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Today I will be covering...

« Website - where to find information

« Guidance and Practical Guide - A practical
help to understand the regulation!

 Submissions and Manuals - planning a better
service

« ECHA Helpdesk — One year (and six months)
after entry into operation

« Communicating — Stay tuned

echa.europa.eu
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ECHA = Regulations
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The new EU chemicals legislation applies to all industry sectors dealing with chemicals and along the entire supply chain. It makes companies responsible for

the safety of chemicals they place on the market.

REACH

X I

REACH is a regulation of the European Union, adopted to
improve the protection of human health and the environment
from the risks that can be posed by chemicals, while enhancing
the competitiveness of the EU chemicals industry. It also
promotes alternative methods for the hazard assessment of
substances in order to reduce the number of tests on animals.

» Read more

Biocidal Products Regulation

e Biocidal Product Regulation (BPR, Regulation (EU)
548/2012) concerns the placing on the market and use of
bipcidal products, which are used to protect humans, animals,

terials or articles against harmful organisms, like pests or

acteria, by the action of the active substances contained in the
biocidal product.

The CLP Regulation ensures that the hazards presented by
chemicals are clearly communicated to workers and consumers

in the European Union through classification and labelling of
chemicals.

» Read more

Prior Informed Consent Regulation

The Prior Informed Consent Regulation (PIC, Regulation (EU)
549/2012) administers the import and export of certain
hazardous chemicals and places obligations on companies who
wish to export these chemicals to non-EU countries. It
implements, within the European Union, the Rotterdam
Convention on prior informed consent procedure for certain
hazardous chemicals and pesticides in international trade.
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Biocidal Products Regulation

The Biocidal Product Regulation (BPR, Regulation (EU) 528/2012) concerns the placing on the market and use of biocidal products, which are used to protect
humans, animals, materials or articles against harmful organisms, like pests or bacteria, by the action of the active substances contained in the biocidal

prog
» Understanding BPR
» Legislation

Processes

Companies can apply for the approval or the inclusion in Annex

After the approval of an active substance, companies wishing to
I of an active substance by submitting a dossier to ECHA.

place biocidal products on the market have to apply for product
authorisation at national or Union level.

» Approval of active substances

¥ Annex I amendment

Companies can ask ECHA to establish the technical equivalence
or the chemical similarity of their active substance.

» Technical equivalence

» Chemical similarityv check

» Authorisation of biocidal products

Manufacturers and importers not involved with the review
programme of the previous legislation have to submit certain
information to ECHA.

> Active substances and suppliers
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Support

This section of the website provides tools and practical guidance to companies which have responsibilities under the EU chemicals legislation.

REACH
» Publications
> Guidance documents > How to improve your dossier > Document library
> Identify your obligations > Restriction
> Practical examples of exposure > Authorisation
scenarios
» Socio-economic analysis in ool
> Testing methods and alternatives REACH
> Downstream user report > Small and Medium Enterprises

» QézAs Support

CLP Biocidal Products Regulation - > Webinars

» Guidance documents ¥ Guidance documents » Croatian accession
» Submission of CLH dossiers » Emission scenario documents
> Small and Medium Enterprises » R4BF 3 Dossier Submission Tools

» Mixture classification > Small and Medium Enterprises
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Information on Chemicals

This is unigue source of information on the chemicals manufactured and imported in Europe. It covers
their hazardous properties, classification and information on how to use them safely. It is generated by Search for Chemicals
industry in line with their responsibilities under the EU chemicals legislation. This information is a

valuable resource for advancing the safe use of chemicals and for the replacement of the most hazardous

= -
anes by safer alernatives, I have read and I accept the legzal notice

CAS Mo =B

EEACH
» Registered substances ¥ Testing Proposals
¥ EC Inventory » Transitional Measures
¥ Pre-registered substances ¥ Community Rolling Action Plan {CoRATF)
¥ Substances identified by industry to be registerad bv 31 » Candidate List substances in articles
Mlay 2013 . )
- ¥ Information from the Existing Substances FEegulation
¥ Identified substances for registration in 2010 )
¥ Orrerview of downstream user reports
* Ee gistration statistics
» REACH 2013
CLP Biocidal Products Regulation

¥ C&L Inventory » Biocidal Active Substances
» C&L Platform » Biocidal Products

»  List of active substance and suppliers
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Guidance and Practical Guide

Practical Guide
on Biocidal Products Regulation
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Information Assessment Evaluation
requirements

echa.europa.eu
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PRACTICAL GUIDE OM BIOCIDAL PRODUCTS REGULATION

Article 95: List of active sub

and suppliers
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PRINCIPLES BEHIND THE OBLIGATION/PROCESS

Article 95 of the Blocidal Products Regulation {{EU) No 528/ 2012 (BPR))
alms to ensure equal treatment of persons placing active substances on
the market [on thelr own or In blocidal products). The supplier of the active
substance or the product Is required to hold a dossler or have a letter

of access (LoA) to a dossler, for each of the active substances used In
therelevant blocidal product.' ECHA vertfleswhether the dossler, or the
LoA, 1s adequate.? In other words, the alm 1s to make sure that all players
contribute to the costs of the active substance approval process durlng
the period when they place the active substance on the market. The equal
treatment objective of Article 95 Is fulfllled through ECHAs publication of
a list of active substances and suppliers (the Article 95 list).?

From 1 September 2015, a blocidal product cannot be placed on the EU
market If the substance supplier or product supplier 1s not Included In the
Article 95 list for the product-type (PT) to which the product belongs.

WHO IS CONCERNED BY THIS OBLIGATIOM/PROCESS?

Article 95 creates an obligation on persons making avallable blocidal
products on the market to make sure that elther the “substance supplier”
or “product supplier”1s included in the list published by ECHA under
Article 95 (for the PT towhich the product belongs).

The entitles to be listed can be classified Into two groups:

+ Thosewho are placed automatically on the list and will thus not have to
make a submission to ECHA under Article 95, namely:
* participants in the Review Programme?;
* supporters of new active substances (those who have
submitted a dossler under Article 11 of Directive 98/8/EC
(BPD) or under Article 7 of the BPR;

1 Ref: Recnal (8] and Arvicle 95 of the BPR.

2 Inaccordance with Article 95{1) of the BPR, a dossler Is deemed® comples”when It
fulfils the Informarion requirements set out In Annex |l 1o the BPR or with Annex 14 or VA 1o
Drecrive B8/BJEC and where relevant, Annex 1A o that Directive.

3 hopyffecha suropa eyfInformation-on-chemicals factive-substance-suppllers

4 Review Programme |5 the term used for thewark programme established by the
Commission under Article 16{2) of the BPD for the assessment of existing active substances
established, which Is continued under Article 89(1) of the BPRL

Practical gulde on Blocidal Products Regulation
Article 95: List of active substances and suppliers

* submitters of third party dosslers (alternative active
substance dosslers submitted as part of a product
authorisation application).

*+ Alternative suppliers who must make a submission to ECHA under Article
95 tobe included on the list. Such entities would normally include:

+ manufacturers of active substances in the Review
Programme whowere not participants in tha Review
Programme;

Importers of active substances (on their ownor in

blocidal products) in the Review Programme who were not

participants In the Review Programme;

* manufacturers of new active substances who did not support
the approval of the active substance;

* Importers of new active substances (on thelr ownor In
biocidal products) who did not support the approval of the
active substance;

* manufacturers of blocidal products, I the supplier of the

active substance(s) used in their products 1s not on the list:

antitles which make blecidal products avallable on the
market If the supplier of the active substance(s) used In thelr
products Is not on the list.

The Article 95 list 1s structured per active substance. Apart from the
names of the entitles, the [st shows the role of the entitles as “substance
supplier and,/or “product supplier”, the relevant PT, and the date of
Inclusion of the entity In the list.

TIMELINES, DEADLINES AND TRANSITIONAL PERIOD RELATED TO THE
OBLIGATION/PROCESS

The concerned companles (alterative suppliers) need to make a
submission that 1s compliant with Article 95 to ECHA In time to be
Included on the list before 1 September 2015. From 1 September 2015,
ablocidal product cannot be placed on the EU market If the substance
supplier or product supplier Is not Included in the list for the product-type
(PT) towhich the product belongs.

For new active substances, a submisslon can be made as soon as the
original new active substance dossler Is considered to be complete by the
evaluating competent authority. The related entry Is published by ECHA In
Its regular update of the Article 35 list.

Send us your feedbacks on guidance using the form:
https://comments.echa.europa.eu/comments cms/FeedbackGuidance.aspx

echa.europa.eu
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Practical Guide Chapters

approval of active « simplified authorisation
substance + changes of biocidal
Article 95: list of active products

substances and suppliers . data sharing

technical equivalence . appeals

national authorisation From October 2014:
mutual recognition . renewal of approval of
renewal of national active substance
authorisation and .

authorisations subject to
mutual recognition

Union authorisation

echa.europa.eu

review of an approval of
active substance

research and development

10
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IT support

(’ E C H A The Register for Biocidal Products

.......................
> R4BP3

How to get started?

1. Create an account in REACHAT ®
2 Login to RABP
3. Submit and follow-up your dossier

Need help with this site?

Manuals

Frequently Asked Questions

f r a r t s Refresh caj

* Al felds are required

Forgot your user ID or Password? Please visit our REACHIT FAQ. @
REACH.IT Fact Sheet - Avoid blocking your REACH-IT account

@ ECHA > Support > Dossier Submission Tools > R4BP 3

echa.europa.eu 12
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Submission

« Before submission, check our website:
« Dedicated web page for each process
« Biocides Submission Manuals
« Supporting documents

« During the submission:

 Biocides Submission Manuals with R4BP
3.2

 Choose the correct application type and wizard
* Follow the wizard
« Use the correct supporting document(s)

echa.europa.eu 13
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Submission manuals

They WI|| be
updated together
"""""""""""""""" with R4BP 3.2 at
the beginning of
December 2014!!!

New
submission
manual on

the

Biocides Submission SPC editor

Biocides Submission
Manual 3

Manual 4

Biocidal products

Using the SPC editor

Part A: Initial submissions

echa.europa.eu
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Post submission

« After submission, check R4BP 3

« For messages regarding Business Rules,
Invoicing and Evaluation

 Payment by the due date - risk of rejection of
the applications

« Monitor your application progress (event history,
messages, tasks)

« Email notification system with R4BP 3.2

echa.europa.eu
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Helpdesk - To keep in mind...

- For companies, especially SMEs, the complexity
of the BPR is the major challenge

- Furthermore, new legal requirements are also
included in the implementing legislation that
the Commission has been adopting

echa.europa.eu 16



"ECHA

EAN CHEMICALS AGENCY

Helpdesk - To keep in mind...

- Adding to this, the speed of change of the

provisions (amending regulations, changes of
interpretation) increases uncertainty

- It is therefore difficult for companies to rely on
their existing knowledge

echa.europa.eu 17
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ECHA Helpdesk after 18 months

Regulatory R4BP 3 Submissions

Number of submissions

800
700
600
500
400
300
200
100

0

Regulatory

R4BP 3
Topic Area

echa.europa.eu

Submissions
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I'm waiting...!!!

- Nobody likes to wait...

- ...therefore all questions are assessed by the
helpdesk upon arrival and prioritised where
possible

- Multi-expert questions take more time

- In many cases (87% in last quarter), a company
will receive a final reply to their questions before
15 days have passed

echa.europa.eu 19
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I'm waiting...!!!

- If providing the final reply takes more than 15
days, you will get an update about the status and
reasons for the delay

- Through the HelpNet, ECHA is in touch with the
national helpdesks and Commission to solve our
common doubts...

... this, sometimes requires time

echa.europa.eu 20
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Communicating

Non-EU companies to be indicated in the list of biocidal active substances and
suppliers

ECHA/NA/14/36

ECHA and the Commission have agreed to publish the company names of non-EU entities together with their
EU-representatives in the Article 95 list of the Biocidal Products Regulation.

Helsinki, 18 August 2014 — While preparing the publication of the first EU list of biocidal active substances and
suppliers, namely the Article 95 list, the Agency has formally agreed with the European Commission that non-EU
companies participating in the EU programme to review all existing biocidal active substances on the EU market (Review
Programme) will be listed next to their EU representative. The same will apply for non-EU companies who have supported
a new active substance.

To ensure equal treatment, all non-EU manufacturers will from now on have the possibility to appoint an EU
representative for the purposes of the Article 95 list.

Non-EU companies participating in the Review Programme will be contacted by ECHA for more information about their EU-
representatives. For those companies planning to make a submission representing non-EU entities, ECHA has modified the
supporting document to include also this information.

From 1 September 2015, a biocidal product cannot be placed on the EU market if the substance supplier or product
supplier is not included in the list for the product type to which the product belongs.

Further information

News alert

» Guidance on biocides legislation

» Active substances and suppliers 1 7 O 3 7 SU bSC ri be rS

» Biocidal Products Regulation supporting documents

» List of active substance and suppliers

echa.europa.eu
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Subscribe to our news at
echa.europa.eu/subscribe
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E-NEWS

RAC

RAC concludes on scientific opinions for
CLH

The Committee for Risk Assessment (RAC) adopted five

opinions for harmonised classification and labelling (CLH).

The RAC opinions, all agreed by consensus, concern the
following substances:

* Methanol

# Chloralose

*» N,M dimethylaceta

# Iodomethane

17037 subscribers

*» Heptadecafluorond
ammonium salts (F

Mews alert

ECHA next week

PBT-7 EG meeting
22-23 September 2014

CEFIC's workshop on
Bioaccumulation at ECHA
24 September 2014

MB-35 meeting
25-26 September 2014

Work at ECHA

Open positions

Seconded nati

BIOCIDES

24 Saptambar 2014

22
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Subscribe to our news at
echa.europa.eu/subscribe
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EUROPEAN CHEMICALS AGENCY

Editorial REACH

All issues

Send your feedback fo:
echanewsletter (at) echa.europa.eu

Visit the ECHA
website for
up-to-date news:
hitp:/fecha.europa. suyf

N

Disclaimer: The vizws prezznted in the
Mewsletter do not necessarily represent the
official pesition of the Eurcpean Chemicals
Agency. All the links are up to date at the
time of publicatien.

Editor-in-chief: Lindsay Jackseon

Editors: Hanna-Kaisa Torkkeli, PEi
Jokiniami

Newsletter

CcLp PIC

about safety

Biocides

August 2014 - Issue 4

Make sure you are included in the list of biocidal active substances and suppliers

Pre-submission strongly advised for biocides Union authorisation

Biocidal Products Committee adopts opinions on active substances

June 2014 - Issue 3

Biocides — important changes for companias

April 2014 - Issue 2

Promoting safer alternatives for biocidal products

February 2014 - Issue 1

How to get EU-wide authorisation for a biocidal product

Biocidal Products Committee Working Groups start their journey

Communicating MNews from ECHA

People and
perspectives

f]v]=]e]+ R

Events

August-October 2014

Committee for Risk Assessment:
8-12 September

Committee for Socio-ecenomic
Analysis:

8-12 September

Member State Committee:
15-19 Septembear

Biocides Stakeholders’ Day:
24 September

ENES-7 Workshaop:
25 September

ECHA Management Board:
25-26 Septembear

Biocidal Products Committee:
30 September-3 October

Webinars

Webinar schedule

23
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MECHA Stal\eholder update

EURDPFEAN CHEMICALS AGENLCY

ormation for ECHA's aceredited stakeholder organis

September 2014

Dear Accredited Stakeholder,

I hope you had an enjoyable summer break and came back refreshed and full of
energy. We have a busy autumn ahead and I want to give you a heads up on
topics that are relevant to you and your membkars

As T hope all of you know, our annual Accr Sent tO our 79 aCCFEdIted
place cm.g October in Brussels. This }fe.ar W Sta k6h0|der Organ|sat|ons

preparations for the REACH 2018 deadline,

transparency. I hope to see many of you t blmonth |y

I would like to thank you for your input to the REACH 2018 Roadmap consultation
which we launched in late June. Your input now is essential in helping us to
prioritise our efforts to do what we can to simplify procedures and tools ahead of
the 2018 deadline. If you have not responded yet, please do so by using this link
until 19 September. This is the moment to make sure that we take into account
your priorities. In October, we will already launch the dedicated web pages on our
website,

Finally, our 2014 Biocides Stakeholders' Day will take place on 24 September in 24
Haleinlklt Remstration for the event has closed but we are recerving 3 handfual of
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Tips and take home messages

- First consult our website, webinars, Q&A and
guidance

- Contact the helpdesks well in advance of a legal
deadline

- Contact first the national helpdesk* and afterwards,
if needed, the ECHA Helpdesk

{= Contact details of

Pamd national helpdesks

*http://echa.europa.eu/support/helpdesks/national-helpdesks/list-of-national-helpdesks

echa.europa.eu 25
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Tips and take home messages

- Try to avoid multiple questions or domino
questions

- We try to reach you, make yourself reachable

Subscribe

Subscribe @ echa.europa.eu/subscribe

echa.europa.eu
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Thank you

valerio.spinosi@echa.europa.eu

Subscribe to our news at
echa.europa.eu/subscribe

Follow us on Twitter
@EU_ECHA

Follow us on Facebook
Facebook.com/EUECHA




