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EXECUTIVE SUMMARY
0.1 OVERVIEW
It is estimated that 40,000 different biocidal products are on the market in the European Union
(EU). The European Biocidal Products Regulation (EU) No 528/2012 (BPR) sets rules in the EU for
approval of active substances (ASs), authorisation of biocidal product (BPs), and placing treated
articles (TAs) on the market, and has applied since 1 September 2013. The BPR replaces the
previous Biocidal Products Directive (BPD), and includes transitional measures to enable continued
supply.
As the automotive industry is made up of vehicle manufacturers and many tiers of the supply
chain, it has several roles under BPR which are all linked to different obligations.
The basic principle of the BPR is that a BP must be authorised before it can be made available on
the market or used in the European Union (EU) or European Economic Area (EEA).

NOTE: To be precise, the BPR applies not just to the European Union, but to the European
Economic Area (EEA), which comprises the EU Member States plus Iceland, Norway and
Liechtenstein (but, significantly, not Switzerland). Where the EU is referred to in this Guideline,
this should be understood to include all the EEA Member States.
This BP authorisation takes place in two steps:
1. Each relevant AS must be evaluated and then, provided the BPR criteria are fulfilled, the
AS is approved for use in a specific product-type (PT);
2. The BP that consists of, contains or generates the approved AS(s) must be authorised.
The majority of the requirements of the BPR concern the approval of ASs for specified PTs (see
Chapter 1.3), and authorisation of BPs utilising those ASs (see Chapter 1.4). However, the biggest
impact of the BPR on automotive OEMs and higher tier suppliers is likely to be a result of the new
requirements for TAs.
TAs are those substances, mixtures or articles that are treated with, or that intentionally
incorporate, BPs (see Chapter 2.1, “treated with”, “intentionally incorporated”), for example paint
treated with an in-can preservative, or an anti-bacterial seat cover. TAs are allowed on the market
only if all the ASs concerned are approved for the relevant PT, and if the BPR labelling
requirements are met (see Chapter 1.8).
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0.2 KEY MESSAGES
This Automotive Industry Guideline on the Biocidal Products Regulation (AIG-BPR) recommends
and provides details on a structured approach to BPR compliance in 8 steps (see Chapter 4), as
summarised in Table 0.2-1 below.

Table 0.2-1
Step
1

Recommendations for Compliance and Key Messages

Recommendations
 Key messages in bullet points

AIG
Ref.

Identify BPs and TAs and create an inventory of any ASs in BPs or TAs that you
manufacture, import, use or supply.

4.1




TAs are newly in scope of the BPR, and were not covered under the previous
BPD.
Please send any examples of automotive BPs and TAs to your relevant trade
association, or to BPR@acea.be.

2

Identify the PT for each item, based on your customers’ uses and your own.
 AS and BP are only approved or authorised for specific applications.
 It is up to the companies involved (suppliers, distributors, manufacturers) to
make the decisions on PTs, based on their own technical knowledge of the
product and the intended uses.

4.2

3

Identify your roles for each inventory item, and your corresponding BPR
obligations.
 Automotive OEMs and suppliers are advised to avoid becoming the importer
for BPs, and instead to ensure that they purchase the BPs from entities
within the EU.

4.3



Suppliers of automotive BPs are recommended to check that the
authorisation holder has met their obligations.

4

Check the AS status for each BP and TA on your inventory, in order to determine
the applicable transitional measures for marketing and use.
 Only ASs that are already approved or under review for specific PTs may be
used in BPs or TAs.
 TAs for which the AS is not approved nor under review by 1 September
2016 must be removed from the market by 1 March 2017.

4.4

5

Substitute or eliminate ASs where needed, as identified in Step 4 above

4.5

6

Label BPs and TAs, as applicable.

4.6



If you make a biocidal claim about a TA, then the TA requires BPR labelling.



TA Labelling may also be required if the approval conditions of the AS
mention this as a requirement.
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7

Provide further information to your customers, as needed.
 Substance name and CAS no. must be provided to consumers on request.

4.7

8

Maintain records as required.

4.8



Ensure that you are able to demonstrate BPR compliance in case of audits or
inspections.

0.3 FOREWORD: ABOUT THIS GUIDELINE
In preparation for the BPR, vehicle manufacturers formed a task force (TF-Biocides), which aims to
develop guidance on technical issues for the automotive industry. TF-Biocides, and this AIG-BPR,
are supported by the following associations:


ACEA (European Automobile Manufacturers Association);



CLEPA (European Association of Automotive Suppliers);



JAMA (Japan Automobile Manufacturers Association);



JAPIA (Japan Auto Parts Industries Association);



KAMA (Korea Automobile Manufacturers Association).

In addition, the TF-Biocides very much appreciates the exchange of comments, suggestions and
questions with the AeroSpace and Defence Industries Association of Europe (ASD) REACH
Implementation Working Group; Sub-Working Group for the Biocidal Product Regulation during
the development of this guidance.
The AIG-BPR is intended to provide practical help to the automotive industry. As such, it focusses
on use of BPs in common automotive industry processes (such as metalworking fluids and water
treatment) and on TAs likely to be placed on the market by the automotive industry as either
vehicles or production parts, spare parts or aftermarket products.
The scope of the AIG-BPR is shown in the following table:

Table 0.3-1

Scope of the AIG-BPR

Guidance to the automotive industry on:

Not in scope of detailed guidance:

Biocidal Products

AS Approval process or data requirements









Marketing BPs in the EU market where
others first placed the BPs on the EU
market and they are the authorization
holders;
Industrial/professional purchase and use,
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but not import, of BPs (e.g. for treatment of
metalworking fluids);
In situ (on-site) generation of BPs (e.g. for
cooling water treatment).

Treated Articles
 Importing TAs into the EU;
 Placing TAs on the EU market (e.g. in
vehicles, spare parts, or aftermarket
chemical products).

BP Authorisation process or data
requirements
 Manufacturing BPs in the EU;
 Importing BPs into the EU market;
 Placing BPs onto the EU market.
(Further information on those BPR
requirements that are not covered in detail
by this Guideline can be found on ECHA’s
Biocides webpages.)

The TF-Biocides cannot impose its recommendations on its participating associations’ members,
but hopes they will be widely adopted to avoid duplication of effort and confusion all along the
supply chain. Positions adopted in this guide are based on consensus between all task force
members, not on a majority voting system.
The AIG-BPR will be a living document and will be modified according to the future revisions of
BPR, guidance published by the European Chemical Agency (ECHA) or the European Commission,
and the practical experiences gained by members of the different associations during BPR
implementation.
Unless otherwise specified, all regulatory references given in this Guideline refer to the regulations
as amended as of the date of this document.
The AIG-BPR should be used in conjunction with the current BPR and ECHA guidance documents
in order to understand the specific legal obligations of each actor in the automotive industry supply
chain.
This version and future updates of the AIG-BPR will be available to download free of charge at
http://www.acea.be/materials&substances/Biocides. Comments and suggestions for improving the
AIG-BPR are welcome, via the secretary to TF-Biocides under bpr@acea.be or through the
association of which you are a member.

Note about references: References to parts of this Guideline are given as “Chapter…” or
“Annex…”. All other regulatory references include the name of the regulation preceded, where
relevant, by the article and part, e.g. “(Article 3.1p BPR)”, “(Annex V BPR)”; other references
include the document number or full name of the reference.
Details of the legislation, official guidance, tools, etc. that are mentioned in this Guideline are
provided in Chapter 6, “References”.
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0.4 DISCLAIMER
This document contains guidance explaining the BPR obligations for the automotive industry and
how to fulfil them. It is offered in good faith and reflects the best knowledge of the global
automotive industry experts and the state of the art at the time of its publication. However, users
are reminded that the text of the BPR is the only authentic legal reference and that a binding
interpretation of Community legislation is the exclusive competence of the European Court of
Justice. Therefore, the information and guidance in this document are not legally binding. The
Associations responsible for the publication of this document will not accept any liability regarding
the contents of this document or arising from its use. The Associations are committed without
reservation to fair competition. As Trade Associations, their purpose is to promote the interest of
their members and to facilitate their respective aims and objectives only through legitimate means
and activities. In carrying out this role, the Associations shall proceed with caution to ensure
against violation of anti-trust.
23 September 2016
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CHAPTER 1: OVERVIEW OF THE BPR
1.1 THE BPR AND THE BPD
The BPR is one in a series of regulations (including REACH and CLP) aimed at protecting health
and the environment while improving the functioning of the European market. As an EU
regulation, it automatically became law in each Member State, so it does not need transposition in
the same way as a directive. However, each Member State is obliged to enforce the BPR under
consideration of the individual national legislation scheme.
The BPR replaces the BPD, and keeps some aspects, while adding some new requirements, as
shown in the table below:

Table 1.1-1 Overview of BPD vs. BPR
BPD requirements that remain in the BPR:




New requirements that the BPR introduces:

Approval of active substances (ASs), with

transitional derogation for substances in the
review programme;

Authorisation of biocidal products (BPs) on
a national level, with mutual recognition by 
other member states.

AS approvals are subject to hazard based
exclusion and substitution criteria;
Authorisation of BPs is made possible on a
Union level;
Treated articles (TAs) may only use
approved ASs and may be subject to
labelling;



Cost-sharing is encouraged to allow
alternative actors (e.g. substance suppliers)
access to the market;



Sharing of test data is mandatory to avoid
unnecessary animal testing;



The European Chemicals Agency (ECHA)
gains the biocides management role;



Measures are introduced to ensure that
ASs, BPs and TAs may continue to be made
available on the market through the
transition from the BPD to the BPR.

Since its first publication, the BPR has been amended by several subsequent regulations. The most
significant amendment to the BPR from the automotive industry point of view is the BPR
Marketing and Use Amending Regulation (EU) No 334/2014, which redefines many of the
arrangements for transitioning from the BPD to the BPR in order to insure a smooth transition
from national schemes to EU rules and avoid unnecessary double work both for companies as well
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as for Competent Authorities.

Biocidal Products Not Previously Covered by the BPD
For BPs not covered by the scope of the BPD, but falling within the scope of the BPR, these BPs
may continue to be made available on the market according to one of the following dates (Article
93 BPR), as shown in the following table:

Table 1.1-2

Transitional Measures for Biocidal Products Not Previously Covered by the BPD

Under these conditions …

The BP may continue to be made
available on the market …
… the AS is not approved

Applications for approval
of AS/PT used in those
BPs are submitted by 1
September 2016, and …

… for up to 12 months after the date of the
decision

… no application for … for up to 180 days after the decision of
authorisation or mutual the authority
recognition for BP within
3 years of the date of AS
approval, or BP is not
authorised

No application is submitted for ASs in those BPs

… until 1 September 2017

Transitional Measures for Treated Articles
As the provisions for TAs are new compared with the previous position under the BPD, the BPR
allows a transition period in certain circumstances for ASs to be supported for approval so that
they can continue to be present in TAs placed on the EU market.
Article 94 of the BPR allows for TAs to continue to be placed on the market until approval for the
relevant PT of the AS(s) in the BP that the TA was treated with or incorporates. If the AS is not
already within the BPR Review Programme for the relevant PT, then an application for the
approval of the AS(s) for the relevant PT has to be submitted to the European Chemicals Agency
(ECHA) at the latest by 1 September 2016.

Table 1.1-3

Transitional Measures for Treated Articles

Under these conditions …
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AS/PT approval application was not submitted before
1 September 2016
AS that is used to treat, or is
intentionally incorporated in, a TA
was previously approved, or was
under the Review Programme,
and …

… 1 March 2017

… non-approval decision is made
before 1 September 2016

… 1 March 2017

… non-approval decision is made
after 1 September 2016

… 180 days after the
non-approval decision

1.2 BPR SCOPE AND EXEMPTIONS
The BPR sets requirements for placing BPs and TAs on the EU market, under any of 22 PTs,
covering disinfectants, preservatives, pest control, and others (Annex V BPR; see also Chapter 4.2).
The BPR does not apply to BPs and TAs if they are covered by certain other EU Regulations and
Directives such as medications, veterinary medication, food and feedstuffs (Article 2.2 BPR).
However, if a BP itself is covered by one of the Regulations or Directives above, but its intended
use is not covered by that Regulation or Directive, then the BPR does apply for that use.
The BPR also does not apply to the following (Article 2.5 BPR):


Food or feed used as repellents or attractants;



BPs when used as processing aids;



The classification, packaging and labelling requirements of the BPR (Article 69) of BPs
during transportation.

1.3 APPROVAL OF ACTIVE SUBSTANCES
The basic principle in the BPR is that a BP must be authorised before it can be made available on
the market or used. As the first step, all ASs in the BP must be evaluated and, provided the criteria
are fulfilled, are then approved for a specified PT. The approved ASs are included in the “Union
List” of approved ASs (see Chapter 6.2 for link). Note that the approval of an AS is granted only for
the PTs applied.
The procedure on approval of ASs differs between “new active substances” which were not on the
market on 14 May 2000 as an AS of a BP, and “existing active substances” which were on the
market on 14 May 2000 in respect to timelines of the evaluation, transitional measures and so on.
BPs containing an AS included in the Review Programme (for a given PT) can continue to be on the
market and used in accordance with national rules until three years after the date of their approval,
or 18-months maximum in case of non-approval (Article 89 BPR).
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During the approval process of ASs under the BPR, exclusion criteria and substitution criteria for
ASs are introduced as new elements (see Chapter 4.5).
An AS may be approved for a maximum of 10 years but the term can be 5 or 7 years, depending on
the approval criteria.

1.4 AUTHORISATION OF BIOCIDAL PRODUCTS
BPs may only be placed on the market if they are authorised, or if they fall under applicable
transitional measures. In order to gain authorisation of BPs, the applicant must submit a dossier
on the substance and the relevant PT (Article 20 BPR) to ECHA, and must pay the applicable fees.
Responsibility for gaining authorisation rests with the company that is responsible for placing the
BP on the market, which becomes known as the “authorisation holder”. Only legal entities based in
the EU may become authorisation holders.
Authorisations are granted for a maximum of ten years, and include a summary of the BP
characteristics as well as the terms and conditions relating to making the BP available on the
market.
There are three application types of BP authorisation:
1) National authorisation;
2) Union authorisation;
3) Simplified authorisation.
Companies can choose the most appropriate authorisation type, depending on their product and
the number of EEA countries where they wish to sell it.
National authorisation
Companies planning to place their products on the market in one EU Member State submit an
application for national authorization in that country. The Member State Competent Authority
evaluates the application and makes a decision on the authorisation within 365 days.
If a company wishes to extend the national product authorisation to other Member States, it can
apply for mutual recognition.
Union authorisation
The BPR introduced authorisation at Union level, which allows companies to place their BPs on the
market throughout the entire Union, without the need to obtain a specific national authorisation in
each Member State. The timeframe for initiating the authorisation process is different depending
on whether the product contains new or existing ASs. BPs containing new ASs, also in combination
with existing ASs, are eligible for Union authorisation from 1 September 2013. On the other hand,
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for BPs containing only existing ASs, Union authorisation will be available in three different stages,
depending on the PT:


PTs 1, 3, 4, 5, 18 and 19 – From 1 September 2013



PTs 2, 6 and 13 – From 1 January 2017



PTs 7, 8, 9, 10, 11, 12, 16 and 22 – From 1 January 2020

Simplified authorisation
Simplified authorisation was newly introduced by the BPR. The simplified authorisation procedure
aims to encourage the use of BPs that have relatively low risk for the environment, human and
animal health.
In order to be eligible for simplified authorisation, a BP must comply with all of the following
conditions:


All the ASs contained in the BP appear in Annex I of the BPR and comply with the specified
restrictions;



The BP does not contain any substance of concern (listed in Article 28.2 BPR);



The BP does not contain any nanomaterials;



The BP is sufficiently effective;



The handling of the BP and its intended use do not require personal protective equipment.

Where a simplified authorisation is granted, the BP may be made available on the market in other
Member States without the need for mutual recognition. Instead, the authorisation holder needs
to notify each relevant Member State 30 days before placing the product on the market in its
territory (Article 27 BPR).

1.5 IN SITU GENERATION OF ACTIVE SUBSTANCES
“In situ” refers to those substances that are generated at the place of use from one or more
precursors. The status of in situ biocides was not clearly defined in the BPD, but was clarified in the
BPR to be covered whenever biocidal ASs are intentionally generated in situ (see Chapter 2.1,
“Biocidal product”, “In situ generated active substance”).
For all substances generated in-situ, the AS must be defined by reference to the precursors (PCs)
supported in the dossier under evaluation and to the substance generated. For in-situ generated
ASs, the BP which is subject to authorisation before it can be supplied or used is either:


The substance(s) or mixture(s) generating the AS, e.g.:
o

Chlorine dioxide generated from sodium chlorite by acidification;
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o


Hydrogen peroxide generated from sodium percarbonate by dissolution in water.

The AS generated from substances or mixtures, which cannot themselves be authorised as
BPs, e.g.:
o

Ozone generated by a machine from oxygen in ambient air;

o

Free radicals generated from ambient air by an air ioniser.

In these latter examples, where ASs are generated in situ by machines, the BP
authorisation may need to include reference to the machine used, depending on the
relevant Member State’s authorisation procedures.

1.6 COMMUNICATION ON BIOCIDAL PRODUCTS
Regarding communication of information on BPs, the BPR stipulates the following obligations on
safety data sheets (SDS) and labelling.
Safety Data Sheets
Suppliers of ASs and BPs must prepare and make available safety data sheets in accordance with
Article 31 REACH, where applicable (Article 70 BPR).

Classification, Labelling and Packaging
Authorisation holders must ensure that BPs are classified, labelled and packaged in accordance
with the approved summary of BP characteristics, in particular the hazard statements and the
precautionary statements, and with CLP. In addition, authorisation holders must label the BP
according to Article 70 BPR (see Chapter 4.6.1).

1.7 “ARTICLE 95 LIST” OF AS AND BP SUPPLIERS
The BPR aims to make sure that all actors contribute to the costs of the AS approval process during
the period when they place the AS on the market. The supplier of the AS or the BP is required to
hold a dossier or have a letter of access (LoA) to a dossier, for each of the ASs used in the relevant
BPs. ECHA verifies whether the dossier, or the LoA, is adequate, then publishes a list of ASs and
suppliers (the Article 95 list). The Article 95 requirements do not apply to TA suppliers.
Note: From 1 September 2015, a BP cannot be placed on the EU market if the substance supplier
or product supplier is not included in the Article 95 list for the PT to which the product belongs. In
some circumstances (e.g. for some in situ generated ASs – see Chapter 4.4.11), later dates may
apply.
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1.8 OBLIGATIONS FOR TREATED ARTICLES
The BPR introduced rules for products treated with, or intentionally incorporating, one or more
BPs
(Article 58 BPR). The obligations for TAs came into force from 1 September 2013. However,
transitional measures are applied concerning placing on the market of TAs (Article 94 BPR).
A TA may not be placed on the market unless all ASs contained in the relevant BPs are approved
for the relevant PT and use, or included in Annex I. Whoever places a TA on the market must
ensure that the TA is labelled if:


A claim is made that the TA has biocidal properties; or,



Labelling is required according to the conditions of the approval of the AS contained in the
BP that is used to treat the article.

The supplier of a TA must provide to a consumer, on request, information on the biocidal
treatment of the TA within 45 days, free of charge.
A non-exhaustive overview about typical TAs in the automotive industry is given in Annex A.

1.9 RELATIONSHIP
REGULATIONS

OF

BPR

TO

OTHER

In general, if other chemicals regulations apply to biocides, those other regulations as well as the
BPR requirements must be met in full. However, there are some deviations from this general rule.
For example, a substance that is manufactured in the EU or imported into the EU for use as a
biocidal AS is not subject to the REACH registration requirements, and is also not subject to
REACH authorisation (see Annex B).
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CHAPTER 2: MAIN DEFINITIONS
2.1 GLOSSARY OF TERMS
Active substance
means “a substance or a micro-organism that has an action on or against harmful organisms” (Article
3.1c BPR).
Advertisement
means “a means of promoting the sale or use of biocidal products by printed, electronic or other
media”
(Article 3.1y; see also “Claim”).
Annex I
refers to Annex I of the BPR, which is the “List of Active Substances Referred to in Article 25(a)”,
i.e. ASs that are eligible for the simplified authorisation procedure (Annex I BPR; see Chapter 6.2
for link).
Article
means “an object which during production is given a special shape, surface or design which
determines its function to a greater degree than does its chemical composition” (Article 3.2c BPR;
Article 3.3 REACH).
It is important not to confuse “article” with “treated article”, and also to note that a “treated
article” under the BPR does not have to be an “article” within the meaning of REACH.
Authorisation
means “national authorisation, Union authorisation or [simplified] authorisation in accordance with
Article 26” (Article 3.1o BPR).
Authorisation holder
means “the person established within the Union who is responsible for the placing on the market of a
biocidal product in a particular Member State or in the Union and specified in the authorisation”
(Article 3.1p BPR).
Biocidal product
means any of the following three definitions (Article 3.1a BPR):


“any substance or mixture, in the form in which it is supplied to the user, consisting of,
containing or generating one or more active substances, with the intention of destroying,
deterring, rendering harmless, preventing the action of, or otherwise exerting a controlling
effect on, any harmful organism by any means other than mere physical or mechanical
action,”
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This definition includes chemical products to which nothing needs to be added to cause the
biocidal effect (e.g. metalworking fluid treatment product), as well as precursors supplied
with the intention of generating in situ ASs (e.g. sodium chlorite supplied to generate
chlorine dioxide in situ).


or: “any substance or mixture, generated from substances or mixtures which do not
themselves fall under the first indent, to be used with the intention of destroying, deterring,
rendering harmless, preventing the action of, or otherwise exerting a controlling effect on, any
harmful organism by any means other than mere physical or mechanical action,”
This definition includes BPs that are generated in situ from one or more precursors that are
not themselves supplied as BPs (e.g. ozone generated by a machine from oxygen in
ambient air).



or: “A treated article that has a primary biocidal function…”
This definition makes clear that a TA cannot have a primary biocidal function; such a case
would be considered a BP instead. For example, if an anti-corrosion product intentionally
incorporates an AS in order to extend its shelf life then it would be a TA, but if the product
intentionally incorporates an AS in order to act primarily as an anti-bacterial product, then
it would be classified as a BP.

Note that mere physical or mechanical action is excluded from the definition of a BP.
Note also that “intention” is a critical part of the definition of BPs, and without biocidal intent, a
substance or mixture would not fall under the BPR requirements. For example, an automotive airioniser that is marketed or used with the intention of an antibacterial function to eliminate
unwanted odours by generating free radicals in situ would fall under the BPR. Conversely, if the air
ioniser does not intentionally have an antibacterial or other biocidal function, then the device
would not fall under the scope of the BPR.
Biocidal function (of a treated article)
means “the function of destroying, deterring, rendering harmless, preventing the action of, or
otherwise exerting a controlling effect on, any harmful organism by any means other than mere
physical or mechanical action.
A treated article with a biocidal function thus is an article which has amongst its intended purposes at
least one that aims at destroying, deterring, rendering harmless, preventing the action of, or
otherwise exerting a controlling effect on, any harmful organism by any means other than mere
physical or mechanical action. This function is not intended to protect the article itself or its original
function, but to introduce an additional function which is biocidal” (CA-Sept13-Doc.5.1.e, Revision 1).
For a mixture or an article to have a biocidal function, it must intentionally incorporate at least one
AS that contributes to that function; a biocidal function cannot result from short-term “treating
with” a BP.
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Examples of biocidal functions of TAs include:


Biocidal treatment of air conditioning component surfaces to prevent odour build-up;



Wiring insulation incorporating rodent repellent.

Biocidal property (of a treated article)
means “a characterising quality or trait resulting from the fact that the mixture or article has been
treated with or intentionally incorporates a biocidal product with the view intention to prevent the
action of harmful organisms” (CA-Sept13-Doc.5.1.e, Revision 1).
Examples of biocidal properties of TAs without biocidal function include:


Short-term treatment with an insecticide to remove existing infestation from cardboard
packaging;



Intentional incorporation of a BP in a paint formulation to extend its shelf life.

Chemical product
is used in this Guideline to mean any substance or mixture that is placed on the market (see also
“Product”).
Claim
means a statement, whether it is included in intentional marketing materials such as
advertisements, brochures, and catalogues, or included in technical information such as technical
data sheets, instructions for use and manuals, “indicating or implying … (CA-Sept13-Doc.5.1.e,
Revision 1):


… either that the treated article has a certain degree of protection against unwanted
organisms. In this case, a claim thus refers to a biocidal property of the treated article.



… or that the treated article has a certain efficacy or action against unwanted organisms. In
this case, a claim refers to a biocidal function of the treated article.”

A “claim” on a finished good has an important role in indicating the intentional presence of a
biocidal AS that exerts a beneficial and intended effect, and it could be evidence that the
manufacturer uses a biocidal AS intentionally. Also a “claim” not directly referring to a biocidal
action but concerning e.g. an increased durability or anti-odour properties of a textile could be
taken as an indication of biocidal intention, but may in fact be a non-biocidal action and not within
the BPR scope; it is the responsibility of each company to ensure that they can support their
decisions if challenged later. See Annex A for examples of automotive TA claims.
Existing active substance
means “a substance which was on the market on 14 May 2000 as an active substance of a biocidal
product for purposes other than scientific or product and process-orientated research and
development” (Article 3.1d BPR).
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(See “Union List”, which includes existing active substances that are either approved, nonapproved, expired or under review.)
In situ generated active substances
means “substances, which are generated at the place of use from one or more precursors”
(CA-March15-Doc. 5.1- Final).
Intentionally Incorporating
means that “the incorporation of a biocidal product is made with the intention to confer a biocidal
property (or even a biocidal function) to the treated article. Such an intentional incorporation would
thus lead to a beneficial and desired effect in the finished good.
Following this notion of intentionally incorporating, it is appropriate to exclude biocidal treatments or
incorporation of biocides in a substance, mixture or article, or individual constituents thereof, which
were made in the course of manufacturing merely in order to perform a specific biocidal function at
that stage of the process, but which will not have an intended function in the finished good as placed
on the EU market.
In the case of complex articles made up of different components and/or materials, it is unlikely that
the incorporation of a biocidal product concerns uniformly all components/materials. Nevertheless,
one or several individual components/materials of a complex article may incorporate a biocidal
product, and the biocidal property conferred to these components/materials may still be beneficial for
the finished good as such (e.g. by increasing overall durability of the complex article). Such complex
articles should also be regarded as treated articles” (CA-March14-Doc.6.1).

In considering whether a substance, mixture or an article is a TA, there is no lower threshold for the
amount of BP applied for the treatment or intentionally incorporated, unlike for example the 0.1%
threshold that applies to certain obligations under the REACH and CLP Regulations.
As an example, a finished product that is a complex article is considered to have benefited from
the intentional incorporation of a BP into only a sub-component, if that is seen to give a desirable
effect on the whole complex article, such as an automotive air conditioner core, treated with a BP
to reduce odour coming into the vehicle cabin.
Similarly, if a sub-component intentionally incorporates a BP, but that treatment does not give a
desirable biocidal effect to the finished complex article, such as a rubber seal treated for biocidal
protection in storage or transportation only, then that end product would not be considered to be
a TA. The same principle applies whether you consider the article to be simple or complex. See also
“Treated article” and “Treating with”.
Letter of Access (LoA)
means “an original document, signed by the data owner or its representative, which states that the
data may be used for the benefit of a third party by competent authorities, the Agency, or the
Commission for the purposes of this Regulation” (Article 3.1t BPR).
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The letter of access should contain at least the following information:


The name and contact details of the data owner and the beneficiary;



The name of the AS or BP for which access to the data is authorised;



The date on which the letter of access takes effect;



A list of the submitted data to which the letter of access grants citation rights.

Making available on the market
means “any supply of a biocidal product or of a treated article for distribution or use in the course of a
commercial activity, whether in return for payment or free of charge” (Article 3.1i BPR).
In this Guideline, the terms “marketing” or “supply” are used for convenience to mean either
“making available on the market” or “placing on the market” (see definition below). Where the
distinction is important, the full defined term (“making available on the market” or “placing on the
market”) is used.
Mixture
means “a mixture or solution composed of two or more substances” (Article 3.2b BPR; Article 3.2
REACH).
Nanomaterial
means “a natural or manufactured active substance or non-active substance containing particles, in
an unbound state or as an aggregate or as an agglomerate and where, for 50 % or more of the
particles in the number size distribution, one or more external dimensions is in the size range 1-100
nm” (Article 3.1z BPR).
National authorisation
means “an administrative act by which the competent authority of a Member State authorises the
making available on the market and the use of a biocidal product or a biocidal product family in its
territory or in a part thereof” (Article 3.1m BPR).
National authorisation can be applied for and/or granted for only one Member State, or for several
Member States at the same time. For authorisation for all EU Member States, Union Authorisation
would be required (see “Union Authorisation” below).
New active substance
means “a substance which was not on the market on 14 May 2000 as an active substance of a biocidal
product for purposes other than scientific or product and process-orientated research and
development” (Article 3.1e BPR).
Placing on the market
means “the first making available on the market of a biocidal product or of a treated article” (Article
3.1j BPR; see also “making available on the market” above).
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Primary biocidal function
means “a biocidal function of first rank, importance, or value compared to other functions of the
treated article. A treated article with a primary biocidal function is thus a treated article that has one
or more functions, of which one is a biocidal function that is of first rank, importance, or value
compared to the other functions of the treated article” (CA-Sept13-Doc.5.1.e, Revision 1).
Product
used on its own (i.e. not as “biocidal product”) is used in this Guideline to mean any substance,
mixture or article in the finished form that is placed on the market (see also “Chemical product”).
Product-type
means “one of the product-types specified in Annex V” (Article 3.1q BPR).
In general, ASs must be approved, and BPs must be authorised, for the application in which they
are intended to be used, which are grouped into 22 “product-types” (Annex V BPR; see “Union
List” in Chapter 6.2 for listing of approved AS/PT combinations).
Substance
means “a chemical element and its compounds in the natural state or obtained by any manufacturing
process, including any additive necessary to preserve its stability and any impurity deriving from the
process used, but excluding any solvent which may be separated without affecting the stability of the
substance or changing its composition” (Article 3.2a BPR; Article 3.1 REACH).
Treated article
means “any substance, mixture or article which has been treated with, or intentionally incorporates,
one or more biocidal products” (Article 3.1l BPR). That means there are two types of TA (CAMarch14-Doc.6.1):
1) Short term treatment where the BP is not intended to remain in the product (see “Treating
with”); and,
2) Intentional incorporation of the BP in order to provide long term protection (see
“Intentionally incorporating”).
According to the BPR definition, a substance or mixture can also be a “treated article”, for example
paint with added in-can preservatives to prevent mould build-up.
An exception to the TA definition applies “where the sole treatment undertaken was the fumigation
or disinfection of premises or containers used for storage or transport and where no residues are
expected to remain from such treatment” (Article 58.1 BPR), meaning that such premises and
containers and their contents are not regulated as TAs.
In reference to TAs, packaging is not part of the packaged product, but remains a separate article
in its own right. Therefore separate assessments must be made to determine whether the
requirements for TAs apply to the packaged product and to the packaging itself.
“Treating with”
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means “the short-term application of a biocidal product in order to control harmful organisms already
present at the time when the treatment is made (e.g. disinfection of an article, fumigation with an
insecticide). It would not result in a lasting incorporation of the biocidal product or the active
substance in the treated article (and thus by nature has no effect on future contamination /
infestation).” (CA-March14-Doc.6.1).
If considering “treating with” a BP, you have to decide whether such treatment is done to provide a
benefit to the product as placed on the market, since only a treatment done with that intention
would cause the product to become a TA (see also “Intentionally incorporating”). For example,
Company A treats a wooden part that does not require TA labelling, and supplies this to Company
B, who sells on the wooden part on its own or assembled into a complex article, but Company B
therefore has no knowledge of the biocidal treatment. In this case the product that Company A
supplies is a TA, since it was treated with a BP intentionally for the benefit of the product as placed
on the market by Company A. However, the product sold by Company B is not a TA, since
although it has been treated with a BP (by Company A), Company B is not aware of this, and so
Company B has no intention of a biocidal benefit for the product that Company B places on the
market. The same identification principles apply whether a product is originally treated outside or
inside the EU.
Under review
refers to an AS that is in the Review Programme.
Union authorisation
means “an administrative act by which the Commission authorises the making available on the
market and the use of a biocidal product or a biocidal product family in the territory of the Union or in
a part thereof” (Article 3.1n BPR).
Union List
means the list of approved ASs which is published on the ECHA web site and which is searchable
by those who wish to confirm the approval status of any substance for any given PT. The Union List
includes AS/PT combinations that are either approved, non-approved, expired or under review (see
Chapter 6.2 for link).
Use
means “all operations carried out with a biocidal product, including storage, handling, mixing and
application, except any such operation carried out with a view to exporting the biocidal product or the
treated article outside the Union” (Article 3.1k BPR).
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2.2 ACRONYMS & ABBREVIATIONS
ACEA

European Automobile Manufacturers
Association

AIG-BPR

Automotive Industry Guideline on the
Biocidal Products Regulation

AS

Active substance

BP

Biocidal Product

BPD

Biocidal Products Directive 98/8/EC

BPR

Biocidal Products Regulation, (EU) No
528/2012

CAS

Chemical Abstracts Service
Registry of unique substance
identification numbers

CLEPA

European Association of Automotive
Suppliers

CLP

Classification, Labelling and
Packaging, Regulation (EC) No
1272/2008

EC

European Commission

ECHA

European Chemical Agency

EEA

European Economic Area – the BPR
applies across the EEA, though for
convenience this Guideline will often
refer to the EU only

ELV

End-of-Life Vehicle Directive
(2000/53/EC)

EU

European Union – where this
Guideline refers to the EU, it should
be understood to include the EEA
states also.
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GADSL

Global Automotive Declarable
Substance List. See
http://www.gadsl.org

IMDS

International Material Data System
See http://www.mdsystem.com

JAMA

Japan Automobile Manufacturers
Association

KAMA

Korea Automobile Manufacturers
Association

JAPIA

Japan Auto Parts Industries
Association

LoA

Letter of Access

PC

Precursor – used in relation to in situ
generated active substances

PT

Product-type

REACH

Registration, Evaluation,
Authorisation (and Restriction) of
Chemicals, Regulation (EC) No
1907/2006

SDS

Safety Data Sheet

SVHC

Substance of Very High Concern

TA

Treated article

You/Your

Use of the terms “you” and “your” etc.
are to be understood as addressing the
intended audience of this Guideline, i.e.
a downstream automotive company
falling within this Guideline’s scope as
defined in Chapter 0.3
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CHAPTER 3: IMPORTANT DATES AND
DEADLINES TO REMEMBER
2013
Until
September
2013

From
September
2013

1

1



The Biocidal Products Directive applied.



AS evaluation is based on data submitted under the BPD,
and according to BPD criteria.



The Biocidal Products Directive was repealed.



The Biocidal Products Regulation applies.



AS evaluation is according to BPR criteria, though may be
based on data submitted before 1 September 2013 under
the BPD.



BP already under evaluation as of 1 September 2013 is
evaluated according to BPD criteria, but BPR substitution
criteria apply.



Union authorisation phase-in: evaluation of products
containing new ASs and PTs 1, 3, 4, 5, 18 & 19.
TAs have to comply with BPR labelling requirements.


2014
2015
From 1 September 2015




Only suppliers on ECHA's “Article 95 list” can place ASs or BPs
on the market.
AS/PT combinations included in Review Programme but not
supported by a participant expire.

2016
By 27 April 2016
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In situ generated AS/PC/PT combinations that are eligible for
inclusion in the Review Programme following redefinition had
to be notified to ECHA in order to take advantage of the
transitional measures.
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By 1 September 2016



Application for AS approvals for specific PTs had to be made in
order to place TAs using the AS/PT combination on the market
after 1 March 2017, pending the approval decision.



Regarding ASs are used in a BP not covered by BPD but falling
within BPR, application for AS approvals for the relevant PTs
had to be submitted to continue making available in the market
and using of the BP (e.g. in situ BPs generated from precursors
that are not themselves supplied).
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2017
From 1 January 2017



Union authorisation phase-in: evaluation of products containing
new ASs and PTs 2, 6 & 13.

Until 1 March 2017



All TAs may be placed on the market.

From 1 March 2017



TAs shall not be made available on the market if either:
o The relevant AS/PT is not approved on the Union List, AND
the AS is not listed in Annex I of the BPR, AND no application
for approval of the relevant AS/PT was submitted by 1
September 2016; OR,
o A non-approval decision for the relevant AS/PT has been
published before 1 September 2016; OR,
o A non-approval decision has been published after 1
September 2016 and more than 180 days have passed after
the decision.



TAs may continue to be marketed if either:
o The relevant AS/PT is approved; OR,
o The AS is listed in Annex I of the BPR; OR,
o The application for approval of the relevant AS/PT was
submitted by 1 September 2016 AND is under review; OR,
o A non-approval decision has been published after 1
September 2016 AND less than 180 days have passed after
the decision.



Application for authorisation of BPs not covered by BPD but
falling within BPR must be submitted to continue making
available on the market or using after 1 March 2018.



BPs not covered by BPD but falling within BPR and for which an
application was not submitted, shall not be made available on the
market or used.



Union authorisation phase-in: evaluation of products containing
new ASs and PTs 7, 8, 9, 10, 11, 12, 16, & 22.

By 1 September 2017

2018
From 1 March 2018

2019
2020
From 1 January 2020
2021
2022
2023
2024
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By 31 December 2024



Planned expiration of work programme for the systematic
examination of all existing ASs commenced in accordance with
BPD.



Latest data protection for “existing ASs” expires.

2025
By 31 December 2025

CHAPTER 4: AUTOMOTIVE SECTOR
ADVICE – STEP-BY-STEP
Chapter 4 provides a structured approach to BPR compliance in 8 steps, based on the overall
“Step-by-Step Navigator” flow chart (see below), and using further flow charts and descriptive
sections to provide detail where required. In the flow charts, each decision (yellow diamond) has a
reference underneath to the Chapter that will help you to understand and make the decision.
Note that only the activities specified in the scope of this Guideline (see Chapter 0.3) are covered in
Chapter 4.
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4.1 IDENTIFY BIOCIDAL PRODUCTS & TREATED
ARTICLES
The first step in BPR compliance is to understand which BPs and TAs you are using and/or placing
on the market. For this, it is recommended to create a Biocides Inventory, which should be created
to suit your own business, but may include the following fields:

Table 4.1-1: Biocides Inventory
Source of Data
Field

Company
knowledge

Supplier

Application / part description





n/a

Process use only / Contained in the
final vehicle/part (even in impurities)?





n/a

BP or TA





Chapter 4.1

Relevant PT





Chapter 4.2

Your role (e.g. User; Importer;
Article Supplier; BP Distributor)



AS Name





n/a

Substance CAS Number





n/a

PTs for which the AS is approved







Chapter 4.4

PTs for which the AS is in the
Review Programme







Chapter 4.4

PTs for which the AS has a
Non-Approval Decision







Chapter 4.4





Chapter 4.4

Name of AS or BP supplier on
Article 95 List
Biocidal claims for the affected part(s)
(if applicable)
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ECHA
website

Guideline
Reference

Chapter 4.3

Chapter 2.1,
“Claim”
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You can use the flow charts and descriptive sections in Chapter 4 to help complete your Inventory.
The rest of Chapter 4.1 describes the first part of completing the Inventory by helping you to
identify BPs and TAs.
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4.1.1

BP AND TA IDENTIFICATION – ARTICLES
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4.1.2 BP AND TA IDENTIFICATION – SUBSTANCES AND
MIXTURES

4.2 IDENTIFY PRODUCT-TYPES
There are 22 PTs that are established and listed in BPR Annex V. For each BP or TA that you use or
place on the market, you need to identify the application of the BP and select the appropriate PT
for each item.
It is up to the companies involved (suppliers, distributors, manufacturers) to make the decisions on
PTs, based on their own technical knowledge of the product and the intended uses. Ultimately the
suppliers placing the products on the market are responsible to determine whether those products
fall under the BPR or not, and then to identify the PTs and to communicate those to their
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customers. If the PT is not clear, you should contact your supplier or manufacturer to come to an
agreement on the PT.
As a further possibility for clarification of the PT, you can send a letter to the respective Competent
Authorities (CAs), describing the product and asking for their PT decision.
Biocidal ASs may only be used in BPs or TAs in the PTs for which an AS approval has been granted.
If a TA appears to have more than one PT, then the BPs incorporated must be approved for each
relevant biocidal property that they confer. For example, if a single BP is intentionally incorporated
into a textile to protect it from microbial deterioration in storage, as well as to give it a disinfectant
function, then the AS(s) involved would have to be approved for both PT 9 (“Fibre, leather, rubber,
paper and polymerised materials preservatives”) and PT 2 (“Disinfectants and algaecides not intended
for direct application to humans or animals”).
Examples of BPs and TAs and their PTs relevant to automotive industry are given in Annex A.

4.3 IDENTIFY ROLES AND OBLIGATIONS
The BPR assigns specific obligations in several different ways, as summarised in Table 4.3-1 below.

Table 4.3-1 Main Roles under the BPR
Roles shown in bold are within the scope of this Guideline; others are not.
If you …

Then according to the BPR And the BPR
you are …
regards you
as a …

Manufacture an AS (see following note)
Import an AS (see following note)
Manufacture a BP

Placing the BP on the market

BP
authorisation
holder

Making the BP available on
the market

BP supplier

Using the BP

BP user
(professional
or
consumer)

Using the BP

BP user
(professional
or
consumer)

Import a BP
Supply a BP (for distribution or use in commerce, whether in return for payment or not)
Perform any operations with a BP (including
storage, handling, mixing and application,
except with the intent of exporting the BP
outside the EU)
Generate in situ ASs (including from supplied
precursors and/or AS-generating devices)
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Manufacture a TA

(not a defined role in the BPR, unless you
place the TA on the market, in which case
refer to Import or Supply a TA)

Import a TA

Placing the TA on the
market

TA importer

Supply a TA (for distribution or use in commerce, whether in return for payment or not)

Making the TA available on
the market

TA supplier

Since a biocidal AS on its own is also classed as a BP, it follows that AS manufacturers or importers
are also authorisation holders. Therefore BP manufacturers, importers, etc. already cover the
equivalent AS roles.
The authorisation holder is the company based in the EU who is responsible for placing a BP on the
market, i.e. first making the BP available on the market. This is typically the BP manufacturer or
importer.
Several companies may make a BP available on the market without being authorisation holders,
i.e. they are not the ones that first made the BP available on the market. Examples are BP
distributors and retailers, both of which are types of supplier. Suppliers of automotive BPs are
recommended to ensure that you know the identity of the authorisation holder and to check that
the authorisation holder has met their obligations.

Note: Automotive OEMs and suppliers are advised to avoid becoming the importer for BPs, in
order to avoid becoming the authorisation holder, and instead to ensure that they purchase the
BPs from entities within the EU. There is no equivalent under the BPR to the REACH “Only
Representative” role.

Table 4.3-2 Obligations – Responsibilities and Checks
Roles shown in bold are within the scope of this Guideline; others are not.
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R

R

C

R

R

User

Supplier

Importer

TA

Manufacturer

1.3

User

AS Approval for relevant PTs

Supplier

AIG
Ref.

Importer

BPR Requirement

Manufacturer

BP
(including in situ BP)

C
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BP Authorisation for relevant PTs

1.4

R

R

BP Labelling according to BPR

4.6.1

R

R

TA Labelling according to BPR

4.6.2

SDS according to REACH

4.7.1

Biocidal treatment information to
consumers

4.7.3

Recordkeeping for BPs

4.8.1

C
C

C
C

R

R

C

R

C

R

C

R
R

R

R = Responsibility to fulfil the BPR requirement;
C = Checks – recommended to check that those responsible have fulfilled their obligations

4.4 CHECK ACTIVE SUBSTANCE STATUS
In order to understand whether it is permitted to use or market a BP or TA, you have to identify the
BPR status of the AS used, by searching in Annex I and the Union List, and you have to understand
the effect that the status has on being allowed to market or use the affected BP or TA. If there is
more than one AS involved, you have to check the status of each one and then apply all applicable
conditions.
Each biocidal AS can only be in one of the status options shown in the following table:

Table 4.4-1

Active Substance Status

Active Substance Status

Source of Data
(see Chapter 6 for links)

Guideline Reference

On Annex I

BPR Annex I

4.4.4

Approved for the relevant PT

Union List

4.4.5

Under review for the relevant PT

Union List

4.4.6

Expired for the relevant PT

Union List

4.4.7

Non-approved (i.e. on the Non-Inclusion List)
for the relevant PT

Union List

Not listed, i.e. not on Annex I, nor on the Union
List for the relevant PT – this is the default
status if no other status above applies

BPR Annex I & Union List
(i.e. confirm AS is not on
either list)
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The Union List shows all AS/PT combinations for which an application for approval has been
submitted under the BPR or under the previous BPD, including "existing active substances” and
"new active substances”, and indicates whether they are “approved”, “under review”, “not
approved” or “expired”. The Union List entries are not company-specific, and are valid across the
EU (unlike BP authorisations, which are company-specific and valid only for the countries in which
the authorisation is granted – see Chapter 1.4). The Union List is maintained on-line by ECHA (see
Chapter 6.2) and is updated as more data becomes available.
Note that ASs that are on any of the formal BPR substance lists (Annex I, Union List, etc.) are not
to be understood to include nanomaterial forms of those substances, unless the nano forms of the
substances are explicitly mentioned.
The following three subchapters (4.4.1 to 4.4.3) provide flow charts to help you to use the AS
status to determine whether BPs or TAs may be used and/or marketed and which transitional
measures apply, while the subsequent subchapters (4.4.4 to 4.4.11) provide more details to explain
those decisions.
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4.4.1

BIOCIDAL PRODUCTS: USE OBLIGATIONS
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4.4.2 IN SITU
OBLIGATIONS
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BIOCIDAL

PRODUCTS:

MARKETING
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4.4.3

TREATED ARTICLES: MARKETING OBLIGATIONS

4.4.4

ANNEX I SUBSTANCES

BPR Annex I provides a list of ASs that are eligible for the simplified authorisation procedure. The
process for listing a substance in BPR Annex I is specified in detail in the BPR Annex I Amendments
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Implementing Regulation ((EU) No 88/2014) and is generally similar to the normal process for AS
approval (see Chapter 1.3).
The Annex I list is divided into seven categories, as follows:

Table 4.4-1

Annex I Categories

Category

Definition

Category 1

Substances authorised as food additives according to the Food Additives
Regulation
(EC) No 1333/2008

Category 2

Substances included in the REACH Regulation (No 1907/2006) Annex IV –
Exemptions from the obligation to register

Category 3

Weak acids

Category 4

Traditionally used substances of natural origin

Category 5

Pheromones

Category 6

Substances for which a Member State has validated an AS dossier in accordance
with
Article 7.3 BPR or accepted such a dossier in accordance with Article 11.1 BPD

Category 7

Other

Annex I substances are eligible for several important exemptions to the BPR:


Annex I substances are considered to be approved for all PTs;



o

Annex I substances in Categories 1 to 5 and 7, are exempt from Article 95 BPR
requirements (see Chapter 4.4.3); therefore they can be marketed, on their own or
in BPs, without the supplier being included in the Article 95 list;

o

Annex I substances in Category 6 are not exempt from the Article 95 BPR
requirements (see Chapter 4.4.9), therefore they cannot be marketed, on their
own or in BPs, unless the supplier is included in the Article 95 list;

BPs that contain only Annex I ASs are eligible for simplified authorisation, provided certain
other conditions are met (Article 25 BPR; see Chapter 1.4).

4.4.5

APPROVED ACTIVE SUBSTANCES

In order to gain approval of an AS, the applicant must submit a dossier on the substance and the
relevant PT (Article 6 BPR) to ECHA, and must pay the applicable fees.
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The evaluating competent authority then must validate the data in the application within 30 days,
and must evaluate the application and recommend a decision of approval or non-approval to ECHA
within 365 days of the data validation. Taking the competent authority recommendation into
account, ECHA must then prepare and submit its opinion to the European Commission within 270
days.
The Commission then publishes an implementing Regulation stating either that the AS is approved
or not approved. In either case, the Union List is updated to show the decisions.
In case of approval, the implementing Regulation indicates any applicable conditions of the
approval, the date of approval, and the date expiry of the approval. The process for checking the
implementing Regulation and the approval conditions is shown in Chapter 4.6.4.

4.4.6

REVIEW PROGRAMME

The Review Programme is the programme for evaluation of ASs that was originally set up by the
European Commission under the BPD, and continues under the BPR.
An AS/PT combination has the status of being “under review” or in the Review Programme, if an
application for its approval has been submitted either under the BPD or the BPR, but no approval
or non-approval decision has yet been made.
ASs in the Review Programme may be placed on the market in BPs without an authorisation,
pending approval of the substance, and subject to national laws. Participants of specific ASs in the
Review Programme are automatically included in the Article 95 list (see Chapter 4.4.10).

4.4.7

EXPIRED SUBSTANCES

Expired substances are those for which the expiry date has passed without a valid renewal
application being submitted. In order to renew an AS approval, applicants have to submit an
application to ECHA at least 550 days before the expiry date of the approval. Where there are
different expiry dates for the same AS for different PTs, the application must be submitted at least
550 days before the earliest expiry date.

4.4.8

NON-APPROVED ACTIVE SUBSTANCES

Non-approved ASs are those for which a decision of non-approval has been made for the specific
PT either under the BPD or the BPR. Non-approval decisions are taken when:


An AS/PT combination has been evaluated and as a result of the evaluation it has been
decided that the AS/PT combination should not be used in BPs or TAs placed on the EU
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market; or,


All participants have discontinued their participation from the Review Programme; or,



No complete dossier was received within the time period specified.

Companies must manage the supply of the affected products to comply with the obligations
shown in Table 4.4-2 below.

Table 4.4-2

Grace Periods after Non-Approval Decisions

Non-approval decision is made…

Obligation

… for an AS that is present in, or generated by, a
BP

BP must be removed from the market by 12
months after the non-approval decision
(BP may be used 18 months after the nonapproval decision)

… before 1 September 2016 for an AS that is
used to treat, or is intentionally incorporated in,
a TA

TA may not be placed on the market after 1
March 2017

… after 1 September 2016 for an AS that is used
to treat, or is intentionally incorporated in, a TA

TA may not be placed on the market from 180
days after the non-approval decision

4.4.9

NON-LISTED SUBSTANCES

A non-listed substance is an AS that is not listed on Annex I and does not appear on the Union List
for the relevant PT. In general, non-listed substances may not be placed on the market in BPs or
used for TAs.

4.4.10 ARTICLE 95 LIST OF SUPPLIERS
For most ASs and BPs, since 1 September 2015, only suppliers included on the Article 95 list for a
specific AS/PT approval can place that AS, or BPs consisting of, containing or generating that AS,
on the market. In some cases, e.g. for BPs newly under the scope of the BPR, other dates for the
Article 95 list apply (see Chapter 4.4.11). Suppliers may be added to the Article 95 list by
submitting to ECHA at any time, any one of the following:


Complete substance dossier for that relevant substance, as required for an application for
approval of an AS;



Letter of access (LoA) to a complete substance dossier;
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Reference to a complete substance dossier for which all data protection periods have
expired.

Only companies or individuals based in the EU can be included on the Article 95 List, so for an AS
or BP manufactured outside the EU, it would be the importer who needs to be added to the List.
The effect of the Article 95 List requirement is to ensure that a prospective supplier who has not
supported the approval of an AS, is not allowed a “free ride” after another supplier has made a
successful application for approval. The data protection provisions of the regulation allow data
owners to recover the costs of generating the AS data (Article 63 BPR), since a financial agreement
has to be reached between the data owner and the prospective new applicant who seeks an LoA.
If a previously approved AS later becomes subject to a non-approval decision, then the
corresponding supplier(s) would be removed from the Article 95 list.

4.4.11 IN
SITU
APPLICATIONS

ACTIVE

SUBSTANCE

APPROVAL

If your in situ generated AS is not already approved on the Union List with reference to the correct
precursor(s) and PT, then you will need to check the transitional provisions (see Chapter 4.4.2). To
do
this,
you will first need to check the relevant European Commission (EC) guidance document
(CA-March15-Doc.5.1-Final), and find your AS/PC/PT combination on the list in Annex I of the
document, which includes a list of all ASs that were identified as being on the EU market as of 1
September 2013. You then need to identify in the right hand column of the list, the status of the
AS/PC/PT combination, as follows:


“n/a” – AS/PC/PT combinations in the biocides Review Programme
o



“Art. 13” – AS/PC/PT combinations eligible for inclusion in the Review Programme by
redefinition
o



Follow the usual rules for AS/PT combinations in the Review Programme (Article
95 BPR)

Follow the redefinition process (Article 13 Biocides Review Regulation 1062/2014)

“Art. 93” – AS/PC/PT combinations not covered by the BPD but newly under the scope of
the BPR
o

Follow transitional rules for inclusion in the biocides Review Programme (Article 93
BPR)

These options are set out in Flow Chart 4.4.2, and are described in more detail below:
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AS/PC/PT combinations in the Review Programme (Article 95 BPR)
Where the European Commission guidance document identifies the AS/PC/PT combination as
being already in the Review Programme, the AS/PC supplier and the BP supplier need to have been
included in the Article 95 List by 1 September 2015 in order to continue placing the products on the
market. If this is not the case, the BP comprising the PC substances or generating the in situ AS
must be removed from the market after 1 September 2015, until a new AS/PC/PT approval and BP
authorisation are granted.
AS/PC/PT combinations eligible for the RP redefinition (Regulation 1062/2014, Article 13)
Where the European Commission guidance document identifies the AS/PC/PT combination as
being eligible for inclusion in the Review Programme by redefinition, the supplier must have
notified the redefined AS/PC/PT combination to ECHA by 27 April 2016, in order to continue
placing the relevant BP on the market.
After acceptance of the notification by ECHA, suppliers must submit the full application for AS
approval to ECHA within two years. The AS/PC/PT combination can continue to be marketed until
the approval decision is published. In this case, the supplier need not be included on the Article 95
list until the full application has been submitted and validated by ECHA.
If the notification was not made by 27 April 2016 or was rejected by ECHA, the relevant BP must be
removed from the market and can no longer be used professionally (See Chapter 2.1, “Use”).
AS/PC/PT combinations newly under the BPR (Article 93 BPR)
Where the European Commission guidance document identifies the AS/PC/PT combination as
being newly under the scope of the BPR, the supplier must submit an application for substance
approval by 1 September 2016. On validation of the application by ECHA, the supplier will be
added to Article 95 list. Then the AS/PC/PT combination may continue to be marketed or used
until an approval decision is published. If no application is made by the required date, the AS/PC/PT
combination may not be marketed or used after 1 September 2017.
AS/PC/PT combinations not listed in the EC Guidance Document
Where the European Commission guidance document does not identify your AS/PC/PT
combination, i.e. it is not recognised as being on the market as of 1 September 2013, then it may
not be marketed or used until a new substance approval and BP authorisation are granted.

4.5 SUBSTITUTE/ELIMINATE ACTIVE SUBSTANCES
The aim of the substitution measures within the BPR is to identify substances of particular concern
to public health or the environment and to ensure that these substances are phased-out and
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replaced by more suitable alternatives (Article 10 BPR). Remember that both substance approvals
and BP authorisations are granted for fixed periods of time, and are not automatically renewed.
There are different options that can lead to the obligation to substitute ASs used in BPs or TAs
(Table 4.5-1). In case your use is not approved, work with your suppliers and customers to ensure
substitution according to transitional deadlines (see Chapter 4.4), and to introduce appropriate
alternatives.

Table 4.5-1

Substitution of Active Substances

When Active Substance …







Has a non-approval decision for the relevant
PT
Approval for the PT has expired; or is due to
expire without being renewed
Approval application has not been
submitted for the relevant PT
Is subject to the exclusion criteria (Article 5
BPR), and is therefore not likely to be
approved for the relevant PT
Is approved, but is a candidate for
substitution (Article 10 BPR) and therefore
will likely not have its approval renewed
after the expiry date

Substitute with an Active Substance that is …





Already approved ; OR
On Annex I; OR
In Review Programme AND does not meet
the exclusion criteria

Where it is decided to restrict or not to authorise the use of a BP, that cancellation or amendment
of the authorisation will take effect four years after that decision. However, where the approval of
the AS that is a candidate for substitution expires on an earlier date, the cancellation of the
authorisation shall take effect on that earlier date.

4.6 LABEL BIOCIDAL PRODUCTS AND TREATED
ARTICLES AS REQUIRED
4.6.1

LABELLING FOR BIOCIDAL PRODUCTS

All BPs must be labelled with BPR-specific information, as well as with CLP-required information,
where applicable. The responsibility for classification, packaging and labelling of BPs lies with the
authorisation holder (Article 69 BPR).
Labels for BPs must:
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Be provided in the official language or languages of the country in which the BP is
marketed;



Minimise the likelihood of being mistaken for food or drink, and discourage consumption;



Not include misleading statements about the risks to human or animal health, or to the
environment, or about its efficacy (e.g. “low-risk biocidal product”, “non-toxic”,
“harmless”, “natural”, “environmentally friendly”, “animal friendly”);



Show information clearly and indelibly.

The label for a BP must show the specific information required in Article 69.2 BPR.

4.6.2

LABELLING FOR TREATED ARTICLES

The obligation for labelling a TA lies with the person or company responsible for placing the TA on
the market. The obligation applies at each step the supply chain, i.e. to the manufacturer, the
importer, the distributor or the retailer of the TA (Article 58.3 BPR):
It is important to note that there are no transitional measures for the TAs labelling requirement.
This means that any TA placed on the market in the European Union after 1 September 2013 has to
be labelled according to applicable BPR requirements.
If you are marketing a product that you have identified as a TA, you must ensure that BPR-specific
labelling is applied to that product if either:



A claim, such as an advertising statement, is made regarding biocidal properties of the TA
(see Chapter 2.1, “Claim”); or,



Conditions of the approval for the contained AS require a labelling provision regarding
public health and environment protection (see Chapter 4.6.4).

If CLP labelling requirements also apply to the product due to additional hazards being present,
then the BPR labelling requirements apply in addition to the CLP ones.
Where required, the BPR-specific label must include (Article 58.3 BPR):


Statement that the TA incorporates BPs (see Chapter 4.6.3);



Where substantiated, the biocidal property attributed to the TA (see Chapter 4.6.5);



Names of all ASs contained in the BPs;



Names of all nanomaterials contained in the BPs followed by the word “nano” in brackets
(whether these are ASs or not);



Relevant instructions and any precautions for use.
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In case more than one AS is contained, the label must mention each AS that contributes to the
biocidal properties claimed, or each AS for which the conditions for the AS approval require such
labelling. If labelling is required due to the AS specific conditions of approval, then the relevant
information has to be mentioned (see Chapter 4.6.4).
Whether or not any other labelling requirements apply, any relevant instructions for use, including
any precautions to be taken, must be labelled if this is necessary to protect humans and the
environment
(Article 58.4 BPR).
The label must be printed in the official language or languages of the Member State of
introduction (i.e. where first placed on the market), unless that Member State provides otherwise.
The labelling should be clearly visible, easily legible and appropriately durable, and understandable
for users and consumers.
Whenever possible, the label should be affixed on the TA itself, but “where necessary because of the
size or the function of the treated article, the labelling shall be printed on the packaging on the
instructions for use or on the warranty” (Article 58.6 BPR).
“In the case of treated articles that are not produced as part of a series but rather designed and
manufactured to meet a specific order, the manufacturer may agree other methods of providing the
customer with the relevant information” (Article 58.3 BPR).
In practice in the automotive industry, it will often not be practical to provide the BPR labelling
information on the TA itself, and so it is recommended that TA labelling information is included in
the use instructions for parts sold separately, or in the vehicle manual (or as additional documents
added to the vehicle manual) in the case of the whole vehicle being identified as a TA that requires
BPR labelling.
As stated above, it is the responsibility of the manufacturer, importer or other that places the TA
on the market to insure the labelling compliance. If a TA is integrated in a new product, which itself
will then meet the definition of a TA, the company responsible for placing this product on the
market needs to comply with labelling requirements if the conditions apply.
For example, Company A supplies Company B with a treated textile to prevent microbial
settlement:


Company A is placing on the market a TA; it must fulfil its labelling requirements for the
treated textile.



Company B assembles treated textile from Company A to build a seat, so that the seat
stills benefit from the textile treatment; the seat is then a TA and Company B must fulfil its
labelling requirements for the seat.

Regarding the labelling of relevant information for use it is also required to provide instruction to
minimise the risk, “based on the available information on the hazard profile of the active substance(s)

AIG-BPR V1.0 – 23/09/2016

47

and the foreseeable uses of the treated article, on the possible risks that the treated article may pose
to human or animal health or the environment” (CA-Sept13-Doc.5.1.e, Revision 1).
The packaging of a TA is not part of the packaged article and remains a separate article. However,
packaging materials which themselves meet the criteria for TAs have to be labelled in
consequence (CA-Sept13-Doc.5.1.e, Revision 1).
A summary of the decision tree for labelling TAs is shown in Flow Chart 4.6.2 below, while the
following subsections 4.6.3 to 4.6.5 explain the key decisions in more detail.
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4.6.3

“INCORPORATES BIOCIDAL PRODUCT”

If the item is a TA only due to being treated with a BP for the purpose of short term control of
harmful organisms (see Chapter 2.1, “Treating with”), then the item would be without long term
biocidal properties, and therefore there would be no intentional incorporation of the BP, and the
labelling requirement based on the AS approval condition cannot be triggered (see Chapter 2.1,
“Intentionally incorporating”).

4.6.4 COMPLY
CONDITIONS

WITH

ACTIVE

SUBSTANCE

APPROVAL

As previously discussed, TAs may only be marketed if all ASs involved have been approved for the
relevant PT. In some cases, especially where there is concern about possible harmful effects
associated with human contact or environmental release of the AS, the conditions of approval of
the substance may require labelling of any TA that involves the substance when it is placed on the
market, regardless of whether any biocidal claim is made (Article 58.3 BPR).
To check the AS approval conditions, including any labelling requirements, follow the following
steps:
1. Go to the ECHA “Biocidal Active Substances” web page (http://echa.europa.eu/informationon-chemicals/biocidal-active-substances).
2. Enter appropriate information in the search fields (e.g. CAS number or substance name) and
click “Search” to find the relevant substance.
3. In the search results table, click on the view icon in the “Data” column.
4. In the resulting screen, under “Administrative Data”, click on the link for the “Legislative act”.
5. Scroll down to the “Annex” table; read any information provided in the far right column,
“Specific conditions”.
For example, the approval conditions for 3-iodo-2-propynyl butylcarbamate (“IPBC”; CAS No:
55406-53-6) for PT6 include the following under “specific conditions”:
Where a treated article has been treated with or intentionally incorporates IPBC, and where
necessary due to the possibility of skin contact as well as the release of IPBC under normal
conditions of use, the person responsible for placing the treated article on the market shall
ensure that the label provides information on the risk of skin sensitisation, as well as the
information referred to in the second subparagraph of Article 58(3) of Regulation (EU) No
528/2012.

AIG-BPR V1.0 – 23/09/2016

50

4.6.5

“SUBSTANTIATED BIOCIDAL PROPERTY“

The BPR includes the requirement that the label (where required) includes: “where substantiated,
the biocidal property attributed to the treated article” (Article 58.3.b BPR). A substantiated biocidal
property is one that is supported by appropriate evidence. Only a supplier who holds evidence
about a biocidal property of a TA can make a statement on the label about that biocidal property.
In line with the Unfair Commercial Practices Directive 2005/29/EC, any information provided about
the biocidal property of a TA must be clear and accurate and relatable to supporting evidence.
Where a biocidal function (see Chapter 2.1, “Biocidal function”) is claimed, rather than just a
biocidal property (see Chapter 2.1, “Biocidal property”), the level of substantiating evidence
needed is likely to be higher.

4.7 PROVIDE
CUSTOMERS
4.7.1

FURTHER

INFORMATION

TO

SAFETY DATA SHEETS

Biocidal Products
There are no separate safety data sheet requirements under the BPR for biocides, but rather the
BPR simply references the SDS requirements in the REACH Regulation (Article 70 BPR; Article 31
REACH). Therefore, suppliers of ASs, BPs or TAs that are hazardous substances or mixtures under
REACH must provide SDSs formatted according to REACH Annex II (as amended).
The automotive industry recommends that recipients collect SDSs where legally required for
hazardous substances or mixtures, plus SDS-like information for those substances or mixtures
where no SDS is legally required (see Articles 31 & 32 REACH; see also AIG-REACH, Annex Q). This
recommendation also covers substances or mixtures that are ASs, BPs or TAs.
Treated Articles
The BPR only mentions SDS requirements for BPs, but not for TAs, which could also be substances
or mixtures (e.g. paint with an in-can preservative). It is recommended that for TAs that are
substances or mixtures, suppliers provide, and recipients collect, SDSs or SDS-like information.
If you supply a TA that is a substance or mixture, and if any of the ASs intentionally incorporated
are not declared on the corresponding SDS, you should proactively contact your customers to
inform them of the ASs contained in TA and the reasons, including the PT.
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4.7.2

GADSL AND IMDS REPORTING FOR BIOCIDES

The Global Automotive Declarable Substance List (GADSL) identifies substances that are expected
to be present in a material or part that remains in vehicles or vehicle parts at point of sale, and that
require declaration in order to facilitate compliance with current and future regulations, as well as
take into account customer requirements to ensure sustainable products (http://www.gadsl.org).
Suppliers to the automotive industry are required in principle to report biocidal ASs in their parts
via the International Material Data System (IMDS).

The listing of certain biocidal ASs in the GADSL and the corresponding reporting process in IMDS
are described in detail under the “Legislative Requirements” section of the IMDS Frequently Asked
Questions web pages (https://public.mdsystem.com/en/web/imds-public-pages/faq). In GADSL
you will find only selected ASs for the relevant PTs. The selection of ASs and PTs is done according
to GADSL rules that only take into account automotive parts and materials.
Automotive customers and suppliers may have their own reporting requirements for supporting
processes, for which additional information on biocidal ASs may be required. Please speak with
your customers/suppliers to confirm these requirements on a business-to-business basis.

4.7.3

PROVIDE INFORMATION TO CONSUMER ON REQUEST

Consumers have the right under the BPR to request “information on the biocidal treatment of the
treated article” (Article 58.5 BPR). If you are the retailer (i.e. you supply vehicles, parts or other
products directly to consumers) and you receive such a request from your consumer, you must
provide the requested information free of charge within 45 calendar days.
There is no threshold level for the AS to trigger a response; therefore even if the biocidal treatment
is such that no AS remains on the product, you as the retailer are still required to provide the
information about the biocidal treatment. Note that this requirement for a 45 day response applies
whether labelling of a TA is applicable or not.
The BPR does not specify how to communicate the Article 58(5) information, or even what specific
information is required. Thus it is up to each company to determine its own response strategy.
However, this Guideline recommends a harmonised approach within the automotive industry
sector, and so template letters to be used for such communications are provided in Annex C.
In order to provide a complete response, you may wish to contact your suppliers for additional
relevant information on biocidal treatment to satisfy the consumer request.
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4.8 MAINTAIN RECORDS
4.8.1

REQUIREMENTS FOR BIOCIDAL PRODUCTS

Manufacturers of BPs that are placed on the market must keep records relating to the
manufacturing process that demonstrate the quality and safety of the BP (Article 65(2)).
If you are a BP authorisation holder, you must keep records of the BPs that you place on the
market for at least 10 years after placing on the market, or 10 years after the date on which the
authorisation was cancelled or expired, whichever is the earlier. You must make the relevant
information contained in these records available to the competent authority on request (Article
68(1)).

4.8.2

RECOMMENDATIONS FOR TREATED ARTICLES

There are no direct record-keeping requirements in the BPR for those that manufacture or supply
TAs. However, it is recommended that all manufacturers, importers or suppliers of TAs ensure
that they are able to demonstrate BPR compliance in case of audits or inspections.
If you are relying on an exemption from the BPR, you are recommended to be able to demonstrate
the validity of the exemption, since the burden of proof in such cases will likely be placed on the TA
manufacturers, importers or suppliers (CA-Sept13-Doc.5.1.e, Revision 1).
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CHAPTER 5: ROLE-SPECIFIC SUMMARIES
Chapter 5 comprises a series of tables, each of which provides a summary of the obligations for a
specified role within the scope of this AIG-BPR. Each summary table follows the step-by-step
approach that is detailed in Chapter 4.
The following role-specific summaries are provided:


5.1 – EU Supplier/Distributor/Retailer of BP
It is beyond the scope of the AIG-BPR to cover the obligations of a BP authorisation holder.
The obligations for a supplier, distributor or retailer of BPs are provided in Table 5.1 on the
assumption that another company first placed the BPs on the EU market and that this
other company is the authorization holder.



5.2 – Professional User of Purchased BP in the EU
Importing obligations for BPs, including BP authorisation, are outside the scope of the
AIG-BPR; AIG-BPR recommendation for non-biocide-specialist companies is to ensure that
you purchase from an EU legal entity so that you are not the importer of the BP - then
follow guidance for Professional User.



5.3 – Professional User of In Situ BP
Importing obligations for BPs, including BP authorisation, are outside the scope of the
AIG-BPR; AIG-BPR recommendation for non-biocide-specialist companies is to ensure that
you purchase from an EU legal entity so that you are not the importer of the BP - then
follow guidance for Professional User.



5.4 – Importer of TAs into the EU



5.5 – EU Supplier/Distributor/Retailer of TA
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5.1 EU SUPPLIER/DISTRIBUTOR/RETAILER OF BP
Table 5.1
Market

Role Summary for Supplier/Distributor/Retailer Placing Biocidal Products in the EU

Step Scenario

Role Obligations

AIG
Ref.

1

BP manufactured in, imported
into, used in, or placed on the
market in the EU



Identify any BP that you manufacture, import,
use, or place on the market

4.1

2

BP manufactured in, imported
into, used in, or placed on the
market in the EU



Identify PT applicable to your own use and/or
that of your potential customers

4.2



Identify your obligations as a BP supplier
and/or retailer as shown below



AIG-BPR recommendation is that nonspecialist-biocide companies avoid becoming
the importer for BPs, and only place a BP on
the market where another company (e.g. the
original manufacturer or importer of the BP) is
the authorisation holder

3

BP manufactured in, imported
into, used in, or placed on the
market in the EU

AS is on the Annex I list under
Categories 1 to 5 or 7
AS is on the Annex I list under
Category 6
4

AS/PT is approved on the
Union List



BP may be marketed/used for all PTs



EITHER: Ensure that you are added to the
Article 95 list for the AS/PT combination



OR: Stop importing/placing on the market by 1
September 2016



Substitute or eliminate AS so that BP may
remain on the market

AS/PT is in the Review
Programme before 1
September 2016

5

AS must be
substituted/eliminated as
required by AS status in Step 4
above, or for other reason
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Step Scenario

6

Role Obligations


Confirm with your supplier that the BP
authorisation holder has provided all required
label elements



IF NOT: Contact your supplier and/or alternate
suppliers to rectify the labelling

BP is placed on the market
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4.6

OR: Stop placing the BP on the market confirm immediate elimination/substitution
options with your supplier and/or alternate
suppliers
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Step Scenario
BP placed on the market is a
hazardous substance or
mixture
BP placed on the market is not
a hazardous substance or
mixture
7

BP is a material or part that
remains in vehicles or vehicle
parts at point of sale
BP is supplied to automotive
supply chain customers as
material or part that does not
remain in vehicles or vehicle
parts at point of sale

8

BP is used or placed on the
market
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Provide SDS formatted according to REACH
Annex II (as amended)



The automotive industry recommends
providing SDS-like information for those
substances or mixtures where no SDS is legally
required



Report any AS in your supplied parts to your
automotive customer via the IMDS

AIG
Ref.

4.7.1

4.7.2


Confirm and meet each customer's reporting
requirements for BPs



Manufacturers of BPs that are placed on the
market, must meet the defined BPR
recordkeeping requirements



Maintain relevant records in case required by
the competent authority or for the purposes of
maintaining your own management system
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5.2 PROFESSIONAL USER OF PURCHASED BP IN
THE EU
Table 5.2

Role Summary for Professional User of Purchased Biocidal Products

Step Scenario

Role Obligations

BP manufactured in, imported
into, used in, or placed on the
market in the EU



1

2

BP or TA manufactured in,
imported into, used in, or placed
on the market in the EU

3

BP manufactured in, imported
into, used in, or placed on the
market in the EU
AS is on the Annex I list under
Categories 1 to 5 or 7
AS is on the Annex I list under
Category 6

4

Identify any BP or TA that you
manufacture, import, use, or place on the
market

4.1



Identify PT applicable to your own use
and/or that of your potential customers

4.2



Identify your obligations as a BP user as
shown below; AIG-BPR recommendation is
that non-specialist-biocide companies
avoid becoming the importer for BPs

4.3



BP may be marketed/used for all PTs



Ensure that your supplier is added to the
Article 95 list for the AS/PT combination; If
not, contact your supplier to confirm
supplier's plans to be added to the Article
95 list



Substitute or eliminate AS so that BP may
remain in use

4.5

4.6

AS/PT is approved on the Union
List
AS/PT is in the Review
Programme before 1 September
2016

5

AS must be
substituted/eliminated as
required by AS status in Step 4
above, or for other reason

6

BP is placed on the market



Follow instructions provided on BP labelling

BP placed on the market is a
hazardous substance or mixture



Perform SDS plausibility check; Follow
instructions provided on BP labelling



The automotive industry recommends
collecting SDS-like information for those
substances or mixtures where no SDS is
legally required; Perform plausibility check
on SDS-like information; Follow
instructions provided

7

BP placed on the market is not a
hazardous substance or mixture
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8

BP is used or placed on the
market
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Maintain relevant records in case required
by the competent authority, or for the
purposes of maintaining your own
management system.

4.8.1
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5.3 PROFESSIONAL USER OF IN SITU BP
Table 5.3

Role Summary for Professional User of In Situ Generated Biocidal Products

Step Scenario

1

BP manufactured in, imported
into, used in, or placed on the
market in the EU

2

BP or TA manufactured in,
imported into, used in, or
placed on the market in the
EU

3

BP manufactured in, imported
into, used in, or placed on the
market in the EU

Role Obligations


Identify any BP or TA that you manufacture,
import, use, or place on the market

4.1



Identify PT applicable to your own use and/or
that of your potential customers

4.2



Identify your obligations as a BP user as shown
below; AIG-BPR recommendation is that nonspecialist-biocide companies avoid becoming
the importer for BPs

4.3



Ensure that your supplier is added to the
Article 95 list for the AS/PC/PT combination; If
not, contact your supplier to confirm supplier's
plans to be added to the Article 95 list



The AS/PC/PT combination may not be used
until the AS/PC/PT combination is approved
and the corresponding BP is authorised



Ensure that your supplier is added to the
Article 95 list for the AS/PC/PT combination; IF
NOT, the BP may not be used - contact your
supplier and/or alternate suppliers to confirm
immediate elimination/ substitution options

AS/PC/PT combination is
approved on the Union List
AS/PC/PT combination is not
approved on the Union List;
AND the combination was not
on the market on 1 Sept 2013

4

AS/PC/PT combination is in
Review Program

AS/PC/PT combination is
eligible for inclusion in the
Review Programme by
redefinition
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4.4.2

Contact your supplier to confirm whether the
redefined AS/PC/PT combination was notified
by 27 April 2016; IF NO, contact your supplier
and/or alternate suppliers to confirm
immediate elimination/substitution options; IF
YES, confirm your supplier's intention to
submit AS/PC/PT approval application within
2 years of notification

60

Step Scenario

Role Obligations


Contact your supplier to confirm whether the
redefined AS/PC/PT approval application will
be or was submitted by 1 Sep 2016; IF NO,
contact your supplier and/or alternate
suppliers to confirm options to
eliminate/substitute by 1 September 2017; IF
YES, confirm that your supplier is/was
included in the Article 95 list as of 1 September
2016



Substitute or eliminate AS so that in situ BP
may remain in use

4.5

4.6

AS/PC/PT combination is
newly in scope of the BPR

5

AS must be
substituted/eliminated as
required by AS status in Step 4
above, or for other reason

6

BP is placed on the market



Follow instructions provided on BP labelling

BP placed on the market is a
hazardous substance or
mixture



Perform SDS plausibility check; Follow
instructions provided on BP labelling



The automotive industry recommends
collecting SDS-like information for those
substances or mixtures where no SDS is legally
required; Perform plausibility check on SDSlike information; Follow instructions provided



Maintain relevant records in case required by
the competent authority, or for the purposes
of maintaining your own management system

7

8

BP placed on the market is not
a hazardous substance or
mixture

BP is used or placed on the
market
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5.4 IMPORTER OF TREATED ARTICLES INTO THE EU
Table 5.4

Step

Role Summary for Importer of Treated Articles into the EU

Scenario

1

BP or TA manufactured in, imported into,
used in, or placed on the market in the EU

2

BP or TA manufactured in, imported into,
used in, or placed on the market in the EU

3

TA manufactured in, imported into, used in,
or placed on the market in the EU
AS is on the Annex I list
AS is approved on the Union List for the
relevant PT
AS/PT was not on the Annex I list; AND the
AS was not approved on the Union List for
the relevant PT; AND the AS/PT was not in
the Review Programme before 1 September
2016

4

AS/PT was not on the Annex I list; AND the
AS was not approved on the Union List for
the relevant PT; AND the AS/PT was in the
Review Programme before 1 September
2016; AND a non-approval decision on the
AS/PT was made before 1 September 2016

Role Obligations


Identify any BP or TA that you
manufacture, import, use, or
place on the market

4.1

Identify PT applicable to your
own use and/or that of your
potential customers

4.2



Identify your obligations as a TA
importer as shown below

4.3



The TA may be imported for any
PT



The TA may be imported for the
approved PT



TA may not be imported after 1
March 2017, unless a new
application is approved;
contact your supplier and/or
alternate suppliers to confirm
options to eliminate/substitute



TA may not be imported after 1
March 2017, unless a new
application is approved;
contact your supplier and/or
alternate suppliers to confirm
options to eliminate/substitute




AS/PT was not on the Annex I list; AND the
AS was not approved on the Union List for
the relevant PT; AND the AS/PT was in the
Review Programme before 1 September
2016; AND a non-approval decision on the
AS/PT was made after 1 September 2016
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TA may not be imported after
180 days after the non-approval
decision,
unless a new application is
approved;
contact your supplier and/or
alternate suppliers to confirm
options to eliminate/substitute
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Step

Scenario
AS/PT was not on the Annex I list; AND the
AS was not approved on the Union List for
the relevant PT; AND the AS/PT was in the
Review Programme before 1 September
2016; AND no non-approval decision has
been made

5

AS must be substituted/eliminated as
required by AS status in Step 4 above, or for
other reason
TA incorporates a BP; AND a claim is made
regarding the biocidal properties of the TA

6

Role Obligations



The TA may be imported for the
approved PT



Substitute or eliminate AS so
that TA may continue to be
imported and may remain on
the market

4.5

Confirm that your supplier has
provided the required TA
labelling; AND confirm that any
biocidal property shown on the
label is substantiated; OR
provide the required TA
labelling yourself

4.6



TA incorporates a BP; AND a contained AS
requires TA labelling as a condition of
approval


Obtain SDS formatted
according to REACH Annex II;
Follow instructions provided on
TA SDS



The automotive industry
recommends obtaining SDS-like
information; Perform
plausibility check on SDS-like
information; Follow instructions
provided, as applicable

4.7.1



No SDS obligations apply

4.7.2



Maintain relevant records in
case required by the competent
authority, or for the purposes of
maintaining your own
management system

4.8.1

TA placed on the market is a hazardous
substance or mixture

7
TA placed on the market is substance or
mixture that is non-hazardous

TA placed on the market is an article

8

TA is placed on the market

AIG-BPR V1.0 – 23/09/2016

AIG
Ref.

63

5.5 EU SUPPLIER/DISTRIBUTOR/RETAILER OF TA
Table 5.5
Market

Role Summary for Supplier/Distributor/Retailer Placing Treated Articles on the EU

Step Scenario

1

BP or TA manufactured in, imported into,
used in, or placed on the market in the EU

2

BP or TA manufactured in, imported into,
used in, or placed on the market in the EU

3

TA manufactured in, imported into, used in,
or placed on the market in the EU
AS is on the Annex I list
AS is approved on the Union List for the
relevant PT
AS/PT was not on the Annex I list; AND the
AS was not approved on the Union List for
the relevant PT; AND the AS/PT was not in
the Review Programme before 1 September
2016

4

AS/PT was not on the Annex I list; AND the
AS was not approved on the Union List for
the relevant PT; AND the AS/PT was in the
Review Programme before 1 September
2016; AND a non-approval decision on the
AS/PT was made before 1 September 2016
AS/PT was not on the Annex I list; AND the
AS was not approved on the Union List for
the relevant PT; AND the AS/PT was in the
Review Programme before 1 September
2016; AND a non-approval decision on the
AS/PT was made after 1 September 2016
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Identify any BP or TA that you
manufacture, import, use, or
place on the market

4.1

Identify PT applicable to your
own use and/or that of your
potential customers

4.2

Identify your obligations as a TA
supplier or retailer as shown
below

4.3



The TA may be marketed for
any PT



The TA may be marketed for
the approved PT



TA may not be marketed after 1
March 2017, unless a new
application is approved



Contact your supplier and/or
alternate suppliers to confirm
options to eliminate/substitute



TA may not be marketed after 1
March 2017, unless a new
application is approved



Contact your supplier and/or
alternate suppliers to confirm
options to eliminate/substitute



TA may not be marketed after
180 days after the non-approval
decision,
unless a new application is
approved



Contact your supplier and/or
alternate suppliers to confirm
options to eliminate/substitute

4.4.3
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Step Scenario
AS/PT was not on the Annex I list; AND the
AS was not approved on the Union List for
the relevant PT; AND the AS/PT was in the
Review Programme before 1 September
2016; AND no non-approval decision has
been made
5

6

The TA may be marketed for
the approved PT

AS must be substituted/eliminated as
required by AS status in Step 4 above, or for
other reason



Substitute or eliminate AS so
that TA may remain on the
market

4.5

TA incorporates a BP; AND a claim is made
regarding the biocidal properties of the TA



Confirm that your supplier has
provided the required TA
labelling; AND confirm that any
biocidal property shown on the
label is substantiated; OR
provide the required TA
labelling yourself

4.6

TA incorporates a BP; AND a contained AS
requires TA labelling as a condition of
approval

TA placed on the market is substance or
mixture that is non-hazardous
TA placed on the market is an article



Provide SDS formatted
according to REACH Annex II



The automotive industry
recommends providing SDS-like
information



No SDS obligations apply



Report any AS in your supplied
parts to your automotive
customer via the International
Material Data System (IMDS)



Confirm and meet each
customer's reporting
requirements for BPs

TA is a material or part that remains in
vehicles or vehicle parts at point of sale
TA is a supplied to automotive supply chain
customers as material or part that does not
remain in vehicles or vehicle parts at point of
sale



Provide the requested
information to the consumer
free of charge within 45
calendar days



Maintain relevant records in
case required by the competent
authority, or for the purposes of
maintaining your own
management system

Consumer requests information on the
biocidal treatment of TAs

8

AIG
Ref.



TA placed on the market is a hazardous
substance or mixture

7

Role Obligations

TA is placed on the market
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CHAPTER 6: REFERENCES
6.1 LEGISLATION
Table 6.1

References – Legislation

Reference

Legislation / Source

BPD

Biocidal Products Directive 98/8/EC

BPR

Biocidal Products Regulation (EU) No 528/2012

BPR Marketing and Use Amending
Regulation

(EU) No 334/2014

BPR Review Programme
Regulation

(EU) No 1062/2014

CLP

Classification, Labelling & Packaging Regulation (EC) No
1907/2006

Food Additives Regulation

(EC) No 1333/2008

POP

Persistent Organic Pollutant Regulation (EC) No 850/2004

REACH

Registration, Evaluation, Authorisation and Restriction of
Chemicals Regulation (EC) No 1907/2006

Unfair Commercial Practices
Directive

Directive 2005/29/EC

Waste Framework Directive

Directive 2008/98/EC

6.2 GUIDANCE, INFORMATION & TOOLS
Table 6.2

References – Guidance, Information & Tools

Guidance, Information & Tools

Source

Article 95 List

List of active substances and suppliers

AIG-REACH, Annex Q

Safety Data Sheet Compliance Checks

CA-March15-Doc.5.1- Final

Substances generated in situ

CA-March14-Doc.6.1

Comments received from stakeholders on treated articles

CA-Sept13-Doc.5.1.e, Revision 1

December 2014, Frequently asked questions on treated
articles

ECHA BPR Information

ECHA Webpage - Biocidal Products Regulation
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GADSL

Global Automotive Declarable Substance List

IMDS – Information on Biocides

International Material Data System Frequently Asked
Questions

Non-Inclusion List

Commission Webpage - Non-inclusion decisions

Union List of Approved Active
Substances

ECHA Webpage - Biocidal Active Substances
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ANNEX A: AUTOMOTIVE BP, TA AND CLAIM EXAMPLES
These are examples potentially found in automotive products or processes; these are not decisions or recommendations. See Chapter 4.2 for advice on identifying
PTs. This list is a living document which is intended to be updated over time with additional examples.
Please send any examples of automotive BPs and TAs to your relevant trade association, or to bpr@acea.be.
Product-Type*

Biocidal Product Examples

Treated Article Examples

Potential Claim Examples

PT2 – Disinfectants and
algaecides not intended for
direct application to humans
or animals












Cleaner (production, plant)
Odour treatment chemicals
Antibacterial interior coating spray
Anti-tick coating spray
Air ioniser unit
Air purifier unit

Vehicle with fitted air ioniser






PT6 – Preservatives for
products during storage



In-can paint preservative

PT7 – Film preservatives
PT8 – Wood preservatives



Wood preservative for
wood/veneer inserts



Paint with in-can preservative



“Contains a preservative to control
microbial deterioration”



Treated adhesive tapes



“Contains a preservative to protect the
initial properties of the treated article”



Wood/veneer inserts in interior parts
(cockpit, door trims)
Wooden luggage decks



“Contains a preservative to control
wood-destroying or wood-disfiguring
organisms, including insects”
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“Provides a clean and relaxing driving
environment by emitting ions”
“Coated with antibacterial function”
“Contains bivalent ion that keeps air
fresh”
“The pleasing scent immediately
neutralizes the offensive smell, while the
fungicide takes action”
“Antibacterial /anti-odour finishing”
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Product-Type*

Biocidal Product Examples

PT9 – Fibre, leather, rubber,
paper and polymerised
materials preservatives

Treated Article Examples

Potential Claim Examples





“Contains a preservative to antagonise
the growth of micro-organisms on the
surface of the treated article”



“Contains a preservative to hamper or
prevent the development of odour on/in
the treated article”
“Contains [chemical name] that has
strong antibacterial function”




PT11 – Preservatives for
liquid-cooling and processing
systems



Water treatment products

Treated textile/leather for interior
parts (e.g. seat covers, steering
wheel covers, gear shift knob,
parking brake)
Treated seat foam
Treated air filters
Anti-bacterial fleece for pets, or pet
carrier





PT13 – Working or cutting
fluid preservatives



Anti-microbial treatment product
for metal working fluids

PT undecided



Air conditioning core, treated to
reduce odour build up
(see Case Study 1 below)
Lubricant with in-can preservative,
where the AS also has a desired
benefit in the use of the product





“Contains a preservative to control
harmful organisms such as microbes,
algae and mussels”
“Contains a preservative to control algal
growth”
“Contains a preservative to control
microbial deterioration in fluids used for
working or cutting metal, glass or other
materials”

* For complete list of PTs, see BPR Annex V
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UNDECIDED PRODUCT-TYPE CASE STUDY 1: A/C CORE
The A/C Core has a metal housing that intentionally incorporates an AS on its outer surface with the purpose of preventing the build-up of micro-organisms on the
surface in order to avoid odours developing in the A/C system.
ProductType

Arguments in favour

Arguments against

PT2

PT2 mentions air conditioning systems.

PT2 is under the Main group 1: Disinfectants, and described as “Used for the
disinfection of surfaces, materials, equipment…”, indicating that PT2 applies to
short term treatment of existing micro-organisms, and not to long term
control/prevention by intentionally incorporating biocidal products.

PT7

PT7 is under the Main Group 2: Preservatives, the description for
which states: “Unless otherwise stated these product-types include
only products to prevent microbial and algal development”. This
matches the purpose of the intentional incorporation of biocidal
products in this case.

PT7 refers to use of biocidal products “…for the preservation of films or coatings by
the control of microbial deterioration or algal growth in order to protect the initial
properties of the surface of materials or objects…”, whereas in the A/C Core case,
the intention is not to protect the surface or the object itself, but rather to prevent
odour build-up.

PT9

PT9 is also under Main Group 2, as above.
PT9 is described as “Fibre, leather, rubber, paper and polymerised materials
PT9 refers to “…biocidal products which antagonise the settlement preservatives”, and so excludes metallic articles.
of micro-organisms on the surface of materials and therefore hamper
or prevent the development of odour…”, which is well matched to
the A/C Core case.

PT11

PT11 refers to “… the preservation of water or other liquids used in Although the purpose of the biocide is to act on water condensing on the A/C Core
cooling and processing systems by the control of harmful surface, it is not a cooling or processing system.
organisms such as microbes, algae and mussels”.

AIG-BPR V1.0 – 23/09/2016

70

ANNEX B: RELATIONSHIP OF THE BPR
TO OTHER REGULATIONS
Re
gul
ati
on

Topi
c

Refe
renc
e

Relationship to BPR

RE
AC
H

Regi
strati
on

Artic
le 15
REA
CH;
Artic
le 57
BPR

REACH registration requirements do not
apply to the following substances, as long as
they are intended for biocidal use:
ASs approved under the BPD or the BPR;
ASs that are under the BPR Review
Programme;
ASs for use in authorised BPs.





REACH

Authorisatio
n

Article 56
REACH

All substances that are used in BPs within the scope of
the BPR are exempt from the REACH authorisation
requirements.

REACH

Restriction

Annex XVII
REACH

REACH restrictions apply to all substances equally
without regard for whether the substance is used in
BPs or TAs.
Some individual Annex XVII entries apply specifically
to substances used as constituents of biocides (e.g.
REACH Annex XVII Entry 20 & Entry 46).

REACH

Safety Data
Sheets

Article 31
REACH;
Article 70
BPR

Any AS, BP or TA that is also a hazardous substance
or mixture must meet the REACH requirements for
SDSs.

REACH

SVHCs in
Articles

Article 33
REACH;
Article 58
BPR

The requirements under REACH to communicate
information on substances of very high concern
(SVHCs) at above 0.1 % weight in articles, and the
requirements under the BPR to communicate ASs in
TAs, must both be met in full.

CLP

Notification

Article 40
CLP;
Article 57
BPR

The CLP requirements for notification to the
Classification and Labelling (C&L) Inventory apply in
full to biocidal ASs and to other ingredients in BPs.
Any CLP notification requirement for a substance that
is subject to registration under REACH, applies also to
approved biocidal ASs and to ASs under the Review
Programme, since these are considered to be
registered under REACH.
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Re
gul
ati
on

Topi
c

Refe
renc
e

CLP

Labelling biocidal ASs
and BPs

Articles 17 to
34 CLP;
Article 69
BPR

Both the BPR labelling requirements for ASs and BPs,
and the CLP labelling requirements for hazardous
substances and mixtures must be met in full. In
practice, the additional BPR label elements should be
included in the CLP label section for supplemental
information.

CLP

Labelling biocidal TAs

Articles 17 to
34 CLP;
Article 58
BPR

Both the BPR labelling requirements for TAs that are
substances or mixtures, and the CLP labelling
requirements for hazardous substances and mixtures
must be met in full. In practice, the additional BPR
label elements should be included in the CLP label
section for supplemental information.
For biocidal TAs that are articles under REACH, no
CLP labelling requirements apply, and therefore only
the BPR labelling requirements for TAs must be met.

ELV

Substance
Restrictions

Article 4.2
ELV

There are no general exemptions under the ELV
Directive for biocidal ASs. No biocidal ASs are named
among the restricted ELV substances; nor are there
any other provisions specific to BPs or TAs.

RoHS

Substance
Restrictions

Annex II
RoHS

There are no general exemptions under the RoHS
Directive for biocidal ASs. No biocidal ASs are named
among the restricted RoHS substances; nor are there
any other provisions specific to BPs or TAs.

Waste
Framewor
k Directive

Waste /
Recycling

Waste
Framework
Directive;
Article 2.9
BPR

There are no general exemptions under the Waste
Framework Directive for waste or recycled biocides.
The risk assessment required as part of the
authorisation of a BP must include considerations of
disposal of the BP and any TAs making use of the BP.
Any waste biocidal ASs, BPs or TAs, including those
that can no longer be marketed due to
implementation of the BPR, should be disposed in
accordance with the relevant national waste
legislation in force.

Persistent
Organic
Pollutant
Regulation;
Article 3f
BPR

There are no general exemptions under the POP
Regulation for biocidal ASs.
A biocidal AS which meets the criteria for being a
persistent organic pollutant under the POP
Regulation is considered to be a substance of concern
under the BPR, and is therefore not eligible for
simplified authorisation (Article 25 BPR).

POP
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ANNEX C: TEMPLATE LETTERS FOR
CONSUMER NOTIFICATION
C.1 ARTICLE 58(5) LETTER: NO TREATED ARTICLES
The letter below must be on your company headed paper, and needs to be translated into the local
language.

Response letter to Consumer Request.

Dear [Customer Contact],
Thank you very much for your request of [DATE] to learn whether your [YOUR COMPANY NAME]
[VEHICLE MODEL / PART NAME] has been treated with a Biocidal Product.
The Biocidal Product Regulation (BPR, Reg. EU 528/2012), which has applied since 1st September
2013 in the European Union concerning making available on the market and use of biocidal
products, aims to improve the functioning of the biocidal products market in the EU, while ensuring
a high level of protection for humans and the environment.
[YOUR COMPANY NAME] supports the underlying goals of the BPR, which are consistent with our
own commitment to promote the responsible manufacturing, use and handling of our products, and
in line with Article 58(5) of the BPR, we have fully reviewed our current product portfolio.
Our investigations have identified that your [VEHICLE MODEL / PART NAME] has not been
treated with biocidal active substances.

Yours sincerely,

[INSERT NAME]
[INSERT TITLE]
[INSERT DATE]
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C.2 ARTICLE 58(5) LETTER: TREATED ARTICLES
PRESENT
The letter below must be on your company headed paper, and needs to be translated into the local
language.

Response letter to Consumer Request.

Dear [Customer Contact],
Thank you very much for your request of [DATE] to learn whether your [YOUR COMPANY NAME]
[VEHICLE MODEL / PART NAME] has been treated with a Biocidal Product.
The Biocidal Product Regulation (BPR, Reg. EU 528/2012), which has applied since 1st September
2013 in the European Union concerning making available on the market and use of biocidal
products, aims to improve the functioning of the biocidal products market in the EU, while ensuring
a high level of protection for humans and the environment.
[YOUR COMPANY NAME] supports the underlying goals of the BPR, which are consistent with our
own commitment to promote the responsible manufacturing, use and handling of our products, and
in line with Article 58(5) of the BPR, we have fully reviewed our current product portfolio.
Our investigations have identified that your [VEHICLE MODEL / PART NAME] has been treated
with the following biocidal active substances:
[NAME OF THE ACTIVE SUBSTANCE1 (CAS#1)];
[NAME OF THE ACTIVE SUBSTANCE2 (CAS#2)]

Yours sincerely,

[INSERT NAME]
[INSERT TITLE]
[INSERT DATE]
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