised so that positive properties (e.g. 
biodegradability) can be claimed. 

 

Demands: 

1. Systematically include benefit aspects in the assessment process 

2. Consider socio-economic and ecological benefits in the range of uses 

3. Establish a holistic approach: weigh risks and benefits equally 

4. Expand simplified approval procedures for substances with a favourable profile 

5. Allow positive product characteristics to be communicated 
 

 

4. Ensuring competitiveness and economic independence of the EU 

  High regulatory hurdles and delays are leading to production being relocated 
abroad. Many new active substances and biocidal products are now only being 
submitted for authorisation outside the EU. This is reducing supply security within 
the EU, which weakens resilience and increases economic dependencies.  

  With the loss of active substances, the spectrum of efficacy is narrowed. Key 
applications such as disinfection and wood preservation are jeopardised. The 
reason for loss is often economic: high investment costs, complex rules and 
uncertainties in the process. Planning security is absolutely essential. Extending 
the validity periods of active substance approvals and authorisations would 
improve planning security and at the same time significantly reduce the burden on 
industry and authorities.  
In this context, the introduction of a new annex for strategically necessary active 
substances without applicant support would also be conceivable.  

  Article 55 allows for exceptions. The pandemic in particular has shown that the 
derogations in Article 55(1) of the BPR enable a rapid response to crises. This 
exception made it possible, for example, to secure the supply of disinfectants.  

  An exemption under Article 55(3) allowes the use of nitrogen to protect cultural 
heritage in museums. Now, the number of exemptions granted is high. It gives the 
impression that exemptions are increasingly becoming the rule, thereby 
undermining the regular authorisation procedure based on data and risk 
assessment. The possibility of exemptions must remain in place so that a quick 
response to unforeseen events and crises stays possible. Nevertheless, regular 
authorisation must always be the preferred route. To ensure this, it is important to 
make authorisation procedures practicable. 

  The aim of the BPR was to support fair contribution to costs in data sharing. BPR 
instruments for data sharing (Articles 60, 62, 95) only work if data protection is 
guaranteed. The expiry of data protection at the end of 2025 is causing enormous 
uncertainty among data owners. New data for existing active substances must 
also be protected beyond the end of 2025. In addition, difficulties arise when 
access is acquired to data that was not originally collected for the application 
under the BPR. The expiry of data protection must not lead to existing contractual 
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arrangements between data users and data owners regarding which information 
may be used and in what context becoming unenforceable. 

  Data protection periods should primarily depend on the publication of the active 
substance approval or the granting of authorisation. In addition, existing 
contractual arrangements and provisions from other areas of law (REACH, plant 
protection products, etc.) should be taken into account when accessing and 
publishing data, and uniform regulations for data protection and sharing should be 
created throughout Europe. 

  In Union authorisation and in SPC, detailed information on manufacturers, active 
substance suppliers and production sites is made publicly available. Some of this 
information, such as suppliers and production sites, is considered by the chemical 
industry confidential business information. Information to be published with the 
authorisation should be limited to essential aspects relevant to environment and 
health. Supply chains and production sites should not be disclosed. Necessity of 
disclosure: The publication of information on suppliers and production sites in the 
authorisation should be questioned as a matter of principle.  

  Discrepancies between deadlines (e.g. for the sale of biocidal products vs. the 
import of treated articles vs. the sale of treated articles/ Articles 89 and 94 BPR) 
create additional uncertainty. The deadlines should therefore be harmonised. It is 
also important to set logical deadlines. Deadlines for the sale and use of active 
substances and biocidal products should be coordinated with the possibility of 
placing treated articles on the market. If it is possible to place treated articles on 
the market within the sale or use deadlines for the biocidal product, 
disposal/waste is avoided.  

  Enforceability of rules is necessary. Existing regulations must be implemented 
fairly. Enforcement is necessary to ensure that actors who comply with existing 
obligations are not disadvantaged. 

 

Demands: 

1. Ensure planning security through longer validity periods for approvals 

2. Protect confidential business information and data protection beyond 2025 

3. Streamline Europe-wide regulations for data protection and data sharing  

4. Standardise deadlines for sale and use 

5. Consider enforceability and strengthen enforcement 
 

 

5. Enabling successful innovation 

  The complexity, duration and costs of authorisation and changes inhibit 
innovation.  

  Approvals/authorisations must ensure a sufficient number of active substances for 
different target organisms and modes of action in order to prevent the 
development of resistance.  

  The hurdles for approval or authorisation are very high. Due to the complexity of 
the regulation and the high data requirements, companies need an enormous 
amount of regulatory expertise to meet the requirements of the BPR. In particular 
small and medium-sized enterprises hardly can meet these requirements due to 
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limited workforce. For many of the active substances, biocidal products and 
applications currently available on the market, no application for authorisation has 
been submitted and is unlikely to be submitted by the end of the transition period. 
These products will disappear from the market or are already unavailable today.  

  It is very likely that the number of market participants will decrease. This will 
reduce competition, product diversity and innovation. Many products are 
disappearing from the market even though they are socially necessary. 

  The concepts of product families, authorisation of same products and changes 
are becoming increasingly restricted. Consequentely, innovation is slowed 
down and diversity is reduced. Additional strain is placed on the capacity of 
authorities and applicants. 

  An extension of the authorisation, for example by adding individual target 
organisms or application methods, should be permitted within the framework of 
renewals.  

  Changes should already be possible once a complete dossier has been submitted 
for evaluation. The possibility of improvements should not only be given via a 
change after authorisation has been granted. 

  The authorisation of biocidal product families must be a feasible option. This is the 
only way to ensure that certain niche products remain available and that small and 
medium-sized enterprises, which are often specialised, can continue to exist. 
Changes in the concepts of BPF and the same- d conditions of use, which have 
led to significant limitations, should be reconsidered.  

  The way should be paved for simplified procedures. Provisional authorisations 
should be strengthened and the authorisation of products that can be granted 
under the conditions of a reverse exemption should be made more predictable. 
For provisional authorisations in accordance with Article 55(2) of the BPR, 
staggered data requirements should be imposed. For applicants seeking to 
improve existing products through modifications, provisional authorisation should 
be a common route, as it should be for products with new active substances. 

  In addition, the possibility of an accelerated process should be established, e.g. 
for very similar products. An accelerated procedure could also be applied to 
products that have already been evaluated outside the EU. Analogies drawn from 
already approved active substances could lead to simplifications in procedures for 
chemically related active substances but should not be an automatic process. In 
addition, lower data requirements for small tonnages, with long-term studies only 
included at a later stage, would have a positive effect. The possibility of 
provisional authorisation based on a reduced set of requirements should be 
introduced. Further data for a final evaluation would then have to be submitted 
within a realistic timeframe (e.g. 5 years). 

  The depth of the data requirements should depend on the (expected) market. This 
would strengthen the availability of niche products and promote innovation, for 
which there is usually only a small market in the early stages. A minor use concept 
with reduced requirements and simplified procedures, as in plant protection, could 
promote the availability of innovations and niche products. 

  Exceptions for transition periods: In the event of regulatory changes, e.g. 
regarding the usability of co-formulants, it should be taken into account that 
certain changes require more time. More time should be allowed for this, e.g. to 
replace substances. SMEs in particular often do not have the capacity to respond 
to changed conditions at short notice. When approving existing active substances, 
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a longer period should be possible after justification. Exemptions should be 
added. With its concept of product families, the authorisation of same products, 
changes of products and mutual recognition, the BPR already offers instruments 
that can make things easier for smaller companies and authorities.  

 

 

Demands: 

1. Create conditions that promote innovation 

2. Enable provisional authorisations and accelerated procedures 

3. Design practical concepts for product families, "same products" and "changes" 

4. Introduce market- and risk-based adjustment of data requirements 

5. Reduce time to market, make extensions flexible 
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