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Key Topics Course Leader

¢ Maintaining market access to the United Kingdom Peter Douben, REACHwise
e Brexit implications on the supply chain
¢ Timelines and requirements for registrations

Data sharing

How the roles of Only Representatives are affected

presented by

11 - 12 October 2021 Chem
Berlin and online @ Academy

www.chem-academy.com/brx




Course Leader

Peter Douben,
Managing Director, REACHwise

Peter Douben is Director of REACHWise, a London based consultancy
aimed at assisting companies with their implementation of REACH, CLP
and associated legal duties.

REACHWise has a range of clients in different sectors of industry, and
their role under REACH ranges from manufacturers of both existing and
totally new substances, importers as well as downstream users. It is
involved in SIEFs and consortia, and carries out Chemical Safety

Assessments and prepares CSRs with Exposure Scenarios for companies.

With the progressive implementation of GHS, many companies turn to
REACHWise for support to obtain compliant Safety Data Sheets in
different languages for different markets. It continues to provide these
services under EU REACH and UK REACH. It also acts as an OR under
UK REACH.

Before REACHWise, Peter was Head of Environmental Protection in
Unilever and served on many industry bodies in Europe and North
America. Then he was Director REACH/Chemicals Policy in Cefic, the
European Chemical Industry Council, during which he was responsible
for the implementation of REACH. He has a University degree from the
University of Wageningen, The Netherlands, and a PhD in ecotoxicology,
based on a collaboration between Wageningen University and the
Natural Environment Research Council, funded by the EEC, the
forerunner of the EU, with additional financial support from the British
Council.

Peter has contributed to many conferences including some organised by
Chem-Academy and has given a number of highly successful trainings
and workshops.
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Graphic Recording Conference 2017 Chemicals Regulation in Non-EU

Schedule

Day 1 9.00 Start, 17.00 End of Day 1
Day 2 8.30 Start, 16.30 End of Day 2

Content of Course

The transition period for the United Kingdom'’s withdrawal from the
European Union came to an end on 31 December 2020. While having
avoided a hard Brexit, from January 2021 onwards the UK operates its
own version of REACH. But REACH, and related legislation, has been
replicated in the UK with the necessary changes to make it operable in
the new situation. The key principles of the EU REACH regulation have
been retained.

e I
HSE Executive

Home News Guidance About HSE Books Free updates Contact

HSE > Guidance > Topics » UKREACH » REACH after Brexit

| [IRFN This is a new way of showing guidance - your feedback will help us improve it. |

REACH after Brexit
REACH after Brexit The EU REACH Regulation was brought into UK law on 1 January 2021. This is known as UK REACH.

You must ensure that you meet the relevant duties under both UK and EU REACH if your business is

BESCHE S = supplying or purchasing substances, mixtures o articles to and from:
Roles and responsibilities = the European Union (EU)
= the European Econormic Area (EEA)
Registration 5+ Northern Ireland (NI)
« Great Britain (GB) (England, Scotland and Wales)
Downstream User Nolification  here may be actions you need to take to maintain or gain access to these markets.
Authorisation 5 The role you previously undertook within EU REACH may have changed significanty under UK REACH so ts
important to review your role(s).
EEORR > subscribe for free email updates and receive the latest news and guidance on REACH,

e To find out what your business needs to do to comply with UK REACH, g to our REACH guidance.
G During the Brexit transition period we published guidance explaining what would change from 1 January 2021

www.hse.gov.uk/reach/brexit.htm (2021, March 18th)

Any set of circumstances requires intensive preparation. The chemicals
regulations arena is not immune from this given the close
interconnection of different supply chains across the EU member states
and the UK. Whatever the outcome of future negotiations, companies
from the EU will then no longer have unlimited “regulatory free” access
to the United Kingdom’s market and vice versa. This implies that there
will be a potentially disrupting impact on supply chains for
manufacturers, downstream users, and article producers unless
adequate preparation and action is undertaken.

The workshop will discuss the consequences on companies according to
the roles companies may find themselves in, and it will also show how to
drive precautionary measures for Brexit related challenges.

As usual with the courses led by REACHwise there will be a mix of
taught elements, exercises and exploration and discussion of company
situations.
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Roles under REACH and Potential Changes after the Brexit

Know your role

Start by identifying your role in the supply chain and your future connection to
the EU and EEA market. Where and with whom you do business will determine how
the withdrawal will affect you.

From the options below, select the role that describes your business and see how
you can start preparing for the UK's withdrawal from the EU. If your situation does

not fit any of these roles or you wish to know more, you can read all our QBAs
under "Advice to companies / QBAs”®,

2 m

UK-based REACH registrant UK-based only representative

UK-based manufacturer or supplier
of substances under the BPR

2 (D)

UK-based authorisation holder
under REACH

 C

Manufacturer or formulator outside
the EU/EEA

EU-based company

EU downstream user of an
authorised substance

echa.europa.eu/de/uk-withd I-from-the-eu

ECHA urges companies to know their role in the various supply chains in
order to understand both REACH obligations and the potential impact by
the Brexit. It is the starting point of their support section on the Brexit.

Similarly the UK’s Health and Safety Executive in coordination with
Defra provides information.

The workshop will consider the new circumstances from the viewpoint of
EU based companies with UK connections in their supply chain, as well
as for UK based companies with EU connections in their supply chain.
At the same time especially the roles of Only Representatives become
interesting for both jurisdictions as these can be significant. Therefore
the consequences will be explored; this also applies to ORs for non-EU
and non-UK manufacturers.

The structure of the workshop is quite simple but leads to substantial
tasks within product stewardship to make sure current and upcoming
obligations are met.

Though expectations in the political dimension need to be dampened it
is also worth having a closer look at Defra, the UK’s competent authority.

Defra is updating its website frequently with notes on how to prepare for
access to the United Kingdom’s market. This information also indicates
to what extent UK’s and the EU’s chemicals regulation will not only be
based on common principles but also how the core elements resemble
each other.

* Roles under REACH (more or less currently but also in the future)
— EU-based manufacturer and UK-based manufacturer
— EU-based downstream user and EU-based downstream user
— Only Representative for manufacturers and formulators

° Obligations under REACH and what can cause additional
requirements

* Impact on classification and labelling
* How to collaborate with ORs

e Qutline of the upcoming chemicals regulation for the
United Kingdom

Effects on Registrations, Evaluations, and Authorisations

The participants of the workshop will use the R, E, and A of REACH as a
pattern to approach the checks they have to do in order to maintain their
own portfolio. The workshop starts with the basic question on how to
secure registrations in case the lead registrant is from the UK. How can
registrations be transferred to EU based companies? What will the costs
be? And will your role probably change to being an importer, and if so —
what are the consequences?

It makes sense to compare scenarios and assess various options deriving
from them. If lead registrants do not transfer registrations to EU based
legal entities complex scenarios unfold. The workshop participants will
also have a closer look at the business impact, including the total costs.

° What to do if your substance is registered by a legal entity in the UK?
* Data sharing issues
e Joint registrations with UK manufacturers
— Letter of Access
— Negotiations with registrants and consortia
* Obligations of importers
¢ Challenges with evaluations
* Authorisations by UK manufacturers
e Chemicals under the PIC regulation

¢ Business impact of changes

Maintaining Market Access in the United Kingdom

Most companies will want to maintain their market access to the United
Kingdom for obvious reasons. It's an educated guess that the United
Kingdom'’s authorities will not reinvent the regulatory wheel. Still there
are detailed questions to be dealt with: what data, what studies can be
used for UK registrations?

The delegates will elaborate on timelines, documents, and costs related
to maintaining their business in the UK. Finally, they will work out a
brief guideline on checking and preparing the portfolio for the new UK
chemicals regulation, emphasizing the synergies from REACH related
data management.

* Data requirements for UK registrations
°  Which data from EU registrations can (not) be used?
e Timelines and costs

* Dos and don’ts when working with Only Representatives

¢ Preparing the portfolio for the UK market: plan, do, check, act
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Events and Corona

Dear Madam, dear Sir,

while writing these lines Europe is still suffering from the pandemic threat of COVID19, and 2020 turns out to be the year where hardly anything
can be predicted accurately. However, it is our wish to make transparent what we plan for our upcoming events.

In order to establish planning reliability for all of you involved — speakers, hotels, service providers, but most of all participants — a lead time of
several months is required. Unfortunately, the dynamic rate of new infections is in conflict with even basic planning. We therefore plan hybrid
events for the time being (probably we’ll find out one day it is a quite long “for the time being”), offering both on site and online participation.

We have gained significant experiences with it in the meantime, and all of these are encouraging:
* Event locations and hotels have worked out concepts for safe events and intensified hygiene efforts, aiming at their guests’ safety.

* We frequently run online conferences, stimulating both the transfer of knowledge and a productive dialogue between all participants. This can
be done via chat functions and of course verbal input, complex discussions of multiple stakeholders included. In case of travel restrictions and
any threat to your and our safety, the online event is the plan B we all can rely on to deliver the topic.

As all of you know — and the Brexit timeline illustrates that perfectly well — regulation
hasn’t slowed down due to COVID19. The industry has to implement a number of key
regulatory requirements, while others are about to be prepared thoroughly. None of
these timelines has been postponed because of COVID19.

However, truth be told we are looking forward to the time we’ll be able to meet again
with all of you in an untroubled environment. The transfer of information does work
superbly, but in the long term there’d be something societal we'd be missing very, very
much. Until then we thank you for your understanding.

Stay safe — hest wishes from Berlin,

Bjoern Nehls,
Director Chem-Academy

About Us Chem-Academy organizes conferences and seminars on current topics in the chemical and pharmaceutical industries.
Our events are characterized by a high practical relevance and experienced speakers from the operational practice,
authorities and the science. Our participants and speakers represent the entire spectrum of the chemical and
pharmaceutical industry, i. e. manufacturers, the pharmaceutical and chemical traders, downstream users and
service providers. The Chem-Academy deals with those questions that cannot be answered without further ado by
helpdesks, the study of legal texts or other generally accessible means.
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Christian Ridder has been working as a business illustrator since 2013 and accompanies the events of the Chem Academy. He visualizes the presentations
and discussions of the conference and draws up a visual protocol, at the same time he summarizes the complex task area in which you are active. The

graphic recording will be made available to the participants as a poster after the event. You can find all previously visualized conferences on our website:
www.chem-academy.com/graphic-recordings




Brexit and Chemicals Regulation
| would like to register:

On site Early Bird Regular Price

11-12 October 2021 1.695 € 1.995 €
D Online Early Bird Normalpreis

11-12 October 2021 1.395 € 1.695 €

Unfortunately, | am not able to participate at the conference.

Please send me more information via Email.

E-Mail

The early bird discount is valid until 30 July 2021. After that, the normal
prices apply. All prices plus VAT.

1. Person
Titel

Surname, First Name

Position, Department

Phone

E-Mail

2. Person
Titel

Surname, First Name

Position, Department

Phone q‘Q“ v

E-Mail

Organisation

Street or P.O. Box

Postal Code

City

Country

Billing Address
Order Reference

VAT Number

Company

Department

Adress

Postal Code, City

Date, Signature

Contact Us

Web chem-academy.com
E-Mail  info@chem-academy.com
Post Chem-Academy
Part of b2b-events.net
Bahnhofsplatz 2, D-16321 Bernau bei Berlin

Conference Venue

NH Collection Berlin Friedrichstrasse
FriedrichstraBe 96, D-10117 Berlin

Phone  +49 3022 388599

Email nhcollectionberlinfriedrich@nh-hotels.com

Individual accomodation and travel are not included in the registration
fee. Please arrange your own bookings respectively.

Besides an inquiry to the venue hotel we recommend to consult the
common hotel reservation portals.

Technical Requirements

For our online conferences we use Cisco WebEx (www.webex.com), one
of the leading providers for online meetings. You will receive all helpful
information on installation and implementation as well as the necessary
access data from us via email.

Terms and Conditions

1. Registration

Registration is confirmed in writing by the organisers. The registration fee covers attendance at
the lectures for the number of days selected, full documentation, entrance to the exhibition area,
lunch and refreshments. VAT has to be added. Important note in terms of late payment: As
mentioned in the registration form all payments must be received within the due date given in
the invoice. If you assume that your company is not able to manage payment in-time by bank
transfer, please provide your credit card details in order to guarantee your booking. This helps to
avoid any inconvenience upon your arrival at the event. At that time the full amount of the
payment must be received in our accounts at latest. Thank you very much for your co-operation.

2. Cancellations

Cancellations of a registration by a delegate has to be received in writing at least 30 days prior to
the event and will be subject to a service charge of 200 Euro. Substitutions are acceptable at
any time. Where cancellations are received later, the registration fee remains payable in its
entirety. In case the event has to be cancelled by the organiser payments already received will be
credited for the following year's event.

3. Copyright

All material (documents, photos etc.) issued in connection with the events are copyrighted.
Duplications and otherwise use must be authorised in writing by b2b-events.net. You may use
personal cameras and video cameras for private use only. Professional photography and recording
equipment are not permitted. With your attendance you consent to being photographed, filmed
and recorded. Unless otherwise agreed with b2b-events.net, you consent to b2b-events.net and
third parties using images and recordings of you for broadcast, publication and licensing without
compensation or acknowledgement.

4. Liability

It may be necessary for reasons beyond the control of the organiser to alter the content or the
timing of the programme or to cancel the event. The organiser of the event is not liable to pay
any compensation or damages resulting from alteration, cancellation or postponement of the
event. The organiser will do the upmost to inform the delegates of such modifications as early as
possible, but is especially not liable if higher force or unforeseen incidences are affecting the
meaningful implementation of the event. Force majeure includes: armed conflicts, civil strife,
terrorist threats, natural disasters, political constraints, significant influence of transport, etc.

5. Data Protection

The organiser gathers and processes data in accordance with data protection laws. Your data is
stored electronically for the purpose of future updates of our services. If you wish your data to be
amended, removed or not passed to an external organisation, please write to
info@chem-academy.com.

6. Final Clauses
The contract is subject to the German law. Area of jurisdiction is Bernau bei Berlin, Germany.
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