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Procedural guidance - general information

« Accessible by clicking on 'BPR’
under the ‘LEGISLATION’ tab

« Most Biocidal Products Regulation
(BPR) processes covered

https://echa.europa.eu/requlations/bi

LEGISLATION

PUBLIC CONSULTATIONS

INFORMATION ON CHEMICALS

ECHA » Legislstion * BPR  Understanding PR

BPR

Understanding BPR
Upcoming deadlines

Approval of active substances
Authorisation of biocidal products
Technical equivalence

In situ gensrated active
substances

Annex 1 smendmant
Product-types

Active substances and suppliers
Trasted articles

BPR Lagislation

Data sharing

Chemical similarity chack service

Substitution to safer chemicals

ocidal-products-
regulation/understanding-bpr

echa.europa.eu

Understanding BPR

The Biocidal Products Regulation (BPR, Regulation (EU) 528/2012) concams the
placing on the markst and use of biccidal products, vhich are used to protact
humans, animals, matarials or articles against harmful organisms like pests or
bactaria, by the action of tha active substancas contained in the biscidal product.
This regulation aims to improve the functioning of the biecidal products market
in the EU, while ensuring 3 high level of protection for humans and the
environment.

The text vas adopted on 22 May 2012 and will be applicable from 1 Septambar
2013, vith a transitional period for certain provisions. It will repeal the Biocidal
Products Diractive (Directive 98/8/EC).

All biocidal products raquire an authorisation bafora thay can be placed on the
markst, and the active substances contained in that biocidal product must be
previously approved. There are, however, cartain exceptions to this principle. For
example, biosidal preducts containing active substances in the Review
Programma can be mada availzblz on the market and usad (subjact ta nationsl
12u=) pending the final dacision on the spproval of ths sctive substance (and up
to 3 years after). Products containing new active substances that are still under
assessment may also be allowed on the markst vhere 3 provisional
authorisation is granted.

Tha BPR zims t harmenizs the markst st Union lavel; simplify the spproval of
active substances and authorisation of biocidal products; snd introduce timelines
for Member State evaluations, opinion-forming and decision-making. It also
promotes the raduction of animal testing by intreducing mandatory data sharing
Gbligations and ancouraging the uss of altermative testing mathods.

As in the previous directive, the approval of active substances takes place at
Unien level 2nd the subsequent authorisation of the biocidal products 2t Member
Stata lavel. This suthorisation can be extendad to othar Mambar States by
mutusl recognition. However, the new ragulation also provides applicants vith the
possibility of 3 new typa of sutherization st Union leval (Unisn sutherization)

A dadicatad IT platform, the Register for Biocids| Praducts (R4EP 3), vill be usad
for submitting applications, exchanging data and information batusen t
applicant, ECHA, Member Stats compatant suthorities 3nd the Eurspean
Commission. Anether IT tool, IUCLID, is used for praparing the applications.

RELATED
= Approval of active substances
= Authorisation of biocidal products
= Technical equivalence
= Active substance suppliers

= Data sharing

SUPPORT

REGULATIONS

= Biocidal Products
Regulation

Regulation (EU)
8/2012

ABOUTUS

= Biocidal Products
Committas

= working groups

SEE ALSO

® Getting started with EU chemicals
legislation

= Europsan Commission - Biscidas

= Biocidal Products Dirsctive (Dirsctive

Biocides Relevant Document Links

= R4EP 3 user manuals

= Guidance documents

= Technical agreements on Biocides

= Forms and templates

= Practical Guides

= Working Group Documents

= Emission scenaric documents

= Coordination Group public
documents

* CA mesting documents

= Enforcamant



https://echa.europa.eu/regulations/biocidal-products-regulation/understanding-bpr

"ECHA

EUROPEAN CHEMICALS AGENCY

Procedural guidance - practical guides

« Various chapters describing the
main processes and data-sharing
rules in a concise and practical
way

« Start here if you are not very
familiar with the regulation

https://echa.europa.eu/practical-
quides/bpr-practical-guides

echa.europa.eu

MECHA



https://echa.europa.eu/practical-guides/bpr-practical-guides
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Scientific/technical guidance - formal
g u i d a n ce Guidance on biocides legislation

« Divided into five volumes
covering different scientific
areas

. SCi entifi C aSSi sta nce for aCti Ve Biocidal Products Regulation guidance structure
substance/biocidal product
applications

https://echa.europa.eu/quidance-
documents/quidance-on-biocides-
legislation

echa.europa.eu


https://echa.europa.eu/guidance-documents/guidance-on-biocides-legislation
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Scientific/technical guidance - technical

agreements on biocides
« Available on S-CIRCABC (link available on ECHA's website)

« Agreements made by the working groups of Biocidal Products
Committee BUT not yet implemented in ECHA’s guidance

 Five documents, with decisions made by the different BPC working
groups that provide scientific assistance for active
substance/biocidal product applications.

e | https://webgate.ec.europa.eu
: circabc/w/browse/4047dccl-
ff35-45e1-894c-
8647639f9ae8
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https://webgate.ec.europa.eu/s-circabc/w/browse/4047dcc1-ff35-45e1-894c-8647639f9ae8
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ECHA’s IT tools

« Accessed through
ECHA’s home page

MECHA

Search for Chemicals

Upcoming changes [zl
to REACH
information

requirements

M
Glyphosate: EU
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review of renewal
assessments
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Chromium trioxide gz
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Candidate List updated with eight
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Upcoming events
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Submission manuals for support

An agency of the European Union

« Technical guides HECHA

ECHA > Assistenza Ia presentaz

Accedi  taliano (i)

Posti di lavoro

R4BP 3 > Blocides Submission Manuals

RaBP 3 Biocides Submission Manuals
o Focess manuails | [ i T

|
assistance. The BSM series describes how to build IUCLID dossiers for the various Biocidal Product Regulation applications and how

Supporting documents to submit and manage those applications in R4BP 3 unti a successful outcome s achieved

Active substances

National authorisations SR ED
Technical equivalence and chemical = BSM Technical quide: How to prepare a biocides dossier
similarity

= BSM Technical guide: How to use R4BP 3 [PDF) [EN|
Hnon sutirsations = BSM Technical guide: How to use the SPC Editor [PDF] [EN]
Simplified authorisations

https://echa.europa.eu/suppo

= BSM Application instructions: How to submit an application for Active Substance

= BSM Application instructions: How to submit an application for Technical Equivalence and Chemical Similarity (v0f

/ d O S S I e r_ S l I b m I S S I O n —_ + BM Applcation nstructons: How to submit an appication fr Simplfed Authorisaton

= BSM Application instructions: How to submit an application for Union Authorisation

tools/r4bp/biocides- —

= BSM Process of confidentiality requests for biocide applications (#0F

submission-manuals o

- Part 3 - JUCLID section 8

echa.europa.eu


https://echa.europa.eu/support/dossier-submission-tools/r4bp/biocides-submission-manuals
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Forms and templates

Various forms and templates that help when preparing

applications

Revised Product Assessment Report (PAR) template

recently published

BPR

= Template for draft risk assessment report

= BPR PAR template_single product

= BPR PAR template_single product_confidential annex
= BPR PAR template_product family

= BPR PAR template_product family_confidential annex
= Instructions for PAR template and confidential annex

= Overview of PC tests

echa.europa.eu

https://echa.europa.eu/s

upport/guidance-on-

reach-and-clp-

implementation/formats



https://echa.europa.eu/support/guidance-on-reach-and-clp-implementation/formats
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Information available on biocides

» Biocidal active substances

» Biocidal products

» List of active substances and suppliers

» Consultation on candidates for substitution (ongoing)

» Consultation candidates for substitution (previous)

= Consultations on derogations to exclusion criteria (ongoing)

n Consultations on derogations to exclusion criteria(previous)

BPR - Biocidal Products Regulation

m List of notifications
n Article 94 for treated articles
= Renewal of active substances

® Deadlines for Union authorisation applications

https://echa.europa.eu/information-on-chemicals

echa.europa.eu
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https://echa.europa.eu/information-on-chemicals
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Biocidal Products Committee (BPC) web page

« Working procedures and opinions on:

« Active substance approval
* Union authorisation
« Articles 38 and 75

« Links to:
« The BPC’s Working Groups
« The Enforcement Forum
« The Board of Appeal

https://echa.europa.eu/about-us/who-
we-are/biocidal-products-committee

echa.europa.eu

Biocidal Products Committee

Working Groups

Biocidal Products Committee

The Biocidal Products Committee (BPC) prepares the opinions of ECHA related to
several BPR processes. The final decisions are taken by the European Commission.
The processes are:

= Applications for approval and renewal of approval of active substances
= Review of approval of active substances

= Applications for Inclusion In Annex I of active substances meeting the conditions
laid down in Article 28 and review of the inclusion of such active substances in

Annex 1
= Identification of active substances which are candidates for substitution
= Applications for Union authorisation of biocidal products and for renewal,

cancellation and amendments of Union authorisations, except where the
applications are for administrative changes

= Scientific and technical matters concerning mutual recognition in accordance with
Article

= At the request of the Commission or of the Member States, the BPC is also
responsible for preparing an opinion on any other questions that may arise from
the operation of the BPR relating to risks to human or animal health or the
environment, or to technical guidance

Composition

Each Member State is entitled to appoint one member to the BPC for a renewable
term of three years. They may also appoint an alternate member.

Applicants may participate in BPC discussions. The agenda for BPC meetings are
published at the latest 21 days before a meeting. If applicants wish to participate for
their agenda item, they should contact the BPC Secretariat (BPC (at) echa.europa.eu)
and in particular follow the approach described in section 3 of the Code of Conduct for
Applicants Participating in the BPC and its Working Groups.

Committee's activities

= List of BPC members with their CVs and Declarations of interest

Meetings (dates, agendas and minutes)
e of the BPC

= Rules of procedur

= Rules for accessing S-CIRCABC Interest groups

= List of Accredited Stakeholder Organisations [PDF]
ode of Conduct for applicants participating in the BPC and its Working

Groups [F

Work programme for BPC 2021-2022 for active substance approvals

BPC Opinions

BPC opinions on Approval of active substances

BPC opinions on Union Authorisation

BPC opinons on Article 38
BPC opinions on Article 75(1)(g)

Plas:

= Curriculum Vitae

» Declaration of interests
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https://echa.europa.eu/about-us/who-we-are/biocidal-products-committee
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Thank you!

claudio.putzu@echa.europa.eu

Copyright: European Chemicals Agency
For any use of the photos, permission must be sought directly from the copyright holders
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