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|.1- Review programme

September 2019: 33% of decisions adopted
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|.1- Review programme
September 2019: 239 AS/PT combinations decisions adopted
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|.1- Review programme

o Important delay is a concern because:

n The expected high level of safety for HH and ENV
IS not achieved — New Commission objectives:
Green Deal and Zero pollution Strategy

o No level playing field for companies

n Resources in the MS and ECHA are partly
dependent on progress in the review program

n Actions are being implemented




.2 — Annex |

New concepts compared to BPD
Remedy to procedural and technical difficulties
Based on hazard criteria — Article 28(2)

Procedure to follow : COM Implementing
Regqgulation (EU) No 88/2014

COM Delegated Acts including food and feed in
Annex | (cheese, apple juice...) — Publication in the
EUOJ




1.3 - Renewal of approvals (ca-july17-Docs 3-Final)

Objective: Clarify the procedure of Article 13(1) of the BPR
following return of experience.

1. Coordination between ECHA and eCA

2. eCA approval = eCA renewal

3. ECHA developing guidance on the content of application
for renewals and on the assessment phase of applications
for renewal. Stakeholders involved

4. Substances meeting the exclusion criteria : e-consultations
Other useful documents

Practical Guide on the renewal of the approval of active substance

BPC document on the working procedure for renewal of approval of active
substances (in preparation) 8



https://circabc.europa.eu/w/browse/c7442864-5851-4710-936e-fad2491b835e
https://echa.europa.eu/documents/10162/21742587/pg_on_bpr_2_renewal_approval_active_substance_en.pdf/5da11ea9-cba6-4e09-a04b-440b3b65f303

1.3 Renewal of approval

* Renewal Document (prepared by the applicant) —
describes the status before evaluation for renewal

* Renewal Assessment Report (prepared by the eCA) —
changes from previous CAR to be highlighted

Full evaluation might be needed. It should not be the default
option for eCAs.
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Il - Product authorisation

Number of products authorised under BPR

4500 National authorisation and
4000 amendments 3306
3959
3500 Mutual recognition in parallel
3000 3306 1447
2500 Mutual recognition in sequence
2000 3959
1500 Simplified authorisation
1000 149
500
. i
National Mutual recognition Mutual recognition Simplified
authorisation in parallel in sequence auhorisation

» First Union authorisations granted in 2018: 7 Union authorisations for BPFs >>
48 products authorised for the entire EU market
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1.1 - Experience with the BPF concept

Right balance between "flexibility" and "complexity"”

Current situation:

- Industry proposed complex BPFs grouping a high number
of “similar” products. Too complex to assess according to
eCAs

- Development of a new Guidance clarifying the concept of
similarity applicable to composition, uses and levels of risks
and efficacy

- CA-July19-Doc.4.2-Final
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https://circabc.europa.eu/ui/group/e947a950-8032-4df9-a3f0-f61eefd3d81b/library/71a22409-076c-4f2d-affe-dea810f128fd/details

II.1 - EXperience W|th the BPF concept

Content of the CA document:

a) Information on how to conduct pre-submission meeting(s)

b) Assessment of similarity in BPF by applicants according to Article
3(1)(s) of the BPR

1. similarity of composition (backbone and grouping of co-formulants)
. similarity of uses (decision tree with exceptions if applicable)
similarity of risk and efficacy: definition of the core

. core assessment (worst case/best case)

. If necessary in order to avoid redundant applications up to three
refinements of assessment are possible — application of para 77 of
Annex VI to the BPR

Current assessment of which points of the current Q&A could be carried
over in the new general guidance.

oA N
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11.2 - Union Authorisation

> Product authorisation at a union level

> Current on-going applications status: 144 on reference
BPs + 150 on same BPs

> From 91to 15 e-CAs (AT, BE, CH, CZ, DE, DK, FI, FR, IT,
LV, NL SE, SL & UK) involved in UA

> 12 UA applications at the COM level (9 authorizations 3
administrative changes) - > COM decisions

> 6 of 9 authorizations should be adopted in the coming
days

> 6 authorizations under internal procedure 14
I




1.2 - Union authorisation

> Developments:

> Template for granting an authorisation with post-authorisation
conditions

> Template for administrative changes

> Revised SPC translation procedure:

> to reduce the workload for the Member States (checking only
once and only one version), and

> to improve the quality of the SPC (by giving more time to
applicants to generate and submit the translations)
> Delays: the Commission monitors the process in order
to respect the 3-years legal deadline for granting the
authorisation of a biocidal product
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1.3 — authorisation in situ generation

system
 In-situ biocidal products

- CA-July19-Doc4.1- Final- In situ

- ldentify under which conditions an authorisation for a
single biocidal product or a biocidal product family
(BPF) could be granted for each identified in situ
case-types

- ECHA to develop a technical guidance based on the
CA reqgulatory note. Clarify which data needs to be
provided at the authorisation stage

16



https://circabc.europa.eu/ui/group/e947a950-8032-4df9-a3f0-f61eefd3d81b/library/ebde735e-b070-4f02-8910-3e56d9cb2d0e/details

ean
Commission

I1.4 - Protection of cultural heritage — Article 55(3)
derogations?

* |n-situ generated nitrogen — used to control harmful organisms in
cultural heritage

= Article 55(3): COM may allow Member States to authorise biocidal
products containing a non-approved active substance if

- the active substance is essential for the protection of cultural heritage
- no appropriate alternatives available
= |f a derogation is granted >> product to be authorised via regular

authorisation procedure. Art 55(3) derogation only derogates from point (a)

of Art 19 (requirement that the active substance be approved), not from the
authorisation procedure as such

= More permanent solution — application for inclusion in Annex | of nitrogen
generated in-situ (procedure in Reg. (EU) 88/2014)
17
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I1l.1- State of play

Commission Delegated Regulation (EU) 2017/2100 of 4
September 2017 setting out scientific criteria for the
determination of endocrine-disrupting properties
pursuant to Regulation (EU) No 528/2012 of the
European Parliament and Council (OJ L 301,
17.11.2017, p. 1.)

-> Applicable since 7 June 2018

Guidance for the identification of endocrine disruptors in
the context of Regulations (EU) No 528/2012 and (EC) No
1107/2009
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http://www.efsa.europa.eu/en/efsajournal/pub/5311

1.2 - Criteria for EDs : Principles

n all available scientific information:
IN-VIvo, In-vitro, in-silico (read-
across)

n Sstandard studies (data requirements) &
other scientific data (no hierarchy)

n animal evidence considered for HH
(unless otherwise proven)

o weight of evidence




I11.2 - The criteria identify known & presumed EDs

CLP ED-criteria

4 )
CMR 1A Known
< (human evidence) >
g ED-criteria (PPP/BP)
CMR 1B — .Presur.ned -
(animal evidence)
. J . J \ )
Suspected (not
CMR 2 <«—u| sufficient human or
| ] animal evidence) )
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IV.1- Reminders

Some implementation priorities for COM

1.- Conclude the review programme by 2024
> Work according to priority lists

> Meet the planned dates for submissions by the eCAs —
BPC organisation

2.- Timely product authorisation at Union level:

> COM : Streamline the process by optimising the relevant
steps e.g. written procedure

> ECHA to provide coordination of the applications and

additional support to MSs 24
N




IV.1- Reminders

Enforcement priorities for COM

1.- Products are legally made available on the market and used.:

o During the transitional period: products do contain AS that are in the
review programme.

o Under the BPR: products are authorised according to the Regulation,
labelled and used in compliance with the SPC.

o In both cases, products do contain a source of AS the supplier of
which is listed in the Article 95 list.

o Phasing-out periods are respected (Articles 89 & 52)

2.- Treated Articles are legally placed on the market:

o Since 18t March 2017, they only contain active substances that are
either approved, in the review programme or in Annex |. 25




IV — 2 : Application of Unique Formula Identifier to

biocidal products

Article 45 of CLP >>> Obligation for industry to submit information on
hazardous mixtures* to national poison centres (or appointed bodies)

> Biocides and PPPs are in scope of the provision

Regulation (EU) 2017/542 on information relating to emergency health
response amended the CLP Regulation and added Annex VIl to CLP.

» Harmonisation of information requirements and harmonised format for
submitting information

= The Unique Formula Identifier (UFI) - 16-character unique code to be
printed on the label of the product containing a hazardous mixture

* Classified according to CLP for physical effects or effects on human health

26




UFI: unambiguous link between a
product placed on the market and
the information on the mixture
submitted to the appointed body

Timelines
By when should the UFI be on the label?

Step-wise 1 January
application 2024

European

IV - 2 : Application of Unique Formula Identifier for
biocidal products

rapid and precise identification
of the chemical formulation of
the product in case of
emergencies

1 January
2025

Industrial uses

27
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IV 2 - Application of Unique Formula Identifier to biocidal
products

Companies need to be ready with the UFIs on labels
before the deadline to submit the product information
to the poison centres

AR

generation of UFIs and printing of product labels to be
carefully planned in advance of deadlines
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IV — 2 : Application of Uonitn]ue Formula ldentifier to
biocidal products

» When is a new UFI needed?

New UFI needed when a change in the composition occurs (new
component, component removed/substituted, change in concentration
of components beyond variation range)

Not needed if new packaging or new trade name as long as the
mixture composition stays the same

Further information: https://poisoncentres.echa.europa.eu/
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https://poisoncentres.echa.europa.eu/
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V- Conclusions

- Need to focus on key priorities:

- Progress in the review programme (objective 2024)
- Timely product authorisation at EU level
- Enforcement (level playing field)

- For COM: further efforts on some on-going topics:
- Optimize the Union authorisation system
- Practical implementation of ED criteria
- "Biocides project” (fact-finding missions & follow-up)
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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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