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In situ generated biocidal products

l.  Presentation of updated regulatory procedures following discussions at
the 107™ meeting of the Competent Authorities

* General framework and objectives e Case classification
* Definitions and terminology » Data requirements and conditions
* Practical implementation principles * Roles of the parties involved

ll. Feedback: Nitrogen generated from ambient air

* Cultural heritage protection * Nitrogen generated from ambient air
* Nitrogen and BPR * SMA in Europe
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. Presentation of regulatory
procedures




General framework & objectives

* General framework:
* Authorisation management for in situ generated biocides

e Document from the meeting of the Competent Authorities (CA-July19-Doc.4.1-Final) (last reviewed: 107" meeting
of the Competent Authorities - March 2025)

* Documents drawn up by the MS and the EC with the support of ECHA
*Version 6: regularly amended, reflecting developments in discussions and practices

* Key objective: to ensure consistent and pragmatic application of biocides legislation for in situ generation
systems

* Objectives:

* Clarify how to authorise biocidal products when the active substance or biocidal product is generated directly at
the place of use

* Define the various potential scenarios (system classification)
* Provide guidance to the CAs and industry to avoid differences in interpretation

* Address practical difficulties: determining what constitutes a biocidal product, expected content of the dossier, role
of precursors, place of technical devices




Definitions & terminology

In situ generated active substance:

* Definition: an active substance generated directly ACTIVE SUBSTANCE GENERATED
at the place of use, potentially from one or more IN SITU
precursors

It includes the main active substance and
impurities resulting from the reaction or process
(by-products, unconsumed precursors, etc.)

* Special features: no storage or transport, but
immediate production and use

Precursor A

* Example: Active chlorine generated from sodium Precursor B Generated
chloride by electrolysis AS
(NaCl)




Definitions & terminology

In situ biocidal product - 1%t paragraph (Art. 3(1)(a) BPR):

* Definition: substance or mixture supplied to the BIOCIDAL PRODUCTS GENERATED

user and intended to generate an in situ AS IN SITU

* Example: two solutions (NaBr and NaClO) 5

assembled to generate active bromine NaBr NaClO Active
bromine

* The making available on the market has a clear
biocidal purpose

* Consequence: this mixture is considered to be a
biocidal product and must be authorised as such
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Definitions & terminology

In situ biocidal product - 2" paragraph (Art. 3(1)(a) BPR):
ACTIVE CHLORINE GENERATED IN SITU

* Definition: substance or mixture not supplied to the

user for biocidal Use FOR POOL DISINFECTION
Electrolysis

* The making available on the market does not have Acti bl

any clear biocidal purpose BEIVE ahlerine
— —> p =

* Example: table salt (used for water softening) P

converted by electrolysis into active chlorine for TABLE SALT

disinfecting swimming pools (used for

water softening)

* Consequence: the precursor here is not authorised
as a biocide -> the biocidal product to be authorised
is the generated AS itself




Definitions & terminology

* Precursor:
* Definition: substance or mixture used to generate the AS
* Must meet technical specifications established at the time of the approval of the AS.

* May be a biocidal product in itself (e.g. solution formulated to generate an AS), or a commodity substance
(e.g. salt, air, water)

* The technical compliance of precursors must be demonstrated in the dossier

* Device:
* Definition: equipment or technology for in situ generation reaction
* Examples: electrolysers, ozone generators, UV lamps

* The device is not authorised as a biocide - but its functioning directly influences the composition of the AS
generated

* The device parameters (pH, temperature, flow rate, duration) must be described in the dossier




Definitions & terminology

* |n situ generation system (IGS) :
* The IGS includes:

*the precursor(s),

Generated
AS and
*the operating parameters, ' lmpUI'ItIeS

*the generated AS and its impurities.

* The authorisation must cover the entire system, not only
the AS

* The SPC must specify the conditions and components of
the IGS to ensure safe and compliant use

Operating
parameters




Practical implementation principles

* Pragmatic approach: * Role of norms and standards :
*Need to avoid a proliferation of dossiers that could paralyse the * Use of technical standards (ISO, EN) to demonstrate
system compliance
*Essential harmonisation between Member States to prevent * Establishing technical equivalence between precursors
regulatory divergences (Art. 54 BPR)
* Flexibility required to integrate new data or technological * Potential use of national standards in the absence of
innovations international standards
e Balance between health/environmental protection and economic *Importance: ensuring consistent quality and facilitating
continuity checks

* Capitalisation on the work carried out during AS approval process: ¢ Typical IGS cases:

*Upon AS approval, a representative product has already been *4 main categories of in situ generation systems
evaluated (precursors, conditions, AS generated) « Objectives of this typology:

*This data must be reused at product authorisation stage « Determine what constitutes the biocide to be

*\With the purpose of avoiding duplication, saving time and cutting authorised

costs * Harmonise dossiers between Member States

*The new feature is processed only if it was not covered in the AS « Provide applicants with a clear reference framework

stage




Case typology

Case study 1 - mixing precursors without any device:

* Description: the AS is generated by simply mixing two (or more)

precursors.
BIOCIDAL PRODUCTS GENERATED

* Biocidal product = the mixture of precursors as supplied to the IN SITU

usetr.

* Example: active bromine generated by combining NaBr and + N

NaClO

* Characteristics: NaBr NaClO Active

*no technical device required bromine

e authorisation only possible if the precursors are packaged
together

e variations in composition covered by a family (BPF)




Case typology

Case study 2 - precursor(s) used with a device:

* Description: a formulated precursor is introduced into a device
that produces the AS

* Biocidal product = the precursor placed on the market, not the
device

> DK
Active
Electrolysis  bromine

* Example: electrolysis of sodium bromide (NaBr) to generate
active bromine

* Characteristics:
*the device strongly influences the concentration generated
evariable parameters: temperature, pH, water hardness,
initial composition, etc.

*The authorisation covers a range of concentrations of AS
produced



Case typology

Case study 3 - catalyst generating free radicals:

* Description: a substance or mixture containing a catalyst is sold

with a biocidal intention
The catalyst, activated by an energy source (UV, heat), generates

free radicals

* Biocidal product = the catalyst or mixture marketed
Hydroxyl
radicals

* Examples:
* photocatalytic paints generating hydroxyl radicals

* catalytic powders incorporated into polymers
* Specificity: the catalyst is the authorised biocidal product, not

the AS generated
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Case typology

Case study 4 - non-biocidal precursors:

* Description: the AS is generated from substances not supplied
for a biocidal use (e.g. salt, water, air, etc.)

* Biocidal product = the AS generated, not the precursor or the
device

* Examples:
*Ozone generated from ambient air

* Active chlorine generated from sodium chloride by
electrolysis

*Nitrogen generated from ambient air

* Specificity: the device is not authorised -> only the AS
generated is authorised

Ry



Data requirements and conditions

* Regulatory basis: * Specific data to be provided at MA stage:
* Article 19 BPR: safety and efficacy requirements * New uses not evaluated upon AS approval
e Article 20 BPR: information requested in the dossier * Analyses proving that precursors comply with set standards
e Annexes I, Ill, VI to BPR specify the data to be * Device data (parameters, technical standards)
provided e Precise information for biocidal product families: min/max
* Need to cover all elements of the IGS system, not only ranges, risk and efficacy profiles
the AS generated

*Data from AS approval: * Gap management:
*Upon AS approval, a representative product is * Case: new precursor or concentration outside the range
evaluated evaluated at the time of approval
* Available data: precursor composition, generation * Obligation to submit a new specific evaluation

parameters, AS characterisation * Example: generation of active chlorine from an acid not

*This data should be reused -> avoid redundant initially evaluated
assessments during marketing authorisation application
stage

W




Roles of the parties involved

* Precursor / device suppliers:

Greater ease in taking on responsibility for submitting a marketing authorisation
application

* End users:

May become holders if no supplier takes the initiative

e National authorities:

Must inform and raise awareness among stakeholders
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ll. Feedback

Nitrogen generated from
ambient air - Heritage protection
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Cultural heritage protection

What are the techniques used for treating
cultural heritage?

Types of
support
i ’ Chemical treatments by Ta rg et SPECieS 2
Dynamic or a8 fumigation

Duration of 3
local chemical treatment

treatments




Nitrogen and BPR

2 types of “nitrogen” according to the BPR:
* Nitrogen (bottled)

* Nitrogen generated from ambient air (from in situ nitrogen generator) [Case study 4]

* Included in Annex | on * Included in Annex | on
1st September 2013 N 6 May 2024

e Several products used for
insecticide purpose
(PT18)




In situ generated nitrogen

Historical background

* Nitrogen generated from ambient air was not initially included in the review programme:
* Could not therefore be subject to the transitional period

* However, it had been used illegally and routinely as part of heritage protection for many years

* Confusion between the 2 active substances: Nitrogen &
Nitrogen generated from ambient air (in situ nitrogen)

* Guidance on in situ active substances still under discussion

* Lack of knowledge in heritage protection regulations
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In situ generated nitrogen

Derogation under Article 55(3) BPR
allowing the authorisation in
France of nitrogen generated in
situ for the protection of

cultural heritage.

The BPR allows derogations for heritage
protection purposes

Article 55:

3. By way of derogation from point (a) of Article 19(1), the
Commission may, by means of implementing acts, allow a
Member State to authorise a biocidal product containing a
non-approved active substance if it is satisfied that that active
substance is essential for the protection of cultural heritage and
that no appropriate alternatives are available. Those imple-

menting acts shall be adopted in accordance with the advisory

procedure referred to in Article 82(2). A Member State wishing
to obtain such a derogation shall apply to the Commission,
providing due justification.

Obtaining the derogation
15 allowing the use of in situ
‘B nitrogenin France

July, 2020

Until 31 Dec 2024

The Commission may allow a MS to authorise
a biocidal product containing a non-approved
AS for heritage protection purposes

* Ifthe AS is essential for that purpose
e If no appropriate alternatives are available
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In situ generated nitrogen

Derogation under Article 55(3)

BPR allowing the authorization in
France of in-situ generated
nitrogen for the protection of
cultural heritage.

Submission of an
15 July 2020 4 . .

B application  for  the
inclusion of in situ
generated nitrogen in

4 april 2022

Annex |
Derogation on the grounds of protecting non-
permanent heritage The International Council on Monuments and Sites and the International
Council of Museums funded the studies and the drafting of the dossier for
Need to obtain approval for in situ generated the inclusion of in situ generated nitrogen in Annex | to the BPR

nitrogen or inclusion in Annex | to the BPR
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In situ generated nitrogen

Derogation under Article 55(3)
BPR allowing the authorization in

France of in-situ generated ECHA's opinion concludes that in-
nitrogen for the protection of situ generated nitrogen is eligible
cultural heritage. for inclusion in Annex |

If in situ generated nitrogen is
included in Annex |, the derogation
under Art 55(3) cannot be
extended

15 July 2020 | March 2023

4 april 2022

Assessment of the application by the German The ECHA opinion
evaluating agency 1 B concludes that in situ

Favourable opinion March, 2023 ggngrated nitrogen 1
eligible for inclusion in

Annex | to the BPR

\ .,




In situ generated nitrogen

Derogation under Article 55(3)
BPR allowing the authorization in

France of in-situ generated ECHA's opinion concludes that in-
nitrogen for the protection of situ generated nitrogen is eligible
cultural heritage. for inclusion in Annex |

15 July 2020 | March 2023

4 april 2022 End 2023 - early 2024

Discussions on anoxia risk management

measures




In situ generated nitrogen

Derogation under Article 55(3)

BPR allowing the authorization in
France of in-situ generated ECHA's opinion concludes that in-

nitrogen for the protection of situ generated nitrogen is eligible
cultural heritage. for inclusion in Annex |

Discussions with stakeholders

Early 2024

15 July 2020 | March 2023

4 april 2022 End 2023 - early 2024

Discussions with the various stakeholders:
.. » Knowledge of key players
* Ministry of Culture . . A .
) e . » Warning on the probable impossibility of extending the
* Main museums and cultural institutions .
) derogation under Art. 55(3) beyond 31 December 2024
* National and European manufacturers RN
» Need to apply for a SMA to use an in situ nitrogen generator
* ANSES (French Agency for : :
. . for cultural heritage protection purposes
Food, Environmental and Occupational
Health & Safety)
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In situ generated nitrogen

Impossibility to extend the
derogation under Art 55(3)
beyond 31 December 2024

Derogation under Article 55(3)

BPR allowing the authorization in

France of in-situ generated ECHA's opinion concludes that in-
nitrogen for the protection of situ generated nitrogen is eligible
cultural heritage. for inclusion in Annex | Discussions with stakeholders

15 July 2020 | March 2023 Early 2024

A French company wishes to submit a SMA
eeri 202z e 2023 - ety 2024 o ey a0a application dossier as soon as possible

Delegated act including in-situ
genrated nitrogen in Annex I.

ANNEX

In Annex | to Regulation (EU) No 528/2012, in Category 2 of the List of active substances referred to in Article 25(a), the
following entry is added:

Applying for a Simplified Marketing Authorisation is only
possible if the application dossier includes evidence that users
— Nitrogen  generated | Applications for product authorisations | —

from ambient air shall include evidence that exposure of or the public cannot be exposed to a hypoxic atmosphere
the user and the general public w0 a
hypoxic atmosphere is avoided and,
where appropriate, the necessary mea-
sures are taken.

EC number Name|group Restriction Comment
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In situ generated nitrogen

Derogation under Article 55(3)
BPR allowing the authorization in

France of in-situ generated ECHA's opinion concludes that in- A French company is working on
nitrogen for the protection of situ generated nitrogen is eligible preparing the authorization
cultural heritage. for inclusion in Annex |

application.

Discussions with stakeholders

15 July 2020 | March 2023 Early 2024 May - June 2024

4 april 2022 End 2023 - early 2024 6 May 2024

Delegated act including in-situ
genrated nitrogen in Annex I.

* Restriction in the delegated act including in situ nitrogen in Annex | to the BPR implies the following:

* the simplified marketing authorisation must take into account the technical characteristics and specificities of in situ nitrogen
generators

* it has been decided with ANSES (the French Competent Authority for biocidal product evaluation) that a product family could
be considered with several commercial equipment names and authorised variation ranges for in situ generated nitrogen

* |n situ generators are not subject to authorisation but are listed in the SPC: easier on-site inspections

* On this basis, the applicant prepares a Simplified Marketing Authorisation application dossier in order to officially submit it end of
August 2024



In situ generated nitrogen

Derogation under Article 55(3)
BPR allowing the authorization in
France of in-situ generated ECHA's opinion concludes that in- A French company is working on
nitrogen for the protection of situ generated nitrogen is eligible
cultural heritage. for inclusion in Annex |

preparing the authorization
application.

Discussions with stakeholders

Early 2024 May - June 2024

15 July 2020 | March 2023

4 april 2022 End 2023 - early 2024 6 May 2024 19 - 20 June 2024

Delegated act including in-situ
genrated nitrogen in Annex I.

(b) According to ECHA s BPC WGs recommendations, for the approval of a given e Need to describe how the generator parameters
in situ generated AS, applicants have to provide information on the
[formulations containing the] precursors used, the in-situ generation process and
the in-situ generated AS. This includes, where relevant, how the parameters
applied 1n the generation process affect the chemical reaction(s) or impact the * Supports the idea of mentioning commercial
composition and/or the concentration of the in situ AS generated. names in the SPC and of detailing the parameters

affect the in situ nitrogen generation process

for each type of generator
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1
August, 2024

10

September,
2024

In situ generated nitrogen

The German authority issues a SMA to the Prussian Cultural Heritage Foundation for all in situ nitrogen
generators, subject to the following:

* An area should be defined around the nitrogen treatment site. This surrounding area is marked with

appropriate warning signs and is secured so that only authorised personnel have access

Ventilation should preferably be provided by fresh air from outside. If this is not possible, car must be

taken to ensure that the environment is well ventilated

The surrounding area should have a volume at least 10 times that of the tent or treatment chamber to

ensure that no risk (oxygen concentration > 19%) results from a potential leak in the tent or treatment

chamber

* The nitrogen flow rate of the nitrogen generator may not exceed 1/20th of the volume of the
surrounding area in order to ensure that no risk (oxygen concentration > 19% by volume) results from
continuous nitrogen release into the ambient air

The French company submits its Simplified Marketing Authorisation application dossier




In situ generated nitrogen

What is the situation today?

SA of the Prussian Cultural Heritage Foundation:

* Notifications transmitted allowing the use of nitrogen generated from
ambient air in 10 European countries

¢ 1 notification under review: France

SA of the French company:

*Simplified Marketing Authorisation granted only in France
July, 2025
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