A view from the Commission

Biocides Forum 2018

11 November 2018

Ligia Negulici - Mario Nagtzaam




Introduction

1. Treated articles

> Legal basis under BPR

> Primary biocidal function
> Borderline cases
>

Labelling of treated articles

2. Updates on:

> In situ biocidal products
> Endocrine disruptors




Treated articles — legal basis

Definitions

* biocidal product: substance or mixture intended to be used as a
controlling agent against harmful organisms.

The mechanical and physical modes of action are out of the scope of
the BPR (e.g. thin layers on lakes, eggs)

° active substance (AS): chemical substance or micro-organism
that has an action or against a harmful organism

Only products containing approved ASs or ASs still under evaluation
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Treated articles — legal basis

* treated article: any substance, mixture or article which has been
treated with, or intentionally incorporates, one or more biocidal
products (Art. 3(1)(1)

But: A treated article that has a primary biocidal function shall be
considered a biocidal product (Art. 3(1)(a))

What is not a treated article?

- Articles that underwent fumigation, disinfection of premises or
containers used for storage or transport and where no residues are
expected to remain from such treatment
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Treated articles — legal basis
What can articles be treated with?

- Products containing active substances approved for the relevant
product-type (Union list or Annex | to BPR)

- Products containing active substances which are evaluated in the
Review Programme for the relevant product-type

- Products containing new active substances which have a provisional
authorisation (Art. 55(2) BPR)

Is the treated article legally on the market?

zzzzzzzzzzzzzzzzzzzzzzz

= consult the “Article 94 list” on the
ECHA website

Treated articles: allowed active substances
Prepared as of 13 November 2017

EXPLANATORY NOTE
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Treated articles — legal basis

Article 94 list

https://echa.europa.eu/documents/10162/17158507/treated art94 data en.pdf/c042
7245-f912-84aa-978a-817ff6bc95db

Split into three parts:

« Part I: Active substance/PT combinations under examination or approved (Union list
or Annex I)

Articles treated with substances in part | are legally on the EU market

« Part II: rejected submission or non-approval decision was adopted + participant
withdrawal and notification procedure ongoing

Articles shall no longer be placed on the market as from 180 days from the
rejection or non-approval decision date (actual dates indicated)

o Part lll: active substance/PT combinations notified for inclusion in the Review
Programme

Articles treated with substances in part lll are legally on the EU market




Treated articles — primary biocidal function

Property and function

» property: characterising quality or trait of the article

« function: the intended purpose for which the article is
supplied; an article can have multiple functions

Biocidal property: characterising quality resulting from the fact that the
mixture or article has been treated with a biocidal product. It covers

> Biocidal actions on the treated article itself (e.g. protection from microbial
decay = increased durability of the article

» Actions conferring a biocidal function to the treated article




Treated articles — primary biocidal function

Biocidal function: function of destroying, deterring, [...] any harmful
organism (by means other than mere physical or mechanical action)

= a treated article with biocidal function has among its intended purposes at
least one aiming at destroying, deterring, [....] harmful organisms. At least
one of the active substances incorporated contributes to that purpose

o a treated article with biocidal function has always a biocidal property.

o a treated article without biocidal function may still have a biocidal property
(e.g. protection from microbial decay resulting in increased durability).

Biocidal treatment for preservation of article itself # biocidal function




Treated articles — primary biocidal function

Treated article or biocidal product?

> The treated article has an exclusively biocidal function (the active
substance contributes to the only intended purpose of the article) =
clear case of biocidal product

> Treated articles with purpose of controlling harmful organisms by
mechanical/physical means = no biocidal function = treated article
(e.g. wooden rat trap treated with a wood preservative, mosquito net treated
with textile preservative)

> Treated articles with more functions, of which one is biocidal = case-
by-case decision depending on whether the biocidal function is primary
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Treated articles — primary biocidal function

Primary function: function of first rank, importance or value compared
with other functions of the treated article.

Primary biocidal function of a treated article with more functions <
biocidal function is of first rank/importance

* No definition of primary biocidal Guidance document developed by COM
function provided in the BPR in cooperation with the Competent

« No criteria to assess if the biocidal ||» Authorities
function is primary provided in the CA-Septl3-Doc.5.1.e (rev.1, December
BPR 2014)

B i |crcaBc

https://circabc.europa.eu/w/browse/d7363efd-d8fb-
43e6-8036-5bcc5e87bf22




Treated articles — primary biocidal function

Is the biocidal function primary? Suggested criteria for assessment:

Intended use and purpose

Claims: if the claim regarding the biocidal function is prominent over
other functions = biocidal function may be regarded as primary; if the
claim has public health relevance = biocidal function may be considered
to take higher rank than the other non-biocidal ones

Target species (esp. when these would not be harmful to the treated
article itself)

Concentration of active substance (esp. when comparable to that in a
biocidal product)

Mode of action (esp. when identical to that of a biocidal product)
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Decision tree for objects
REACH [

The object is an article
as defined under REACH
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function is a

pnmary function

Case-by-case consideration of properties, functions,
uses and claims of the treated article
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function (e.g. treated wood,
articles treated before placing
on the market to eliminate
harmful organisms))



Treated articles — primary biocidal function

Example: disinfecting wipes (article)

Article 3(1)(a) A tr.eated article that_ has a prir_nary biocidal
function shall be considered a biocidal product

The primary function of disinfecting wipes is a
primary biocidal function - surface disinfection.

The wipes are a carrier for the disinfectant.

Disinfecting wipes are a biocidal product.




Treated articles — primary biocidal function

Example: paints and coatings (mixture)

Paints and coatings containing a fungicide to
fight existing mould infestations on a wall (anti-
mould paint) = Biocidal product

Paints and coatings containing an in-can preservative
that extends the durability of the applied layer of
paint. The functions of the coating are colour,
mechanical protection = Treated article
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Treated articles — borderline cases

Procedure for borderline cases

Discussions in the HelpEx
platform (national biocides
HelpNet correspondents)

No agreement . .
g Discussions at the expert
CA may propose for | | (C tent
discussion at CA meeting group feve ( QI =t

Authorities’ meetings)

No agreement
Member State may
request clarification

from COM
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Treated articles — borderline cases

Article 3(3) Decisions

= Commission Decisions following requests from a member state for
clarification as to whether a specific product or group of products is a
biocidal product or a treated article, or neither.

3. The Commission may, at the request of a Member State, decide,
by means of implementing acts, whether a substance is a nanomaterial,
having regard in particular to Commission Recommendation
2011/696/EU  of 18 October 2011 on the definition of
nanomaterial (1), and whether a specific product or group of products
is a biocidal product or a treated article or neither. Those implementing
acts shall be adopted in accordance with the examination procedure
referred to i Article 82(3).

[...] reasoning and/or conclusions from art. 3(3) Decisions are applicable
to similar products and/or articles [...]
(SCBP54-Minutes)




Treated articles — borderline cases

Article 3(3) Decisions
https://echa.europa.eu/requlations/biocidal-products-requlation/leqgislation

Art. 3(3) Decisions on treated articles

... on a horse rug impregnated with permethrin used for the purpose of
controlling nuisance insects in the environment of the horse (Decision
(EU) 2016/903)

... on a product consisting of dried lavender blossoms contained in a
pad placed on the market to repel moths (Decision (EU) 2016/678)

... on an anti-viral tissue impregnated with citric acid (Decision (EU)
2015/1985)




Treated articles — labelling

Labelling of treated articles — Art. 58(3)

In which cases the products have to be labelled?

« If a claim regarding the biocidal properties is made by the
product manufacturer

- examples of biocidal claims: anti bacterial, anti odour,
anti mould, etc...

« If at the active substance approval stage specific conditions
were set regarding the labelling of treated articles

Guidance document: CA-May15-Doc.6.1 — Final:
https://circabc.europa.eu/w/browse/13c82d26-f046-4691-a2da-
37ac35f5eh88




Treated articles — labelling

What information should a label provide? (Art. 58(3))

a statement that the treated article incorporates biocidal products;
the biocidal property attributed to the treated article;

the name of all active substances contained in the biocidal
products;

the name of all nanomaterials contained in the biocidal products,
followed by the word ‘nano’ in brackets;

any relevant instructions for use, including any precautions to be
taken because of the biocidal products with which a treated article
was treated or which it incorporates.




In situ biocidal products

» Need for a pragmatic approach for the authorisation of in-situ
generation systems (ISGs) >> discussions on key principles initiated at
Competent Authorities (CA) meeting in March 2018

» Obijectives:

* cover the wide diversity of cases

* benefit from the biocidal product family (BPF) concept

* optimise approval and authorisation stage

* provide complementary guidance on data requirements

* avoid market disruption (address the situation of ‘orphan’ devices).

» Following feedback from member states and discussions COM-ECHA:
= CA document will be prepared on the key principles

= ECHA will prepare technical guidance, complementing the CA
document, describing the data required to support an application
for an IGS authorisation —




In situ bvocvdfalf products

» In situ generation system (IGS):

Concentration of
active substances
generated in situ

Precursors
— as defined in the

active substance
approval

> How to mention the devices In the authorisation/SPC?

* Standards or specifications to be respected by the device in order to
ensure that

I. In situ generated active substance is generated in accordance with
specifications set at the substance approval stage

ii. The IGS is used safely and efficaciously




In situ biocidal products

» Who can submit applications for authorisations?

* Precursors suppliers/formulators, device manufacturers, end-users can
submit an application and become authorisations holders under the BPR

Next steps

= Updated CA document to be presented for agreement at
Competent Authorities meeting in November

= ECHA will subsequently prepare the technical guidance




Endocrine disruptors

Delegated act adopted by COM on 4 September 2017 and
published on 17 November 2017 — applicable as of 7 June 2018

Technical guidance: guidance on biocides and PPPs developed by
ECHA and EFSA published on 7 June 2018

Guidance on implementation:

- Active substances (on-going To be translated into

applications) and biocidal products: secondary legislation
agreement at Competent Authorities || (implementing or

meeting in March 2018 delegated acts) and
- Approved active substances: technical guidance

agreement at Competent Authorities notes
meeting in July 2018




Thank you for your attention

For further information :
Commission website :

http://ec.europa.eu/health/biocides/policy/index en.htm

https://circabc.europa.eu/w/browse/e947a950-8032-4df9-a3f0-f61eefd3d81b
(Sante-Biocides@ec.europa.eu)

ECHA website & Helpdesk on Biocides
http://echa.europa.eu/requlations/biocidal-products-requlation
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