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VCI Position: Biocides  

REFERENCE PRODUCT IN ACTIVE SUBSTANCE 
DOSSIER 
The authorisation regime for biocidal products under the Biocidal Products Regulation (BPR)1  
is based on a two-stage process: first, the active substance is approved, followed by the 
authorisation of the biocidal products containing that active substance. 
 
The BPR, Annex II for active substances and 
Annex III for biocidal products, sets out in detail 
the information requirements that must be met. 
According to Article 6(1)(b) of the Biocidal 
Products Regulation, an application for the 
approval of an active substance must include a 
dossier for the active substance that meets the 
requirements set out in Annex II, as well as a 
dossier for at least one representative biocidal 
product that meets the requirements set out in 
Annex III. 
 
In practice, the requirement to provide information on a representative product as part of the 
active substance approval leads to considerable effort, duplication of work, unnecessary and, 
in some cases, very time-consuming tests, and delays. The VCI therefore calls for the 
requirement to submit a dossier for a representative product as part of the active substance 
approval to be removed. 

Challenge: Data for a representative product 
A basic distinction can be made between existing active substances and new active 
substances. Whilst biocidal products containing existing active substances are already 
available on the market, this is generally not the case for biocidal products containing a new 
active substance at the time the application for approval of that active substance is 
submitted. The following explains why – regardless of the differing starting points – meeting 
the data requirements for a product dossier poses considerable difficulties for applicants in 
the active substance approval process. 
 
Existing active substances  
There are various players in the biocides industry. In most cases, active substance suppliers 
and biocidal product formulators are different companies. 
 This means that, when applying for approval of an active substance, the applicant 

generally does not have Annex III-compliant data on the available biocidal products of 
various PT.  

 
1 Regulation (EU) No 528/2012  

SUMMARY 
The two-stage authorisation procedure 
ensures a high level of protection. Biocidal 
products permitted to be placed on the market 
in the EU are evaluated on the basis of specific 
data. 
There is no need for an additional evaluation 
of extensive data on products not intended for 
marketing or use during the active substance 
authorisation process.  
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 Even though, in principle, it would be possible to share data from the customer with the 
active substance producer, this does not usually happen, as the information is confidential 
business information. Another reason is that real biocidal products often contain several 
active substances. 

 Applicants for the approval of active substances are therefore obliged to produce dummy 
products exclusively for the application, which are products that will never be placed on 
the market. 

 The tests that must be carried out with these products solely to fulfil the information 
requirements in the active substance application are just as complex and time-consuming 
as those for biocidal products intended for marketing. Whilst many of the properties 
considered in this context are indeed relevant to the use of the biocidal product and are 
given special consideration during formulation, they are completely irrelevant to the 
assessment at the active substance level. Examples of this include long-term storage 
stability and metal corrosivity. 

 

In any case, as of the date of approval, an application for authorisation, accompanied by 
a product dossier that meets the requirements of Annex III to the BPR, must be submitted 
in order to continue marketing the biocidal product containing the corresponding active 
substance. This ensures that a biocidal product can be assessed at short notice, even without 
a representative product being included in the application for approval of the active 
substance.  

 
New active substances  
A prerequisite for placing a biocidal product containing a new active substance on the market 
is a positive decision on an authorisation, which can only be applied for once the active 
substance in question has been approved. 
 Consequently, no biocidal product may be on the market in the EU prior to the application 

for approval of an active substance. 
 Applicants must therefore manufacture a biocidal product for each product type for which 

they apply. A representative product can cover only a very limited range of possible 
applications and formulations and does not include the wide variety of biocidal products 
that can be formulated using the same active substance or substances. 

 Tests carried out for a product dossier on products not intended for subsequent marketing 
are just as complex and time-consuming as those for biocidal products intended for 
subsequent marketing. 

 However, it is only during product development that a formulation is designed which 
focuses on properties such as efficacy or physical characteristics (stability, corrosiveness). 

 The manufacturer of an active substance often does not have the deep specialist 
knowledge required to formulate a biocidal product. 
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Biocidal products containing a new active substance may only be placed on the market after 
the evaluation has been completed, i.e. once authorisation has been granted. An 
application for authorisation, accompanied by a product dossier that meets the 
requirements of Annex III to the BPR, is mandatory for this purpose. 
 

Request  
The requirement to submit a complete dossier for a representative biocidal product as part of 
an application for active substance approval ties up resources and generates unnecessary 
work for industry, the authorities and testing laboratories alike, without adding any value in 
terms of the protection of humans, animals or the environment. The manufacture, testing and 
evaluation of dummy products are disproportionate to the amount of additional knowledge 
gained. The submission of a complete dossier for a representative biocidal product for the 
approval of an active substance contained therein must not be a mandatory requirement in 
the active substance approval process – neither for initial approval nor for renewal. 
Instead, it must be borne in mind that the authorisation procedure for a biocidal product 
always involves a risk assessment that takes into account the exact chemical composition 
and, as far as possible, realistic exposure scenarios for real products intended for the market. 
 
Article 6(1)(b) of the Biocidal Products Regulation should therefore be amended as follows: 

 
An application for approval of an active substance shall contain at least the following 
elements: 
(a) a dossier for the active substance satisfying the requirements set out in Annex II; 
(b) a dossier satisfying the requirements set out in Annex III for at least one 
representative biocidal product that contains the active substance; and 
(c) if the active substance meets at least one of the exclusion criteria listed in Article 5(1), 
evidence that Article 5(2) is applicable. 

 
This would make a significant contribution to avoiding unnecessary and duplicated work for 
both authorities and applicants, simplifying and speeding up processes, and reducing red 
tape, whilst maintaining the existing high level of protection. 
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Contact: Dr. Evelyn Roßkamp 

Department Product Safety 
Division Reseach and Technical Affairs  
 
T +49 (69) 2556- 1962 | E  rosskamp@vci.de 
 
German Chemical Industry Association 
Mainzer Landstraße 55 
60329 Frankfurt, Germany 
 
www.vci.de | www.ihre-chemie.de | www.chemiehoch3.de  
LinkedIn | YouTube | Instagram 
Data protection rules |  Compliance-Guideline | Transparenz 
 
 
 Identification no. in the EU Transparency Register: 15423437054-40 

 The VCI is registered with registration no. R000476 in the Lobbying Register for the Representation of Special 
Interests vis-à-vis the German Bundestag and the Federal Government. 

 
Verband der Chemischen Industrie e. V. (VCI) is Europe’s largest association for chemicals and pharmaceuticals. 
Together with its 22 sector and regional organisations, the VCI represents the interests of around 2,000 member 
companies –from global players to highly specialised small and medium-sized enterprises. With sales of 230 billion 
euros in 2025 and round about 545,000 staff in Germany, the sector ranks among the major drivers of innovation, 
prosperity and future. The VCI works in Germany, Europe and worldwide for a strong chemical-pharmaceutical 
industry of today and tomorrow. 

 

http://www.vci.de/
http://www.ihre-chemie.de/
http://www.chemiehoch3.de/
https://www.linkedin.com/company/verband-der-chemischen-industrie-e-v--vci-
https://www.youtube.com/user/chemieverband
https://www.instagram.com/chemieverband_vci/
https://www.vci.de/datenschutz/datenschutzbestimmungen.jsp
https://www.vci.de/der-vci/compliance-und-transparenz/uebersicht.jsp
https://www.vci.de/der-vci/transparenz/inhaltsseite-transparenz.jsp
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