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The scope of BPR 
 

 Harmonising the market at Union level;  

 Simplifing the approval of active substances and authorization of biocidal products;  

 Introducing timelines for Member State evaluations, opinion-forming and decision-
making;  

 Promoting the reduction of animal testing by introducing mandatory data sharing 
obligations; and  

 Encouraging the use of alternative testing methods. 

  

1. Biocidal product requires an authorisation before placing on the market  

2. Active substances - contained in a biocidal product - must be approved  

According to 
the BPR … 

The Biocidal Product Regulation 



The b.p. authorisation can be extended to other 
Member States by mutual recognition  

The a.s. approval takes place at Union level  
while  

the b.p. authorization is granted at Member State level 

News: BPR introduced the possibility for applicants to apply for a new 
type of authorization at Union level, named UNION AUTHORIZATION 



APPROVAL OF ACTIVE SUBSTANCES 

BPR - A biocidal product containing an active substance can be 
authorized only if that active substance has been approved for the 

relevant product type 

A.s. approval – in brief 
 

1. Assessement by an evaluating Competent Authority (eCA)  
→ 1 year  

2. Evaluation submitted to ECHA’s Biocidal Products Committee for 
the preparation of an opinion → 270 days 

3. Adoption by the European Commission of the a.s. approval  



The approval of an active substance is granted for a maximum of 
10 years 

 

When the a.s. approval expires an application can be re-submitted 
and the approval can be renewable 

Duration of the a.s. approval depends on 
whether or not the a.s. meets: 
 
1. the exclusion criteria (art. 5 – BPR); or 
  
1. the substitution criteria (art. 10 – BPR) 



BPR - active substance meeting the exclusion 
criteria cannot be approved 

Exclusion criteria  
(art. 5 – BPR) 

Exclusion criteria includes 

• carcinogens, mutagens and reprotoxic substances 
(CMR) categories  1A or 1B according to the CLP 
Regulation 

• endocrine disruptors 

• persistent, bioaccumulative and toxic (PBT) substances 

• very persistent and very bioaccumulative (vPvB) 
substances 

Derogations  to the non-approval 

the a.s. is needed due to the public health or public 
interest; 

no alternatives are available.  

Approval of an active substance is granted for a 
maximum of five years 



Substitution 
criteria  
(art. 10 – BPR) 

Substitution criteria includes  substances  

(based on the intrinsic hazardous properties in 
combination with the intended use) 

 Meeting  at least one of the exclusion criteria. 

 Classification as a respiratory sensitiser. 

 Toxicological reference values significantly lower 
than those of the majority of approved active 
substances for the same product-type and use 

 Meeting two of the PBT criteria 

 Causing concerns for human or animal health 
and for the environment even with very 
restrictive risk management measures 

 Containing a significant proportion of non-active 
isomers or impurities.  

 

Objective  is to 
 identify a.s. of particular concern to public 

health or the environment; and 
 ensure the phased-out of these a.s. to be 

replaced by more suitable alternatives over time 



Substitution 
criteria  
(art. 10 – BPR) 

Approval process → eCA identifies that the a.s. is a 
potential candidate for substitution, this piece of 
information is highlighted in the conclusions of the 
evaluation.  

Following to that ECHA launches a public 
consultation in order to prove that no 
alternatives are available and therefore the a.s. can 
be approved.  

Active substances which are candidates for 
substitution will not be approved for more than 

seven years, even in the case of renewal. 

If the active substance meets one or more 

exclusion criteria, it will only be approved for five 
years. 



Substitution 
criteria  
(art. 10 – BPR) 

Biocidal product 

containing the active substance  

 to be subject to a comparative 
assessment at the time of 
authorization; and 

 to be authorized if there are 
no better alternatives 

Active substance 

identified as a candidate for 
substitution 



Harmonised classification key element in the exclusion 
criteria 

 
Biocidal Products Committee (BPC) and the Risk 
Assessment Committee (RAC) cooperation is ensured to 
assess if the a.s. is candidate for substitution 

Substitution 
criteria  
(art. 10 – BPR) 

ECHA Biocidal Products Committee in cooperation with 
other Expert Groups  

PBT properties 
 
BPC and ECHA PBT expert group cooperate to decide if 
an a.s. is a candidate for substitution 



APPROVAL OF ACTIVE SUBSTANCES 

Existing active substance 
 

« a substance which was on the market 
on 14 May 2000 as an active substance 

of a biocidal product for purposes 
other than scientific or product and 

process-orientated research and 
development » 

New active substance 
 

 « a substance which was not on the 
market on 14 May 2000 as an active 
substance of a biocidal product for 
purposes other than scientific or 
product and process-orientated 
research and development » 

Biocidal Products Regulation 



Existing active substance 

The legislations… 
 
BPD – The existing active substances which were accepted to be examined in the RP were 
those which were identified as such and for which a notification was accepted, as set out in 
Annex II to Commission Regulation (EC) No 1451/2007 
 
BPR – The detailed rules for the RP, adapted to the provisions of the BPR, have been set up 
in the  Regulation (EU) No 1062/2014 (Review Programme Regulation, RPR) 
 

Review Programme  
 

Review Programme (RP) is a work programme established for the examination of 
existing biocidal active substances at EU level.  

 
RP was set up by the European Commission under the Biocidal Products Directive (BPD) and 
continues under the Biocidal Products Regulation (BPR). 



The RPR … 

 Defines the role for ECHA;  

 Sets out procedures on how to join or replace a participant in the Review 
Programme by mutual agreement; 

 Sets out procedures on how to withdraw as a participant; 

 Sets out procedures on how to take over the role of participant in certain 
situations;  

 introduces the possibility to add substance/PT combinations to the RP, under 
certain conditions. 

The Review Programme is foreseen to be completed  
by 2024. 





EVALUATION PROCESS 

& 



https://echa.europa.eu/regulations/biocidal-products-regulation/approval-of-active-substances/bpc-opinions-on-active-substance-approval 

European Commission includes approved active substances in the Union list of approved active substances 
(formerly Annex I of Directive 98/8/EC).  

Biocidal Products Committee opinions of the approved active 
substance approval 



ECHA  
 

Biocidal Products Committee  & Working Groups 

ECHA is an agency of the European Union. Its role is to help Member 
States in implementing the chemical legislations for the benefit of 
human health and the environment as well as for innovation and 
competitiveness. ECHA also supports companies to comply with the 
EU legislations. 



Biocidal Products Committee 

Mission is to prepare opinions on… 
 
 Applications for approval and renewal of active substances; 
 Identification of active substances which are candidates for substitution; 
 Applications for inclusion in Annex I (low risk substances, i.e., food additives, weak 

acids, pheromones); 
 Applications for Union authorization; 
 Scientific and technical matters concerning mutual recognition; 
 Any other questions related to risks to human or animal health or the environment, 

or to technical guidance. 

Composition 
 
Each Member State is entitled to appoint one member and an alternate member to 
the BPC for a renewable term of three years. Applicants may participate in BPC 
discussions. 

The final decisions are taken by the 
European Commission 



Working Groups of the Biocidal Products Committee 

The Working Groups (WG) support the BPC with the preparation of its 
opinions and contribute to the harmonization of risk assessment under the 
BPR. 

Four permanent Working Groups have been established by the BPC, each of them 
dealing with a specific part of the biocidal risk assessment: 
 Working Group - Efficacy 
 Working Group - Analytical Methods and Physico-chemical Properties 
 Working Group - Human Health 
 Working Group - Environment 

Composition 
 
WGs consist of core members and flexible members, advisers may accompany 
members to meetings. 



Ad hoc Working Groups of the Biocidal Products Committee 

In addition to the permanent WGs, four Ad hoc Working Groups support the 
BPC and its permanent WGs 

The following Ad hoc WGs have been established: 
 
 Ad hoc Working Group - Human Exposure 
 Ad hoc Working Group - Assessment of Residue Transfer to Food 
 Ad hoc Working Group - Environmental Exposure   
 Ad hoc Working Group – Microorganisms 

Composition 
 
Ad hoc WGs do not differentiate between core members and flexible members. In 
contrast to the WGs, the Ad hoc Working Groups carry out work on a continuous basis 
throughout the year, mainly by electronic exchanges or virtual meetings. 



Working procedure for active substance approval  

The document establishes the standard procedures for 
the peer review process of biocidal active substance 
evaluation 
 
According to the BPR, the opinion on the a.s. approval 
should be submitted by BPC to the COM within 270 
days from the submission of the eCA conclusions. 

Therefore, WP provides… 
 a descriptions of the steps to be taken during these 

270 days of the peer review process.  

https://echa.europa.eu/documents/10162/4221979/bpc_working_procedure_active_substance_en.pdf/3a35e75d-7c08-4c87-b501-8c24f0081dde  

Therefore, the steps considered in the WP start from 
the eCA submitting the Competent Authority 
Report (CAR) until the dissemination of the 
finalized opinion of the BPC. 

https://echa.europa.eu/documents/10162/4221979/bpc_working_procedure_active_substance_en.pdf/3a35e75d-7c08-4c87-b501-8c24f0081dde
https://echa.europa.eu/documents/10162/4221979/bpc_working_procedure_active_substance_en.pdf/3a35e75d-7c08-4c87-b501-8c24f0081dde
https://echa.europa.eu/documents/10162/4221979/bpc_working_procedure_active_substance_en.pdf/3a35e75d-7c08-4c87-b501-8c24f0081dde
https://echa.europa.eu/documents/10162/4221979/bpc_working_procedure_active_substance_en.pdf/3a35e75d-7c08-4c87-b501-8c24f0081dde
https://echa.europa.eu/documents/10162/4221979/bpc_working_procedure_active_substance_en.pdf/3a35e75d-7c08-4c87-b501-8c24f0081dde
https://echa.europa.eu/documents/10162/4221979/bpc_working_procedure_active_substance_en.pdf/3a35e75d-7c08-4c87-b501-8c24f0081dde
https://echa.europa.eu/documents/10162/4221979/bpc_working_procedure_active_substance_en.pdf/3a35e75d-7c08-4c87-b501-8c24f0081dde
https://echa.europa.eu/documents/10162/4221979/bpc_working_procedure_active_substance_en.pdf/3a35e75d-7c08-4c87-b501-8c24f0081dde
https://echa.europa.eu/documents/10162/4221979/bpc_working_procedure_active_substance_en.pdf/3a35e75d-7c08-4c87-b501-8c24f0081dde
https://echa.europa.eu/documents/10162/4221979/bpc_working_procedure_active_substance_en.pdf/3a35e75d-7c08-4c87-b501-8c24f0081dde


Task number 

Type of task to be 
accomplished 

Responsible of the 
task & Timing 



The fixed timing for each step is provided in the separate document 
“Timelines for the peer review of active substance evaluations”.  

https://echa.europa.eu/documents/10162/4221979/revised_timeline_as_app_en.pdf/ba57583d-b081-4b6e-8632-3d8a5bfe0028 

Step number in the 
WP 

Type of task to be 
accomplished 

Timing 



Thank you for the 
attention! 


