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Disclaimer
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1. I ntroduction
This manual gives  practical guidance to support industry with their poison centre notification
(PCN) obligations according to Article 45 and Annex VIII to the CLP Regulation L. In particular
how information  can be prepared and submitted to the Member States Appointed Bodies, for
example, through the ECHA Submission portal.
The document explain s how to access ECHAs IT applications  and establish third party users to
work on behalf of another company . It also covers some practical issues specific to companies
making poison centre notifications such as ensur ing the consistency of legal entities when
using various ECHAs IT tools.
1.1. Additional support material

Guidance on Annex VI

Full information requirements according to the legal text are covered (t ranslations are provided)

https://echa.europa.eu/guidance -documents/guidance _-on-clp

The PCN validation rules list

Full list of validation rules, and the history of changes covered in English

https://poisoncentres.echa.europa.eu/documents/1789887/5577602/pcn_validation_rules_en.pdf/

The EuPCS practical guide

Full descriptions of the individual categories of the European product categorisation system (including

translations) as other support on the topic

https://poisonce _ ntres.echa.europa.eu/eu _ -product -categorisation -system

The ECHA Accounts manual

Explains how to create, export, import and manage your account in general:

https://www.echa.europa.eu/ documents/10162/17247/howto_account_manual_industry_en.pdf/

IUCLID Functionalities Manual

Explanations of the complete functioning of IUCLID is comprehensively covered (t ranslations are provided).

The manual is also available in the IUCLID application itself.

https://iuclid6.echa.europa.eu/documentation

UFI user guide

Explains how the generator tool and algorithm work (translations available), plus additional support on this

topic:

https://poisoncentres.echa.europa.eu/ufi -generator

1 Annex VIl to CLP Regulation https://eur _-lex.europa.eu/eli/req_del/2020/1677/0j



https://echa.europa.eu/guidance-documents/guidance-on-clp
https://poisoncentres.echa.europa.eu/documents/1789887/5577602/pcn_validation_rules_en.pdf/
https://poisoncentres.echa.europa.eu/eu-product-categorisation-system
https://www.echa.europa.eu/documents/10162/17247/howto_account_manual_industry_en.pdf/9e84c2fb-c876-30a7-7eb9-fde40e968ef5?t=1654174834720
https://iuclid6.echa.europa.eu/documentation
https://poisoncentres.echa.europa.eu/ufi-generator
https://eur-lex.europa.eu/eli/reg_del/2020/1677/oj
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2. Accessing ECHA & IT applications for poison centre
notifications (PCN)

You must create an ECHA Account if you want to use the available dT dapplications provided by
ECHA e.g. ECHA Cloud Services or ECHA Submission portal  for preparing or submitting  your
poison centre notifications (PCNSs).

Stepl - Creat e an ECHA Account

The Login page is located at  https ://idp -industry.echa.europa.eu/idp/ . If you do not have a
valid username and password, then you will need to register by creating an account first. To
create an ECHA Ac count you will need to provide specific information about your company and

verify your email address.

© tis recommended to use the latest version of Chrome , Firefox and Microsoft Edge
to guarantee the best user experience.

WELCOME
[ E c H A Please enter your login information

Username *

JaneDoes

Forgot username?

Password

LLL ALl L Ll 0

Forgot password?

Login with "ECHA Account"

Don't have an account? Create an ECHA account

© Need help?

Login with "EU Login"

What type of account do | need?



https://idp-industry.echa.europa.eu/idp/
https://idp-industry.echa.europa.eu/idp/
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Step2 - Assigna Legal Entity tothe ECHA Account

Submissions made through the ECHA Submission portal are carried out by legal entities 2 which
have to be defined, including contact details, prior to submission.

Once you have created an ECHA Account and you have logged in successfully, a Legal Entity
(LE) must be a ssigned toit. In orderto use ECHA IT applications, a UUID number is generated
and assigned to each Legal Entity in ECHA Accounts.
XECHA 2
SEREE Dashboard
MY ACCOUNT ECHA APPLICATIONS
ECHA WEBSITES

INDUSTRY LEGAL ENTITY CREATION

Please associate your account with a legal entity.
A Legal Entity (LE) may represent anything between a complex business structure and a simple organised business, for example, a corporation, a company, or a single person. By

creating a LE the associated users will be able to access ECHA's IT tools.

(]
If your legal entity has already been registered, to associate this account with that legal entity, please communicate the username (FelixHarry) and email address
(heidi.rasikari@echa.europa.eu) to the legal entity manager
To assign the legal entity click on Create a New legal Entity & You have two options:
i) create a new Legal Entity in ECHA Accoun ts and enter specific information about

the company , or,

i) importapre  -existing Legal Entity e.g.from I[UCLID desktop.

0 Once a Legal Entity has been assigned, the Industry Applications will become visible
in the ECHA Accounts dashboard and the user can a ccess the application from the
available list e.g. REACH -IT, R4BP3, ePIC, ECHA Cloud services, ECHA Submission
portal.

0 Non-EU legal entities can work in ECHA Cloud Services e.g. to prepare information,
but they cannot use the ECHA Submission portal to make submissions from their
account.

2 Alegal entity (LE) may represent anything between a complex business structure and a simple
organised business, for example, to a corporation , @ company, or a single person.
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2.1.1. Createanew Legal Entity

Selecting &reate a New Legal Entity 6opens a page where you need to enter information about

the company, address, contact details, account security information . Upon creation, the  Legal
Entity is automatically assigned a universal unique identifier (UUID) nu mber so that the ECHA
IT applicati ons can explicitly identify the Legal Ent i t yandtheit actionsus er s

The legal entity UUID acts as an unequivocal identifier and each legal entity must be
represented by a single UUID number . The legal entity UUID numbers generated in ECHA
Accounts contain the pre -fix &CHA-6 .

0 In some cases, a third party e.g. a consultant, may represent more than one compa ny,
and may prefer to create a different account for each company they represent. Noteitis
possible to use the same company information (e.g. name, VAT, address, etc.) for each
account but a common convention is to use numerical identifiers attached to the
represent i ng namenodazilitageGhe management of account s linked to
different companies.

r‘ E c HA & JaneDoes

Purple Haze Chemicals
DASHEOARD

MY ACCOUNT GENERAL INFORMATION /Bt Expont

© LeeaLenmiry GENERAL DETAILS

Legal Entity name
ﬂ General Information Purple Haze Chemicals

5 Contacts ECHA-f428c44¢-79b3-4f7f-a72b-78e7cedadbed

Ly

L Users

VAT number

P W Y Y Y Y Y T Y Y Y Y Y Y Y Y YT Y Y Y Y Y YV Y Y VY Y Y Y Y Y Y YT Y Y Y Y Y Y Y

@ Billing information

For certain submission processes, like submissions under REACH Regulation, the
submitter has to pay a fee directly to ECHA. That & why in the registration form, you are
asked to provide your billing information.

However, ECHA does not charge any fee for poison centre notifications. In this context,
please note that some Member States charge fees
(https://poisoncentres.echa.europa.eu/documents/1789887/5674408/msd_en.pdf/ ).

For information  about the fees charged for those Member States, make contact or visit
the Appointed Body websites  https://poisoncentres.echa.europa.eu/appointed -bodies



https://poisoncentres.echa.europa.eu/documents/1789887/5674408/msd_en.pdf/
https://poisoncentres.echa.europa.eu/appointed-bodies
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2.1.2. Importing a pre - existing legal entity (LE) fromIUCLID 3

Ifyou are a IlUCLID desktop user, you will already have previously created a Legal Entity (the
UUID number contains  pre-f i x | .W&&that ECHA IT applications such as the Submission

portal, will identify you by the legal entity UUID in ECHA Accounts and check it against the

legal entity contained in the notification i therefore legal entities in both places must be

matching.

In this case, you may prefer to either:
i) export your LE from ECHA Accounts to your working instance of IUCLID , or,

ii) export your LE from IUCLID to ECHA Accounts.

In the latter case, once your Legal Entity has been exported from IUCLID to e.g. your desktop,
you can import it directly inthe Create L egal Entity form by activating the section d&reation
method § and selecting the file for upload. Refer to section 4.2.2 for details how to export your
Legal Entity from IUCLID.

MECHA

Create Legal Entity
DASHBOARD

MY ACCOUNT CREATE LEGAL ENTITY

ACCOUNT SECURITY

Security Question *
What is your pet’s name?

ALERTS

B Receive email alerts for unfamiliar signing-in activities to ECHA applications using your account

CREATION METHOD
. If you already have a legal entity definition file in IUCLID exchange format (also known as the LEOX file format), and if you want to have the same UUID for your legal entity definition as
fields will be completed autornatically and you will be redirected to the Legal Entity profile screens to review / update imported details as well as to enter additional details.

Import IUCLID Format File *

Please atiach an IUCLID exchange format (LEDX file forma

Al 4 Al A A A4 4 A

GENERAL DETAILS
FW V VUV VUV V VUV VYV V VTVTVTYVYTVYVVYVVIVV VY VYVY VY

When working from IUCLID desktop, information about the Legal Entity cannot be

"., automatically synchronised with ECHA Accounts. Therefore, in cases where a company
has installed [UCLID in their local systems or develops their own tool to create PCN
dossiers , any Legal Entity changes made in ECHA Accounts will have to be replicated in
those dossier preparation tools.

3 International Uniform Chemical Information Database - IUCLID is a key application used by industry and
authorities to prepare, store and exchange data on chemicals in a harmonised format
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Step3 1 Add users & define /manage  user roles

By default, the user who created the account is the Legal Entity Manager , and a dditional users
can also be added to the account using the Create New User process . Adding, modifying or
deleting users, contacts and user roles is all manage d in ECHA Accounts in the relevant tab

under Legal Entity.

0 Itis possible for a Legal Entity (Company A) to appoint athird -party user from another Legal
Entity (Company B) to work as if they were a user from the company who appointed them.
For example, a company hiringa consultant to prepare and possibly submit information . This
is achieved with the foreignuse r functionality as established in ECHA Accounts (Appendix
1). Confidentiality concerns must be fully explored before appointing a foreign user.

DASHBOARD Purple Haze Chemicals

MY ACCOUNT LEGAL ENTITY USERS 4 Create new user Il Add foreign user

@ LEGAL ENTITY Purple Haze Chemicals
DASHBOARD
Create new User

Sort by

- . MY ACCOUNT
Ml General Information Usemame

& insert user details
@ LecaL enTiTY

= - USER PROFILE
1= Contacts
Username EMa o General information

; Users

JaneDoes Jane Does REACH Managar
REACH Reader
Submission Portal Manager

Submission Portal Manager Restricted

Submissicn Portal Reader
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The user roles define the user access level within the ECHA IT applications. The specific PCN
related roles for users (including foreign users) include:

User Role Rights and Visibility

LE manager The Legal Entity (LE) m anager can view and edit the account and
add, remove contacts oreditusers ddata. Onl y a user wi't
manager 6 r ol e legahEngéyd detailst ihexcept forthe
specific LE UUID number and the country.

Submission portal Users with thisrole  can work inthe ECHA Submission portal  to:
manager
1 make submissions from the legal entity account,

1 search and access submission information in the submission
portal (such as submission and validation reports).

Submission portal A OLE managsiictusansd visibility of i
restricted ECHA Submission portal. Users assigned with this role

1 can only see details on the submissions that they have
submitted in the portal

9 have restricted visibility of information in the Submission
portal, and are limited only to the information they
themselves have submitted.

NOTE that when this role is assigned in combination with other roles, then the stronger role
defines the accessrights ,e.g. if someone is assigned the @ASubmi
those rights remain even i f t hé& mBaniegghatr ithe userdan st o |

see all the submissions of the company

IUCLID full access Users with this role
I can prepare submissions online in IUCLID Cloud
1 have complete access to dossier information in [IUCLID and

rights to edit existing datasets, prepare new notifications and
create dossiers

NOTE thatwhen auser hasbeenassigned t he 61 UCLI D f u lthey wiltatsetaved r
access to all information available in IUCLID Cloud for that legal entity , regardless of any
other roles assigned.

IUCLID Read Only Users assigned read only access can v iew dataset and dossier
information  but do not have the possibility to prepare or create
dossiers .

IUCLID trial Users (excluding foreign users) ¢ an work in the trial version of the

IUCLID Cloud.
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¥ Use c aution when adding Foreign Users to your IUCLID Cloud instance or to the
ECHA Submission portal to avoid exposing confidential business information

u  Any third -party , EU or non -EU based, can be a foreign user, provided they have a
valid ECHA Account detailing their legal entity information.

U Aforeign user prepare and have access to information belon ging to the appointing
company in either IUCLID Cloud or the ECHA Submission portal, or both . This depend s
on the user roles assigned to them.

U Itis possible to grant full access, partial access or no access to a foreign user

U A foreign user will have full visibility in IUCLID Cloud if they assigned a IUCLID rol e.

Therefore, to  ensure complete confidentiality in [IUCLID Cloud , do not assign any
IUCLID user roles.

U Toensure complete confidentiality inthe ECHA Submission portal, n o portal roles
should be assigned.

U ECHA strongly recommend s entering into contractual agreements specifying what the
foreign user is expected to do , or how to handle confidentiality issues. However, no
guidelines for this  have been established and therefore each contract needs to be
determined by the parties involved on a case-hy-case basis.

Step 4 - Subscribing to the ECHA Cloud services

Following the creation ofa  n ECHA Account and Legal Entity , new users will need to Subscribe
to ECHA Cloud Services before they can begin to work in the application.

ECHA

Cloud Services

ECHA Cloud services

g 9

0‘ LID6 ¢Q,~;?L‘I.,o

@ @\ Tria
This full IUCLID Cloud service allows users to This service is designed for users who wish to
maintain their scientific data and prepare get familiarised with a trial version of IUCLID
dossier for submission to ECHA. Read more Cloud before starting to use the full IUCLID

Cloud service. Read more
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The Terms and Conditions to use the ECHA Cloud Services, in particular for  IUCLID Cloud and
ECHA Submission portal need to be accepted before use.

ECHA (y) FelixHarry
Cloud Services a Q ‘ FeliX
€ All Cloud Services

iJ‘JUuLmb IUCLID C|0Ud

This full IUCLID Cloud service allows users to maintain their scientific data and prepare dossier for submission @ | acknowledge that |
to ECHA. The service provides the users with up to 5 GB of data storage, fully managed backups and dedicated have read and

helpdesk support agreed to the linked

Users are able to perform all the dossier preparation tasks which include editing data and running the plug-in Terms & Conditions

tools needed to prepare a complete dossier.

Service terms of use:
* Immediate subscription activation m
* Target 24/7 availability except for pre-defined maintenance periods occurring outside the working hours
* Controlled service updates with every new release of IUCLID Cloud
* Helpdesk support during office hours
* Automated backup and data recovery in case of data loss
* Quota of 5 GB of data per subscription
* Limit of 1 GB per file attachment
* Automatic subscription termination after 2 years of non-usage

Please consult the Q&A for more information about the ECHA Cloud services.

View the Terms & Conditions associated with the IUCLID Cloud.

0 The Terms and Conditions are available in all EU languages here from the ECHA website:
https://echa.europa.eu/support/dossier -submission -tools/echa -cloud -services

0 Please pay attention to email notifications from ECHA Cloud Services if you are an
infrequent user. If you do not access the service within a 24 -month period you will be
informed that  your account will expire and it will not be possible to access data
prev iously entered. Trial users are granted only a short time of inactivity (30 days) before
the subscription expires.

Dear Consultant 1,
Your subscription for IUCLID Cloud Trial service will expire in 30 days as it has not been used since 10/08/2023 15:15.

Subscription information

- Legal Entity Name: Chemical Service

- Legal Entity UUID: ECHA-.

- Subscription date: 10/08/2023 15:15

- Subscription UUID:

- IUCLID Cloud Trial URL: https://25e7a0ad-4aaf-4f43-96e9-dfd7b868218c.ecs-qa.echa.europa.local/iuclid6-web

Please access your service to prevent the expiration of your subscription.
If you take no action, the subscription will be automatically expired. If you no longer want to use the service, please unsubscribe.

Kind regards,
ECHA Cloud Services



https://echa.europa.eu/support/dossier-submission-tools/echa-cloud-services
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3. Prepare and submit a poison centre notification (PCN)

There are several options available for a company to prepare and submit poison centre
notification (PCN) information depending on the company & preferences and internal systems in
place .

All notifications need  to adhere to the harmonised PCN format dedicated to structuring the
information on hazardous mixtures classified for health or physical hazards. The format is XML -
based and defined by the requirements laid out in Annex VIl to the CLP Regulation.

For the preparation and submission of information, E CHA has made available
1 Poison centre notification (PCN) format
1 IUCLID for data preparation
i ECHA Submission portal
1 System -to-system (S2S) service

Additional support on the various ways to prepare and submit

I
! Check o ur e -Learning page for trainings, webinars and other presentations: !
1 https://poisoncentres.echa.europa.eu/training -material !

3.1. The Poison centre notif ication (PCN) format

The PCN format structures the harmonised information requirements on hazardous mixtures
classified for health or physical hazards available to poison centres in cases of poisoning

incidents in the  European Union/European Economic Area (EU/IEEA).

The PCN format is .xml -based and is compatible with IUCLID and as such is incorporated into
the dossier preparation tools offered by ECHA. It is also available for companies to incorporate
into their own tools  for dossier preparation , for example when using the system -to -system

(S2S) service. Updates of the format occur annually

Additional support on the PCN format

I
| For system -to-system users, you can download the latest version of the PCN format and !
'related documents from the poison centre website here: 1
ihttps://poisoncentres.echa.e uropa.eu/poison __-centres -notification -format 1
I



https://poisoncentres.echa.europa.eu/training-material
https://poisoncentres.echa.europa.eu/poison-centres-notification-format
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3.2. IUCLID for data preparation

This chapter looks at bo  th the IUCLID Cloud (online ) and IUCLID (offline) tools for manual

preparation of poison centre notifications. Both tools offer the same interface . Explanations of
the complete functioning of IUCLID is comprehensively covered in the IUCLID
Functionalities Manual . The manual is also available in the IUCLID application itself -

https://iuclid6.echa.europa.eu/documentation

3.2.1. |UCLID Cloud Services

Preparation in IUCLID Cloud is available through the ECHA Cloud Service (https://idp -
industry.echa.europa.eu/idp/ ) which is maintai ned, backed -up, updated by ECHA and the d ata

is securely stored in the Cloud. The full IUCLID Cloud service allows users to maintain their
scientific data and prepare dossier s for submission. The Trial version can be used for getting
familiar with the tool. It is not possible to make submissions via the Trial version.

IUCLID services

9 [
eeou_.u,uub &‘ouux_.m_]\IuG
This full IUCLID Cloud service allows users to This service is designed for users who wish to
maintain their scientific data and prepare get familiarised with a trial version of IUCLID
dossier for submission to ECHA. Read more Cloud before starting to use the full IUCLID

Cloud service. Read more

- 3 - -3 .
Access service £ Manage service Access service ¥ Manage service

3.2.2. |UCLID 6 viadownload from IUCLID website

Offline preparationis  always recommended usingt he latest version of  IUCLID 6 which can be
downloaded from the IUCLID website (https://iuclid6.echa.europa.eu/home ). Both desktop
and server versions are available for the user who will need to perform their own maintenance

activities.

To learn about the new intarface, of to find out how
10 open the classic intertace, click on the image.

0 Ensure you hav e the latest version of IUCLID as only the most recent version can fully
accommodate the poison centre requirements and avoid unnecessary failures.



https://iuclid6.echa.europa.eu/documentation
https://idp-industry.echa.europa.eu/idp/
https://idp-industry.echa.europa.eu/idp/
https://iuclid6.echa.europa.eu/home
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3.3. ECHA Submission portal for poison centre notifications

The ECHA Submission portal  is an onli ne tool for EU based companies  for the submission of
poison centre n atifications to relevant Member State Appointed Bod ies. To make submissions
through the ECHA Submission portal a company must have an active ECHA Account , users
must be assigned with the ¢ orrectroles and be subscribed to the service.

Our support and Login page for PCN is here https://poisoncentres.echa.europa.eu/prepare -

and -submit -a-pcn

Prepare and submit a PCN

0 Submissions made through the portal can accommodate multi - market notifications
meaning that one submission can reach multiple Appointed Bodies.

Data submission services  available in the Cloud, include the ECHA Submission portal full
service (production environment) and ECHA Submission portal Trial version (Testing
environment).  Each are explained further below.

Submission services

EcHaA ECHA
_J Submission portal ) Submission portal

The ECHA Submission Portal is an online tool Trial version to get familiar with the features. All
for submitting SCIF, Poison Centres submissions made in trial will not be treated as
notifications and EFSA applications. Read more real data. Read more

Access service Access service

The ECHA Submission portal (full service) dashboard landing page allows you  to navigate
to various functionalities of the system . In addition to CLP poison centre notifications, other
notification and application types are also supported.

) B0 s

= Dashboard

Welcome to ECHA Submission portal

' CLP Poison Centres -~
H SCIP Notification EFSA Application
Notification SZIP s i efsam Applicat

Submit a IUCLID dossier Submit & IUCLID dossier Submit a IUCLID dossier
Search for PGN Netifications Submit a simplified SCIP Notification Search for EFSA Applications
Create a dossier in IUCLID Cloud Search for SCIP Notifications Create a dossier in IUCLID Cloud

Create a dossier in IUCLID Cloud

-
. Search for

All submissions

s



https://poisoncentres.echa.europa.eu/prepare-and-submit-a-pcn
https://poisoncentres.echa.europa.eu/prepare-and-submit-a-pcn
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ECHA Submission portal trial version layout is designed to alert users they are in t he Trial
version. Any dossiers for testing purposes are not forwarded to recipients indicated in the
notification.

) oo B QO @ e

This is the ECHA Submission portal Trial version

obligations, please use the ECHA Submission port

= Dashboard

Welcome to ECHA Submission portal Trial

! CLP Poison Centres

-~ oo s < s
Notification SEIP scr Notifcation - efsam EFSA Application

Submit a IUCLID dossier Submit a IUCLID dossier Submit a IUCLID dossier

Search for PCN Notifications Submit a simplified SCIP Notification Search for EFSA Applications

Create a dossier in IUCLID Cloud Search for SCIP Notifications Create a dossiet in IUCLID Cloud

Create a dossier in IUCLID Cloud

For poison centre naotifications , the following functionalities in the ECHA Submission portal
include :

Submit a IUCLID dossier redire cts you to the upload and submit page

|=| Upload and submit

! CLP Poison Centres
Notification

Please upload your dossier for submission. Only i6z files are permitted for upload.

Submit a IUCLID dossier ® Note that currently only PCN, SCIP and PPP dossiers can be submitted.

Search for PCN Notifications

Create a dossier in IUCLID Cloud or

Drop file to upload

Search for PCN notifications redirects to the Search page of the Portal where you can
search for PCN submissions - or search all submissions e.g. if you are submitting under other
legislations.

! CLP Poison Centres
Notification

Submit a IUCLID dossier

Search for PCN Natificationg

Create a dossier in [UCLID Cloud



















































































































































































































































































































