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Legal basis
Main RD
4 APRIL 2019. - Koninklijk besluit betreffende het op de markt aanbieden en het 
gebruiken van biociden
http://www.ejustice.just.fgov.be/cgi_loi/change_lg.pl?language=nl&la=N&table_name=w
et&cn=2019040431

4 AVRIL 2019. - Arrêté royal relatif à la mise à disposition sur le marché et à l’utilisation
des produits biocides
http://www.ejustice.just.fgov.be/cgi_loi/change_lg.pl?language=fr&la=F&cn=2019040431
&table_name=loi

PS: The previous RD (8 May 2014) was cancelled at the same time (= In force 3/5/2019)
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http://www.ejustice.just.fgov.be/cgi_loi/change_lg.pl?language=nl&la=N&table_name=wet&cn=2019040431
http://www.ejustice.just.fgov.be/cgi_loi/change_lg.pl?language=nl&la=N&table_name=wet&cn=2019040431
http://www.ejustice.just.fgov.be/cgi_loi/change_lg.pl?language=fr&la=F&cn=2019040431&table_name=loi
http://www.ejustice.just.fgov.be/cgi_loi/change_lg.pl?language=fr&la=F&cn=2019040431&table_name=loi


Related RD
13 NOVEMBER 2011. - Koninklijk besluit tot vaststelling van de retributies en 
bijdragen verschuldigd aan het Begrotingsfonds voor de grondstoffen en de 
producten
https://www.ejustice.just.fgov.be/cgi_loi/change_lg.pl?language=nl&la=N&cn=2
011111309&table_name=wet

13 NOVEMBRE 2011. - Arrêté royal fixant les rétributions et cotisations dues au 
Fonds budgétaire des matières premières et des produits
https://www.ejustice.just.fgov.be/cgi_loi/change_lg.pl?language=fr&la=F&cn=20
11111309&table_name=loi
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Legal basis BE

https://www.ejustice.just.fgov.be/cgi_loi/change_lg.pl?language=nl&la=N&cn=2011111309&table_name=wet
https://www.ejustice.just.fgov.be/cgi_loi/change_lg.pl?language=nl&la=N&cn=2011111309&table_name=wet
https://www.ejustice.just.fgov.be/cgi_loi/change_lg.pl?language=fr&la=F&cn=2011111309&table_name=loi
https://www.ejustice.just.fgov.be/cgi_loi/change_lg.pl?language=fr&la=F&cn=2011111309&table_name=loi


Registration procedure
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Limited vs. Full evaluation
As per RD 4/4/2019, possible (and thus not limitative) indications 
can be:

• 1° history of the biocide involved, for example a negative advise;
• 2° a substantiated complaint against the biocide concerned, against a very similar 

biocide or against a group of biocides to which the biocide in question belongs;
• 3° an incompatibility between the classification and labeling and the intended use;
• 4° scientific literature data, a report from the poison control center or a designation 

from another Member State that may indicate a potential danger to humans or the 
environment of the biocide concerned or of a substance that it contains;

• 5° scientific literature data, a report from the poison control center or a designation 
from another member state that demonstrate an objectified microbial resistance.
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Experiences
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Note: Data up to 7/8/2024
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Experiences
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Note: Data up to 7/8/2024
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Experiences
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Note: Data up to 7/8/2024
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Experiences
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Note: Data up to 7/8/2024

BE
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Experiences                                             
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Note: Data up to 7/8/2024
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Summary
• Dossiers

• Worst case was estimated at ± 2000 dossiers for renewal/prolongation of 
transitional biocides
• 1220 (≈61%) dossiers have been submitted
• 39 (≈3,2%) of them have been selected for full evaluation

• Overall, the request for voluntary early submissions was well respected
• Dossier management

• 2,5 temporary FTE were hired, supported by 0,5 FTE of the permanent team
• Overall, good and active communication between DM and IND

• Observations
• IND was triggered to reflect on whether to submit a request for products 

without any remaining commercial interest (~ cost of yearly retribution)
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Project “Extension of the Review 
Programme” – transitional biocides

BE
Note: Data up to 7/8/2024



Summary
• Observations (cont.)

• The submission of renewal/prolongation dossiers triggered IND to submit 
(forgotten?) change dossiers to amend their product registrations 
• E.g. change of CLP, use and/or composition; discrepancy between identical and 

reference product registration; etc.
• Special focus

• Transition all transitional biocides, not subject to a BPR art. 89(1) extension, 
to the “BE-REG”-format to harmonise

• Compliance with the CA-June23-Doc.4.9-Final_rev1 document, regarding the 
presence of potentially misleading terms in biocidal product trade names
• BE CA decision to implement this CA-doc at the prolongation/renewal stage for 

existing products, and immediately for any new transitional products.
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Project “Extension of the Review 
Programme” – transitional biocides
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Summary
• Special focus

• Rectify any remaining post-Brexit issues
• E.g. registration holder and/or BPR art. 95 producer in UK

• Start the implementation of the Royal Decree of 10/05/2023 regulating 
fumigation and degassing
• Clear mention on the registration certificate that the product is concerned by this 

RD
• Dietary risk management

• Implementation of default risk mitigation measures, clearly mentioned on the 
registration certificate, if the product’s use could pose a risk.

• However, if a dietary risk assessment had previously shown the absence of such a 
risk, the default risk mitigation measures were obviously not set.
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Project “Extension of the Review 
Programme” – transitional biocides
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Legal basis
14 JULI 2024. – Koninklijk besluit tot wijziging van het koninklijk besluit van 4 april 2019 
betreffende het op de markt aanbieden en het gebruiken van biociden
https://www.ejustice.just.fgov.be/mopdf/2024/08/13_1.pdf#Page18

14 JUILLET 2024. – Arrêté royal modifiant l'arrêté royal du 4 avril 2019 relatif à la mise à 
disposition sur le marché et à l'utilisation des produits biocides
https://www.ejustice.just.fgov.be/mopdf/2024/08/13_1.pdf#Page18
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Upcoming important changes to national 
legislation

BE

https://www.ejustice.just.fgov.be/mopdf/2024/08/13_1.pdf#Page18
https://www.ejustice.just.fgov.be/mopdf/2024/08/13_1.pdf#Page18


Most important changes for IND – as from 01/01/2025
• Art. 2

• Clarification that a biocide may only be made available on the market and 
used if it has a still valid authorisation/registration. Furthermore, this may 
only be done in accordance with the uses and conditions granted in the 
authorisation/registration and provided the expiration date (EXP date) of 
the product itself has not yet expired.

• Art. 27
• Obligation for the authorisation/registration holder to:

• inform its distributors and all persons to whom they sell directly of the use/sell-
out periods (= period of grace) of their biocides;

• inform, on simple request and free of charge, its distributors, all persons to 
whom they sell directly and users of a biocide about the methods for the 
proper disposal of the biocide and its opened or unopened packaging.
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Upcoming important changes to national 
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Most important changes for IND – as from 01/01/2025
• Art. 9

• Any granted registration may be re-examined at any time.
• The existing list of arguments in the RD is no longer limitative.

• Art. 10
• Dossiers for administrative changes and new identical products can be 

submitted up to 3 months prior to the approval date of the (last) active 
substance for the relevant product-types.
• Scientific changes remains 6 months prior and new non-identical products 1 year 

prior!
• Art. 36

• Update of the dossier requirements for registrations (= Annex 1 of RD).
• Most important: a draft risk assessment in which the effects and properties 

mentioned in Art. 5 of the RD are assessed.
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Upcoming important changes to national 
legislation
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Most important changes for IND – as from 01/01/2027
• Art. 22

• Amendment of the BE specific requirements regarding labelling of a biocide
• Trade name, SOCs, and quantity of product must be on the label.
• Trade name + authorisation number must (also) be clearly visible and near each 

other on the front of the label.
• Biocides not having a CLP-classification must be labelled in NL and FR, yet for the 

DE version of the label the reader may be referred to a publicly viewable label.
• Biocides having a CLP-classification must be labelled in NL, FR and DE. However, 

the reader may be referred to a publicly viewable label for the label elements 
covered by art. 17(1) (a), (b), (c) and (h) of the CLP-regulation on the DE part of the 
label.
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Upcoming important changes to national 
legislation

BE



Most important changes for IND – as from 01/01/2027
• Art. 23

• Restriction on advertisement
• By default, advertisement is only possible for biocides covered by an 

authorisation/notification/registration, incl. the use(s) for which it is advertised.
• As an exception to this, advertisement is also prohibited for all uses of a biocide 

which were granted solely for the general public user, providing that the 
respective biocide has a danger score ≥ 4 (cf. §7 of your BE certificates).

• Requirements when advertising
• In addition to the already existing requirements (laws on advertisement, BPR), the 

advertisement must also mention trade name and authorisation number.
• If the advertisement is disseminated through a communication technique that 

provides limited time for the display of information, certain timing minima 
apply.
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Upcoming important changes to national 
legislation

BE



Thank you for your attention!
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Further information
Belgian Biocides website

www.biocide.be

BE

http://www.biocide.be/
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Workload overview
Status of ongoing dossiers (as from 01/08/2024) 

22

Submission 
year # dossier Status Remarks

2018 1 On hold Assessment reopened for an article 75(1)(g) 
procedure

2021 5 5 near 
completion 

• PT 14 RNL delayed due to discussions 
around the comparative assessment 

• PT 19 : product dossier containing active 
substance data

2022 16 Ongoing One closed

2023 9 Ongoing One closed (RNL light evaluation)

2024 6 Ongoing Still waiting for 5 dossiers 

EU



Workload overview
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NA-APP, UA-APP, SA-APP and renewals only (as from 01/08/2024)
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Workload overview
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Workload overview
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EU

Several reasons for the variability in the number of dossiers receveid per
year :

• Unpredictability about the approval date of active substances

• Change of schedule from the applicants (e.g. need more time to
perform studies)

• Choices made by us to make sure we have the appropriate resources
taking into account the rest of our tasks



Workload overview
To keep in mind, we are also evaluating Competent Authority
for active substances
Number of dossiers in terms of active substance / product
type combinations :

• 9 applications ongoing, 4 of them being renewals

• 3 more are expected in 2025, one new active substance and
two renewals
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EU regulations – revision ongoing
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Revision of several EU regulations for product authorisations are
ongoing :

• Regulation (EU) No 492/2014 on the renewal of authorisations of
biocidal products subject to mutual recognition

• Regulation (EU) No 414/2013 on same biocidal products

• Regulation (EU) No 354/2013 on changes of biocidal products

EU



EU regulations – revision ongoing
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• Revisions are done in parallel considering the interconnection between
the regulations

• No final decision yet (as of 01/08/2024)

• The objective is to address the issues of interpretation of the text and
practical implementation raised by Member-States and stakeholders

• This exercise also helps identifying items for the REFIT of the BPR
planned for 2025 following the postponement of the review
programme

EU



EU regulations – revision ongoing
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Outlines :
• Make sure that same biocidal products remain identical to the reference product

while preserving market access for the smallest companies, who benefit from this
procedure

• Clearly define what is considered as authorized under the same terms and conditions
through mutual recognition and therefore can be renewed together

• Reduce the administrative burden, e.g. avoid that several applications with different
timelines can be submitted at the same time

• Some procedures are not clearly described, e.g. :
o Same biocidal product via simplified authorisation
o Renewal of same biocidal products, including when the reference product was authorized via

mutual recognition
o Change for products authorized via the simplified procedure

EU



Renewals – clarifications
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Scope of product authorisation renewal :
• Only in the same terms and conditions of the current authorisation
• Additional elements normally covered by a change application not

allowed
• Changes to the authorisation would have to be sought by the

authorisation holder by means of an application for changes after
the renewal of the authorisation is granted

EU

New CA document : CA-June24-Doc.4.7

https://circabc.europa.eu/ui/group/e947a950-8032-4df9-a3f0-f61eefd3d81b/library/8ea2679e-34f3-4598-a12d-2ae98dd102e5/details


Two new documents provided by the coordination group :

(1) Criteria to choose full evaluation in the context of renewal
of national authorisation

(2) Guidelines for applicants on submission of applications of
renewal of National authorisation

31

• CG-62-2024-10 AP 14.1
• CG-62-2024-11 AP 14.2

Renewals – clarifications EU

https://webgate.ec.europa.eu/s-circabc/sd/d/e4b5f93c-619f-4ce9-8e32-128d9bcc9fd8/CG-62-2024-10%20AP%2014.1%20Criteria%20to%20choose%20full%20evaluation%20in%20the%20context%20of%20NA-RNL_vf.pdf
file:///C:/Users/hjy/Downloads/CG-62-2024-11%20AP%2014.2%20Guidelines%20for%20applicants%20on%20submission%20of%20applications%20of%20NA-RNL_vf.pdf
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The applicant must submit :
• All information required under article 20 of the BPR

generated since the first authorisation or previous RNL

EU

Not for the purpose of requesting a change covered by article 50 
of the BPR, for example : 

Efficacy study to add a new target organism

New efficacy study because of a new guidance

Renewals – clarifications
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The applicant must submit :
• A draft summary of the product characteristics (SPC)
• The assessment of whether the conclusions of the last

assessment remain valid, if not it must be clear what is not
valid anymore, why, and what are all the consequences

For example :
new efficacy guidance → new efficacy studies → higher
application rates → is the product still safe for Human Health
and Environment ?

EURenewals – clarifications
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Consolidated Product Assessment Report (PAR) :

• The PAR for the renewal needs to be consolidated with all
previous authorized changes, no addendums. The history table
shall reflect everything (first authorisation, changes, renewals)

• The applicant can provide the consolidated PAR for the renewal
itself, otherwise the receiving Member-State should prepare it
→ When the applicant considers that the conclusions of the last

assessment are not valid anymore, we ask the applicant to provide the
consolidated PAR since it already provides the correct way to present the
information

EURenewals – clarifications
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IUCLID file :
• All information shall be submitted in the IUCLID file

• New approach : it is recommended that the applicant
submits a consolidated IUCLID file with all information from
all previous applications

• The applicant must make clear what is new
→ We recommend to include a separate document with the list of
new information

EURenewals – clarifications
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• It is the applicant’s responsibility to show that the conditions of
article 19 are still fulfilled

• The receiving Member-State (recMS) decides whether there is a
need for a full evaluation

• This decision is taken at the time of validating the application and
cannot be changed afterwards

• In case of doubt, the recMS shall choose the full evaluation

EURenewals – clarifications
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Criteria to harmonise the decisions between Member-States

At least one of the following conditions = full evaluation :

• Re-assessment needed based on new guidance (including new
version of existing guidance or new interpretation)

• New requirements (e.g. Endocrine-Disruptors)
• Relevant change in the list of endpoints of the active substance(s)

• New information on any substance in the product with an impact
on the product assessment

EURenewals – clarifications



New guidance – bees 
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Guidance on the assessment of risks to bees from the use of biocides

• Scope : Insecticidal mode of action (i.e. PT18) outdoor, spray and 
manure applications. May still be applicable for other products if 
relevant exposure 

• Not applicable to biocidal active substances dossiers in the review 
programme

• Applicable to active substances and products dossiers, submitted as
from 1st February 2026

EU

New CA document about applicability : 
CA-March24-Doc.7.3

https://echa.europa.eu/documents/10162/2324906/guidance_on_assessment_risks_to_bees_from_biocides_en.pdf
https://circabc.europa.eu/ui/group/e947a950-8032-4df9-a3f0-f61eefd3d81b/library/14bc238a-9929-4b9b-9f58-3700659c7a8d/details


New guidance – water treatment 
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Guidance document on the impact of water treatment processes on residues
of active substances or their metabolites in water abstracted for the
production of drinking water

• Scope : all PTs with emissions to surface water and/or groundwater and when
it is expected that the recipient water body is a drinking water source

• not applicable to biocidal active substances dossiers in the review
programme

• applicable to active substances and products dossiers, submitted as from 1st

April 2026

EU

New CA document about applicability : 
CA-June24-Doc.7.2

https://www.efsa.europa.eu/en/efsajournal/pub/8194
https://www.efsa.europa.eu/en/efsajournal/pub/8194
https://www.efsa.europa.eu/en/efsajournal/pub/8194
https://circabc.europa.eu/ui/group/e947a950-8032-4df9-a3f0-f61eefd3d81b/library/0c904047-6742-4f85-9a1f-44d357dbc10f/details


Thank you for your attention
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Further information
Belgian Biocides website

www.biocide.be

EU

http://www.biocide.be/
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