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Common cases

REACH 2018

Case 1: I failed technical completeness check for the second
time. What are the consequences?

Case 2: My previous submission was a dossier for a Notified
New Substance (NONS) with no tonnage band upgrade. Now
I will become the lead of a joint submission at the same
tonnage band. Can I still rely on the NONS derogation?

Case 3: I am uncertain how my substance is used, where
can I find help?

Case 4: My tests were ordered before the end of March, but
I have not received the results in time to complete my
dossier in time before the deadline. What can I do?
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Case 1

REACH 2018

I failed technical completeness check for the second time.
What are the consequences?

a) Initial submission fails for the second time

« Second failure leads to a rejection of the submission

* No registration number assigned to your substance

« Related fees not refunded

« New submission process can only begin after rejection process has
been finalised by us

(TCC requested update) No refunded fee

. .. TCC fails 2nd submission TCC fails | No registration number
Initial submission |e=mme==p] = 0l 1 |eem——-— ->

T

1 1

1 1

1 TCC passes
1 o

Invoice paid
1

¥

Registration number
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Case 1

REACH 2018

I failed technical completeness check for the second time.
What are the consequences?

b) Update of existing registration fails for the second time:

« Second failure leads to a rejection of the submission

« New information is not accepted

* You keep your registration number

« New submission process can only begin after the rejection process
has been finalised by us

Spontaneous update TCC fails I sl iesian TCC fails Dossier resubmission as new update
D emm————] T e >
Requested update following (QreESlisgiznes tsils) (New information is not taken into account)
regulatory decision I
1 1
1 1
1 1 TCC passes
1 1 +
: 1 Invoice . .
1 paid Registration number
U U ey -
(New information is taken into account)
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REACH 2018

My previous submission was a dossier with a NONS with no
tonnage band update. Now I will become the lead of a joint
submission at the same tonnage band. Can I still rely on the
NONS derogation?

* A Notified New Substance (NONS) is a substance that was
notified under the previous Directive 67/548/EEC

« NONS substances are considered registered under REACH

« A limited completeness check applies when a NONS
registration is updated without any change to the
information requirements

echa.europa.eu/reach-2018 5
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REACH 2018

My previous submission was a dossier with a NONS with no
tonnage band update. Now I will become the lead of a joint
submission at the same tonnage band. Can I still rely on the
NONS derogation?

« When becoming a lead of a joint submission, a full
completeness check is applied as the dossier is now the
reference point of the joint submission

 NONS derogation is no longer valid

« Submitted dossier needs to pass enhanced completeness
check, including manual checks

echa.europa.eu/reach-2018 6
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Case 3

REACH 2018
I am uncertain how to describe the uses of my substance. Where
can I find help?

« Our guidance on use description explains key elements needed
to be reported in IUCLID

- Use maps developed by industry sectors (e.g. detergents,
inks, cosmetics) give agreed ways of descrlblng uses for a
range of common products

« Use maps library gives an overview of industry sectors who
have developed use maps, and a direct access to their use
map files

Helps you find use descriptions for typical products and
associated conditions of use. Realistic basis for your
chemical safety assessment

Includes use description for workers, consumers and
environment exposure assessment
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https://echa.europa.eu/documents/10162/13632/information_requirements_r12_en.pdf
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REACH 2018

I am uncertain on how to describe the uses of my
substance. Where can I find help?

Chesar tool supports you in:

« Reporting uses of your substance
« Carrying out your chemical safety assessment

« Generating your chemical safety report and the
exposure scenario for communicating
conditions for safe use
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https://chesar.echa.europa.eu/home
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Case 4

REACH 2018

My tests were ordered before the end of March, but I have not
received the results in time to complete my dossier in time
before the deadline. What can I do?

« This scenario falls under “"Directors’ Contact Group (DCG)” issue
10.3: Completeness of registration dossiers (Data required in
Annexes VII and VIII of REACH not yet available by the
registration deadline)

« If your tests were ordered before 31 March 2018, and you have
the needed documents to prove so, you are eligible for this
scenario

« To continue uninterrupted manufacture or import of your
substance, submit your registration by 31 May 2018
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https://echa.europa.eu/about-us/partners-and-networks/directors-contact-group/dcg-issues
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Case 4

REACH 2018

There are several steps to take before you submit:

1. Contact us and select the option ‘regulatory obligation’ from the
drop down menu

2. Explain your situation and make reference to your specific
scenario. In this case the scenario would be: Issue 10.3

3. You will receive an acknowledgment of your request. The email
contains more information on the required documentation and a
deadline to submit all the paperwork

4. Once you have submitted the documents, we will assess whether
your case can be considered as a valid DCG case

echa.europa.eu/reach-2018
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Case 4

REACH 2018

« If your DCG case is considered valid, you will receive
instructions by email on submitting your registration. This
submission will fail the first completeness check and you
will get a reasonable deadline to resubmit taking into
account the time needed to receive lab results

« Your DCG case will be considered invalid if:

— Required documents are not provided by the deadline
given

— Some of the documents are missing
— Documents are not considered valid

In this case, your submission will follow the regular
completeness check process and timelines

echa.europa.eu/reach-2018
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Case 4

REACH 2018

MECHA -y .

EURDPEAN CHEMICALS AGENCY

PUBLIC CONSULTATIONS ON CHEMICALS SUPPORT

ECHA > About Us > Partners and networks = Directors’ Contact Group > DCG issues

Partners and networks DCG issues

-
Stakeholders In case you identify yourself as being in a situation described under issues 10, 15, 20 or 21 in the "Summary Paper on 4 issues and
solutions”, you are advised to contact ECHA before you submit your dossier.
EU institutions and bodies
To be eligible for 3 DCG solution, you must acknowledge that you have read the disclsimer snd the Notica on the use of the DCG
International Cooperation

-
solutions. Specific instructions will be displayed for each one of the issues togsther with a link to contact ECHA.
accepted until one
authorities If you are not required to register your substance by 31 May 2018 then the DCG issues do not apply to you.

Directors’ Contact Group declare that I have read the Summary Paper on 4 issues and solutions and Notice on the use of the DCG solutions to provide

W e e k b efo re t I l e elonet rmation about being in an exceptional situation as identified by the DCG. Based on this information, I claim to be confronted by
" one of the scenarios outlined and I declare that I meet the necessary requirements in order to make use of the solution as set out

Risk Communication Network in these documents.
- - -
Security Officers Network _ _ _ _ I ) _
DCG issue 10.2 — Completeness of registration dossiers — Difficulties for importers to obtain data on
Exchange Network on Exposure substances in mixtures
Scenarios

DCG issue 10.3 - Completeness of registration dossiers — Data required in Annexes VII and VIII of
REACH not yet available by the registration deadline

DCG issue 15.1 — Legal Entity change — Company split and one legal entity does not have a pre-
registration

DCG issue 15.2 — Legal Entity change — Transfer of assets

DCG issue 15.3 — Legal Entity change — Transfer of production from one entity to another

DCG issue 20.1 — Dependency on the Lead Registrant — Lead registrant has submitted a registration
but fails to complete the dossier within the TCC deadline
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Registration manual

MECHA i A

FURDREAN CHEMICALS AGENCY

PUBLIC CONSULTATIONS INFORMATION ON CHEMICALS SUPPORT

ECHA * Suppart

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

Questions and answers
= Registration Are you an SME?
= Substance identification = Getting started with the EU chemicals le

= SME fees under REACH and CLP
= Evaluation

= SME fees under Biocidal Products Regulation

% l‘ @ ke you from indus.ry or .he geaeral gublic.

) Get answers related to:
REACH-IT IUCLID & CHESAR
= REACH
~ = Cp
ogb q = Biocides
R4BP 3 ePIC O =

= something else
~ ria !

Are you from a National Authority?
ECHA Cloud Services QSAR Toolbox Poison Centres

= Get support in accessing and using ECHA's IT tools

Need to contact your national helpdesk?

ECHA-term

= MNational Helpdasks

R o s

Guidance documents = Guidance documents = Guidance documents = Publications
Manuals = Submission of CLH dossiers

= Emission scenario documents = Webinars
= Identify your obligations » Mixture dassification » R4BEZ = The UK's withdrawal from the EU
= Practical examples of exposure
scenarios

echa.europa.eu/reach-2018
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Information on completeness

check REACH 2018
XECHA - -

EUROPEAN CHEMICALS AGENCY

PUBLIC CONSULTATIONS INFORMATION ON CHEMICALS SUPPORT

ECHA > Support » Dossier Submission Tools > Manuals

Dossier Submission Tools Manuals
TOOLS FOR DATA SUBMISSION
Manuals Manuals on preparing REACH and CLP dossiers
.q = REACH-IT
[ REACH-IT The aim of the manuals on How £2 prepare REACH and CLP dessiers is to help
LD companies to prepare, create and update IVCLID dossiers. }’ . IUCLID &
CHESAR The manuals highlight the IUCLID sections that must be completed for the different b
dossier types, to prepare a valid and complete dossier that can be submitted to ECHA
SPC Editor through REACH-IT. These manuals are also integrated in IUCLID.
[ R4BP 2 . - : = P :
Step-by-step instructions for completing the different IUCLID sections and processing
R . . . N SEE ALS0
H ePIC each submission are provided in the manuals alongside overviews of the processes
and legal concepts invalved. " How to improve your dossier

ECHA Cloud Services _
Th I | the fi Data Submission M Is (D5M ¥ Webinars
Validatipn Assistant ese manuals replace e former Ua’ ubmission anuals { 5). » REACH 2018

= Transi table between old and new manuals [POF] [EN]

How to prepare registration and PPORD dossiers

0 ECHA performs a completeness check on each incoming
registration to ensure that the required information is provided.
This check includes a manual verification of certain elements that
cannot be checked automatically. You can find further information
on this document:

= Information on manual verification at completeness

check [PDF] [EM]

Eal [ez] [ (2] (e (el o] o] (6 (] ] o] (580 (18] ] (o] (] o] [ (] R
EN D
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Registration manual in IUCLID 6

Or press F1

File Edt Pugins[ Hep

REACH 2018

0 | 2}

*|= Navigation pane!

Search Components Annotations TOC
REACH Registration 10 - 100 tonnes
’Y Text fiter i

@[ 0 Related nformation
-’ 1 General information
@@’ 2 Classification & Labeling and PBT assessment

@ [’ 2 Manufacture, use and exp
-’ 4 Physical and chemical properties
[’ S Envi fate and pathway

- |’ & Ecotoxicological information
(&g’ 7 Toxicological information
i@l 8Analytical methods
@@ 11 Guidance on safe use
[ 12 Literature search

@[’ 13 Assessment reports

@- [l 14 information requirements

[(search by LUD)

|#) Help Navigator

Fie View Go Tools Help

E &

Contents

< >|o@E

IRC] oo

Functionalties of UCLID &
REACH Inqui

REACH Registration and PPORD
REACH Application for Authorisation
REACH Downstream user report
REACH Notification of substance in articies
CLP ARernative name request
CLP Classification and labeling notification
BPR Preparing a dossier

[ Gossary
Documents in UCLID

what to do next, it is recommended that you start by reading

1. Functionalities of IUCLID 6

This is a conventional software manual that describes the
functions available in IUCLID 6. In general, the content is not
specific to any particular legislation. In the application

interface, clicking on a help icon, 0, opens this manual at
the start of the most relevant section it can find. This manual
is also available in PDF format on the IUCLID 6 website, in
the original English, and translated into the following 22
languages:

Bulgarian, Croatian, Czech, Danish, Dutch, Estonian,
Finnish, French, German, Greek, Hungarian, Italian, Latvian,
Lithuanian, Maltese, Polish, Portuguese, Romanian, Slovak,
Slovenian, Spanish and Swedish

2. Step by step guides on how to prepare data for
submission to ECHA under specific legislations.

If you are using IUCLID 6 to prepare data for submission to
ECHA under a particular legislation, and you are not sure

e 4

echa.europa.eu/reach-2018
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IUCLID

IUCLID webinars

IUCLID Cloud
with guided support

MECHA

EUROPEAN CHEMICALS AGENCY

Search for Chemicals
Search by Name, EC or CAS NO.

1 have read and [ accept the legal notice

News

of microplastics

The purpose of the call for evidence is to collect
information to support a possible restriction on

Call for evidence on possible restriction

About Us Contact

PUBLIC CONSULTATIONS

ADVANCED SEARCH

ECHA welcomes the REACH review
outcome

The second REACH review by the European Commission says that the
regulation is effective, but there is still room for improvement. ECHA
welcomes the results and looks forward to strengthening its future role in
chemicals management.

Tweets

ECHA @EU _ECHA
Last chance to register!

intentionally added microplastics in products of any

kind. 4h
Information on chemicals still has to ECHA @eu_scha

I improve Do you follow our tips of the week on
28/02/2018 #REACH2018? Find them all in this

ECHA’'s annual progress report on evaluation under
REACH includes this time also a 10 years overview:
safety information on chemicals is improving, but more

still needs to be done.

echa.europa.eu/reach-2018

thread. Do you have other useful tips
for registrants? Share them here!
pic.twitter.com/v11dnoFxma

ah

INFORMATION ON CHEMICALS

REACH 2018

SUPPORT

Some of our IT applications
and systems are due to
undergo maintenance.

Read more about their
availability

Are you new to

REACH?

Are you a
consumer?

REGISTER YOUR l
¢ 9

REACH-TT IUCLID 6
CHESAR R4BP 3
s =
4o, —

(¢
LU

SPC Editor ePIC

)

ECHA Cloud
Sarvices

LiJ
QSAR Toolbox

17


https://echa.europa.eu/pt/support/training-material/webinars/2017

"ECH

EUROPEAN CHEMICALS A

A

GENCY

Validation assistant in IUCLID

'lE Mavigation panel

search | Components  Annotations

Resul type Dossier

Clear

Query type Get all dossiers

| @l X

Y Filter

Dossier Name
R_ABOVE_1000 / suq

aie
- om®
EE’E}

as
3/
b
[’ Disseminatio
Compare...

Open

Print...

Export...
Delete

Walidate...

Subject Name:

Generate report. ..

N preview ..

fance_co..

Creation date

2017-03-20T15:22:30.65. ..

Hance_co...

2017-03-20T15:24:51.17...

REACH 2018

Run the Validation assistant
on your substance dataset
and on your dossier before
and after creating your
dossier

Use the latest version of
IUCLID

18
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Tasks in REACH-IT

REACH 2018

T s In case of technical
— completeness check
failure, you will
receive a new Task in
REACH-IT

Assign a relevant email
address under email
notification settings

echa.europa.eu/reach-2018 19
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Contact form

REACH 2018

Contact

HECHA o

EURDPEAN CHEMICALS AGENCY

Contact - REACH echa.europa.eu/contact

Your request

: * Requast type
GOt a qUEStlon? Please select:

Are you from industry or the (

ion
My guestion is related to:

rour question.
ir questions regarding regulatory obligations, please state the role of your organisation.
ar technical issues, please give the date, time and country when it occurred

= REACH

Ly
= Biocides

= PIC Please attach any additional information that you consider relevant. File size must not exceed 5MB (accepted formats doc, docx, pdf, xsl, xlsx and zip).

I Browse...
| Browse...

= something else

Are you from a national authc

= Get support

Need to contact your national helpdesk?

= Mational helpdesks

echa.europa.eu/reach-2018 20
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Additional support

REACH 2018
Assign a relevant contact person in REACH-IT

 Make sure
— Contact is responsible for the submission
— Person can be contacted via phone/email
— Your contact details up to date

Manage company
== Company information
sk Company size

2% Email notification settings

$ Contacts

O, Locate

Contact (first or last name):

echa.europa.eu/reach-2018 21
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Additional support

REACH 2018

 We may contact you by phone

« Remind you the technical completeness check
deadline is approaching

« Assist you with complex failures

« Summary email always sent after the call

We are here to help you

echa.europa.eu/reach-2018 22
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Available support: summary

REACH 2018

« Registration manual

« Document on manual verification

- Validation assistant

« Technical completeness check letter
« Contact form

« Additional support

echa.europa.eu/reach-2018 23



