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Legal base and planning of inspections




S
Legislation

> Regulation (EU) No 528/2012 of 22 May 2012 concerning the making available on
the market and use of biocidal products

> Royal Decree of 4 April 2019 concerning the making available on the market and use
of biocidal products (modified via Royal Decree of 14/07/2024)

> Royal Decree of 10 May 2023 concerning fumigations and defumigations

Market surveillance competences

» Law of 21 December 1998 on product standards aimed at promoting sustainable
production and consumption patterns and protecting the environment, health and
workers (recently amended)

> Royal Decree of 2 July 2014 regulating the implementation of market surveillance
on the application of the Law of 21 December 1998

> Regulation (EU) No 2019/1020 on market surveillance and compliance of
products (obligations for operators and for market surveillance authorities; the
exchange of information; control framework for imported products)
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Competences for market surveillance

The Law on Product Standards determines who can inspect the market (Art 15 81) and how

> Investigative powers (Art 15 §82)

Access, requesting information, seizing information, sampling, analysings, stopping vehicles, etc.
Since 15 June 2023: Mystery shopping competency, subject to conditions (Art 15 §2/1)

> Recording of infringements (Art 15 85 and Art17bis)
Report deemed authentic until proven otherwise

Observation report (Article 17bis) (no penalties, but request for corrective measures)

> Administrative measures (Art 16)
Suspicion of non-compliance: temporary seizure/seals
In the event of a non-compliance
1° Seizure/sealing of non-compliant products
2° Notification of intention to impose corrective measures/voluntary measures

3° Order corrective measures (with or without penalty) - termination of sale; withdrawal; recall; make compliant, etc.
4° Prohibit or restrict the marketing or putting into service of a product

> Penalties (Art 17)
Penalties: depend on the severity of the infringement
Art 17 81: criminal procedure (report sent to public prosecutor)
(.) LS Art 17 82: administrative procedure (report sent to the Legal Department) u
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Inspection planning

4-year strategy (Art. 13 Regulation (EU) No 2019/1020)

A consistent, comprehensive and integrated approach to market
surveillance at all stages of the product supply chain, including imports
and digital supply chains.

 Risk assessment based on danger and the likelihood of infringement.

Annual inspection plan

 Preparation and implementation with the help of the Policy
Department for biocidal products.

« Campaign proposals based on criteria (im{oact on health and the
environment, expert risk analysis, probability of infringement, etc.).
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Inspections

» Routine checks and campaigns (specific product types and sectors)
» Handling complaints
» Sampling and analysis

What type of locations / companies ?

» Manufacturers, authorisation holders
> Sellers (wholesalers, retailers, etc.)

» Users

> Websites (e-commerce)

Targeted checks

» Active search for infringements(<>no checks on all players)
» Going up the supply chain

» Announced and unannounced checks

Collaboration with FA Food Chain Safety, customs, other member states, etc.
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Overview of inspections

2022 - 2023 inspection results

Campaigns: funeral sector, packaging in agri-food,
fumigation

2024 intermediate results

2025 future campaign




Results 2022

1068 inspections

On site Administrative/e-commerce
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At least one non-compliance in +/- 40% of checks
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2022 - Types of checks

instances of non-compliance
Advertising (Art. 72 BPR) For 1068 inspections
Treated articles (Art. 58 BPR)
Registered user (Art. 41)
Registered seller (Art. 40)
Use (Art. 17(5) BPR/Art. 34 RD)
Traceability (Art. 30 RD)
Labelling (Art. 28 RD/Art. 69 BPR)

Authorised biocides (Art. 3 RD/Art. 17...
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Results 2023

968 inspections
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On site Administrative/e-commerce

B non-compliant ctrl B compliant ctrl

At least one non-compliance in +/- 40% of checks

202 Warnings/observation reports
124 Reports

7 Compliance injunctions

3 Market withdrawal injunctions
52 Other documents
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2023 - Types of non-compliance

Advertising (Art. 72 BPR) [kt 61
Treated articles (Art. 58 BPR) |t 60
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Traceability (Art. 30 RD) s 1 47
Labelling (Art. 28 RD/Art. 69 BPR) | /()3

Authorised biocides (Art. 3 RD/Art. 17 BPR) “542
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2023 - Proportion of product types in the inspections
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Funeral sector campaign 2022-2023

« From 2018 on : Consultation with sector, informing them of the legislation, ...

« Only one product authorised as PT22 in 2022 (PT22: Embalming and taxidermist fluids)
« Producers: France, United Kingdom, Spain, Italy and Poland

« Distributors for Belgium are Belgian, French or English
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Biocides in the funeral sector

PT1 PT22 PT2

Mouth disinfection Mouth disinfection Disinfection of premises
Disinfection of staff Cavity treatment

Skin disinfectants + cosmetics
(hands and faces)

Preservation fluids

Blood replacement

Active substances: formaldehyde, quaternary ammonium, alcohol




Funeral sector campaign 2022-2023
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51 investigations
(funeral homes,
retirement homes,
hospitals)

Thanks to the campaign,
this "new" sector was
informed of the legal

requirements

Product types:
PT1/PT2/PT22 and
"medical device"
(PT22 in 24 inspections)

20 authorisation requests
for PT22 products have
been submitted since the
launch of the campaign



Campaign Packaging in the agri-food sector
- 2023

* PT6: preservative for products in storage

* PT12: pulp preservative




Context

- Following an analysis by the Federal Agency for Food
Chain Safety

« manufacturers of paper and cardboard for the food
industry where food may potentially come into contact
with biocides (PT6 and PT12)

 Check that these biocides are used in accordance with
the conditions set out in the authorisation certificate.
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Results of the checks on adhesives

- 33 different adhesives were inspected on the basis of safety
data sheets, technical notices and certifications under Regulation
1935/2004 of 27 October 2004 on materials and articles intended
to come into contact with food.

e 26 adhesives contained biocides : 7 adhesives did not contain
biocidal active substances

« Of the 26 adhesives containing biocidal substances:

« 17 adhesives contained biocidal substances, but without (apparent) biocidal
functions.

- 8 adhesives mentioned a biocidal claim (‘contains a biocidal product’, 'contains a
preservative', etc.) in the safety data sheet or technical data sheet, but do not
clearly state that they are treated articles.

« One adhesive clearly mentioned 'treated article'.
« One adhesive contained formaldehyde (not allowed for this purpose).
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Substances and their concentrations
in hot & liquid adhesives

Substances % found in products
(CAS)

chlorocresol <1%
CAS: 59-50-7

bronopol (INN) >=0.025-<0.25%
CAS 52-51-7

2-methyl-2H-isothiazol-3-one >=0.0015-<0.025%
CAS 2682-20-4

mixture of: 5-chloro-2-methyl-2H-isothiazol-3-one; >=0.0015-<0.0025%
2-methyl-2H-isothiazol-3-one (3:1)

CAS 55965-84-9

benzisothiazol-3-one 0.01-<0.05%
CAS 2634-33-5

Formaldehyde <0.03%

CAS 50-00-0 *

* Formaldehyde (CAS 50-00-0) is limited to use as PT02, PTO3 and PT22; it is not allowed for use in adhesives




Fumigation

« New Royal Decree of 10 May 2023 regulating fumigation and
defumigation, published on 15 June 2023
(Replaces RD of 14 January 1992)

« Use of biocides (PT14, 18, 20) or phytosanitary products
« 65 inspections in 2022: 7 warnings and 7 reports

46 inspections in 2023: 5 warnings and 4 reports

« Problems with database for notifying the fumigations
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2024 - Intermediate results

« 540 inspections from 01/01/2024 to 31/07/2024
200 inspections with at least one case of non-compliance (+/-37%)
« 75 e-commerce checks (twice as many as other years!)

35 checks of sellers of swimming pool products,
25 non-compliant checks

* Checks on treated articles (bedding)
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Campaigns in 2025

* Biocidal enforcement ‘BEF-3'
a European project

« Continuation of running campaigns



BEF-3: Biocidal Enforcement
(EU Forum Biocides ECHA project)

The third harmonised application project, BEF-3, will focus on the quality
\/ of the Summary of Product Characteristics (SPC) and associated
information on the labels of biocidal products.

£ Checks on safety data sheet (SDS) elements and chemical analyses will
o) also be included as part of the project.

e Continuation of BEF-2, 2022, encoding of 79 products for Belgium
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C“ECHA

EUROPEAM CHEMICALS AGENCY

BEF-2 product types inspected
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“ECHA

EUROPEAN CHEMICALS AGENCY

BEF-2 Article 69(2)/national labelling obligations

464 EU biocidal products + 1999
transitional products inspected

=== 455 products did not fully
cover labelling requirements -

non-compliances do not differ much

between EU and transitional
products

Health
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455; 18%

2008; 82%

echa.europa.eu

= Yes, the label fulfils the
labelling requirement

= No, the label does not
fulfil the labelling
requirement

BEF-2 Advertisement - Article 72 of the BPR

Around 130 EU biocidal products inspected

Article 72(1)

77; 61%

= Yes, the sentence is

= Mo, the sentence is

Included

not included

Article 72(3)

14; 11%

118; 89%

= Advertisement is not

misleading

8 Advertisment is

misleading

echa.europa.eu

12
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Conclusion and New Challenges
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Conclusion and new challenges

« High number of inspections in different sectors.

« The level of infringement is quite high, but not representative of the
sectors, as the inspection service actively searches for possible
infringements.

« Online sales are and will remain a major challenge for the inspection
department, requiring ongoing, targeted efforts.

- Improper use of biocides may present health risks.
« Controlling the use is a challenge for the inspection department.
* New tools : Mystery shopping, interrogation techniques.
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Thank you for your attention
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