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e
CLP Regulation (EC) 1272/2008

‘from article 45 to Annex VIII’

» CLP article 45
 NVICis appointed body

(Nadere regels verpakking en aanduiding milieugevaarlijke stoffen en preparaten, art 15h)
 The appointed bodies shall have at their disposal all the information

required (...) to carry out the tasks for which they are responsible.

» CLP Annex VIII
(Regulation (EU) 2017/542)

* Specification of the product information to be notified
* Introduction of a Poisons Centres Notification (PCN) format
e ECHA responsible for the tools and guidance documents

* Phased deadlines by 1 January:
e 2020 products for consumer use
e 2021 products for professional use
e 2024 products for industrial use
2025 end of transition period
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European Chemicals Agency

‘responsible for tools and guidance’

"ECHA

EUROPEAN CHEMICALS AGENCY

CLP - Annex VIII

We are here for you:
« Technical and scientific guidance and support
- Tools to facilitate submission of information

These include:
« Poison centres notification (PCN) format
« Product categorisation system (PCS)
« Unique Formula Identifiers (UFI) Generator
- Development of a central notification portal

« Guidance and support material
% UMC Utrecht
Nationaal Vergiftigingen Informatie Centrum



European Chemicals Agency

‘timelines’

"ECHA

EURQPEAN CHEMICALS AGENCY

Timelines

Finalising tools
(Q1 2018)

- PCN format
- UFI generator
- EU PCS

Preparation of
support material
started

Feasibility study
on notification
portal

Development of
central portal
starts, according
to feasibility
study outcome

Completion of
guidance and
support material

Formats, tools,
guidance,
helpdesks and
support material
in place

Central portal
ready, first
version
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Nationaal Vergiftigingen Informatie Centrum



European Chemicals Agency
‘status October 2017’

"ECHA

EUROPEAN CHEMICALS AGENCY

Where are we?

L.s | BECHA

Poison Centres website is live  , _
poisoncentres.echa.europa.eu =~ ===

« Outcome of the feasibility
study on central notification
portal

ECHA/Stakeholder working groups in operation

EU product
Guidance categorisation IT tools
system

UMC Utrecht
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Guidance and support

‘drafting guidance...’

"ECHA

EUROPEAN CHEMICALS AGENCY

Guidance phase 1 *

1. Introduction
1.1 General introduction

# large numbar of chamical miotures ars Lsad in tha EU on a daify basis. Tha genarsl public

- -
P h a S e 1 ] d - and warkens ragularly £ome ifta contact with them, both in their privats e and in the
: drafting (on-going) &5
Chemical praduces as in genaral considarad bo be safa whan they are ussd propary.
Nevertheless, unink=ntionsl sxpasurs to chemicals can occur, for exemple due to insporopriste
use or accidents. When this happens, immediate access to relevant information en the
- - chamical product is crucial to medical staff and thase who provide smengency respanss.
+ Active involvement o
1.2 Legal background
Alraady sincs 1928, Councl Directva BE/275/EEC requirad . Mambar Statss to appaint a
- - - - bady far recsiving information on dengerous prepsrations ary b et any medicsl
a ut Orltles an N ustr Vvia carre by topelatng neecapeaive o e sl (e s e b1
1539/a%/EC, which providad for 3 similar sblgation. Already bas +hat chligatian, many
Member States had in place & sy=b=m for coll=cting, fmation fror impsnies placing
«chemical products on the marksk, This informatigt 42 agcessible o the Poison Cantres, the
badics estabbshed in tha Mamber States to prof med .1 advice on haakh amangencies.,
- Depending on the Mermbar State, physicians afs vedical staff, workers and the general
W 0 r k I n ro u public ar= sble to contect the Poison Cenbres ko ge amendabions on medical treatment.
Articks 43 of the CLP Regulation {[EC] (2003, Wi entsred inta force on L June 2017)
requires the EU Member States to app = as=iving information on the composition
«of hazardous moctures (e.9. detergent=,| ez, rez) to =nable the formulstion of
preventiva and curative maasurss . Tha 2. 't harmonised information requiraments has
. . led to considerable variation mdatione cation systems. dets formats and mformetion
poisoncentres.echa.europa EU/Q uidance orream e oo A ral 102 Fren wombar S e needed
. . . govmctream usars placing g curg atha mu ket in different Membar Statas have noadad to
submi simiar infarmatic Itip! Jin differsnt formats. This divessity has ed to
inconsistencies in the infor svadaun o medical persennel end the general public in
«cazes of poisoring Incidants g=nt Membar Stabas.

The Europesn G 00 mivel 2 mandate to sddres these shodtcomings snd = review

wize carried oulonsults yizh stakeholders and with the support of the European
® Aczociation of Cantri d Clinical Taxizology (EARCCT). Fallowing tha raview 2z
formseen in Atick i “omimi=xion Regulsation ) 20177542 wes edopted, The
Regulation enterad I - an 12 fpril 2017, 2dding ta the CLP Regulation an anmex (Arnax
WIII) to harmoniss, in 4,5 of format and caontant, the Information relabing to emangancy
haalth response that certain operators placing hazardous midtures on the U markst are

requirsd to nokify to the bodies spocinted by each Member Steke = ooy on called 250
e ' e I I I e r “apaointed bodies"), Thiz information indudes, for examale, the o

mixture and of the company reeponsible far the. placing on tha mar,

composition and hazardous ingredients snd on the uses, The inform

electronic means in 2 specified format, which enables the appointed

the relavant information, Thraugh 3 naw wnique farmula ansdier (U

4 in datail). the Poison Centres. who are the end user of the submitts,

able to mentify exacy the product of conzern and to suggest the agpi

- treatmant. Tha appoirtad bodies and Polsan Centres (which ara not ne
) entity, although in some Member States this may be the case. see secl
re=d ko ensure the confidentislity of the information received,

UMC Utrecht
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Guidance and support

‘... formalising guidance’

"ECHA

EURQPEAN CHEMICALS AGENCY

Guidance phase 2

MECHA

Phase 2: formal

consu I t a ti onw i t h our Guidance on harmonised information
relating to emergency health response -
Annex VIII to CLP
partners e N
uidance to Regulation (EC) No 1272/2008 on dassification, labelling

and packaging {CLP) of substances and mixturas

« Launch in Q1 2018

« Active participation of our
accredited stakeholders

« Final Guidance v1.0 by
end 2018

* Partner Expert Group

UMC Utrecht
Nationaal Vergiftigingen Informatie Centrum



Guidance and support

‘... and support’

"ECHA

EUROPEAN CHEMICALS AGENCY

Support - current status

« Q&As published

visit our support page

Poison Centres

EENET T
« Targeted support for s s

companies | suppert
under development Gutane
« Training for national . JE T —
Helpdesks
I:l'h bbbbbbbb

coming in 2018

« UFI factsheet
coming soon

UMC Utrecht
Nationaal Vergiftigingen Informatie Centrum



EU Product Categorisation System
‘PCS’

“ECHA

Key principles and purpose }

Product category mandatory in industry
notifications

Single selection based on main intended use
Supports appointed bodies at EU level

« reporting/statistical analysis of poisoning incidents

 identification of risks & proposing risk management
measures

Used by poison centres e.qg. for ‘backtracking’
and registering cases in incidents

UMC Utrecht
Nationaal Vergiftigingen Informatie Centrum



EU Product Categorisation System
‘PCS’

“ECHA

EUROPEAN CHEMICALS AGENCY

PCC_Construction materials,

Current status —

PCD_Indoor air improving
products, detergents, deaning
—_— and maintenance products

« Draft EU PCS published in March 2017 — ™9™ s o o

PCL_Lamp fuels, lighting,
decorative and related chemical

« Final version 1.0 by December 2017 | ot )
« Active participation from working group i kg redace )
« Development of practical EU PCS manual e

and pr )

« Process for EU PCS update and maintenance |
currently being developed R Sk

UMC Utrecht
Nationaal Vergiftigingen Informatie Centrum



Unique Formula Identifier
‘UFI and UFI generator’

CECHA

EUROPEAN CHEMICALS AGENCY

Unique Formula Identifier

New notification
requirement for
product label

UFI code links the
notified mixture
UFI: A300-NOEY-NO0U-G735 |nf0rmat|0n tO a
specific product
on the market

Unique 16 character
code in 4 blocks

UMC Utrecht
Nationaal Vergiftigingen Informatie Centrum



Unique Formula Identifier
‘UFI and UFI generator’

CECHA

EUROPEAN CHEMICALS AGENCY

Relevance of UFI for poison centres

I — |

________ QUAO-KOKA-HOOP-EEW2 k
-4 *TRICHLORO X® SRS EERL-TYR

Contains: triclosan

00

UFl: (QJAO0-KOKA-HOOP-EEW2

Danger!

63 Saint Mary Axe
Causes skin irritation. London
Causes serious eye irritation. EC2A 4AY

Very toxic to aquatic life : :
with long lasting effects. United Kingdom
If SWALLOWED Immediately call a Tel. +44.12312342
POISON CENTRE or doctor/physician.

Call the national poison centre number:
1-800-222-1222

R R g~
QIRG-KOKA-HBOP-EEN2

UMC Utrecht
Nationaal Vergiftigingen Informatie Centrum



Unique Formula Identifier
‘UFI and UFI generator’

"ECHA

EUROPEAN CHEMICALS AGENCY

Current status

« Final version of UFI Generator and algorithm

(with developers guide) available
poisoncentres.echa.europa.eu/

Unique Formula Identifier Generator m

Create UFIs Validate UFI Get a company key

Company VAT number

W

« Single or multiple generation of UFIs
« Available in all EU languages

UMC Utrecht
Nationaal Vergiftigingen Informatie Centrum



IT tools

‘Poisons Centre Notification (PCN) format’

SECHA
1),

EUROPEAN CHEMICALS AGENCY

Current status

« Draft PCN format and editor available

« Structured electronic format defining harmonised
information requirements

« Current draft format from 2015 obsolete

« Final version by Q1 2018

« Revise information requirements (e.g. include product
category, support group submission)

« Align with standardised formats through compatibility
with the IUCLID XML format

« Consider notification process and improve overall data
quality by minimising redundancy
% UMC Utrecht
Nationaal Vergiftigingen Informatie Centrum



IT tools
‘PCN portal feasability study’

"ECHA

EUROPEAN CHEMICALS AGENCY

Objectives of the study

« Analysing various stakeholder needs
« Proposing a solution for the portal

« Producing a blueprint of a candidate architecture
for the new system that fits into our IT
architecture

« Defining the best approach for the delivery of
the software

« Providing early estimates of development costs
and efforts

UMC Utrecht
Nationaal Vergiftigingen Informatie Centrum



IT tools
‘PCN portal feasability study’

"ECHA

EURQOPEAM CHEMICALS AGENCY

Central portal features

« Collect and dispatch notifications from industry
to appointed bodies
« Secure transfer of information
- Multilingual support

« Automated submission with agreed validations

« Technical checks (e.g. virus scan)

« Business checks and basic verification of key elements
(e.g. trade name included in the notification)

UMC Utrecht
Nationaal Vergiftigingen Informatie Centrum




IT tools

‘PCN portal feasability study’

"ECHA

EUROPEAN CHEMICALS AGENCY

Three levels of validation

4 )

e Before submission
e In the wizard

e Off-line validation
tool (extra feature)

\ Initial validation
Industry level

Harmonised

validation
ECHA level

e Technical checks
e Business checks

( N

¢ Quality checks

National

validation
Member State level

UMC Utrecht
Nationaal Vergiftigingen Informatie Centrum



IT tools
‘PCN portal feasability study’

"ECHA

EUROPEAN CHEMICALS AGENCY

Phased roll-out

@OA 2018 @03 2019 Q3 2020

Version 2
(Core)

« Minimum Viable Product (MVP)
« Incremental product evolution

e

UMC Utrecht
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IT tools
‘PCN portal feasability study’

CECHA

EUROPEAN CHEMICALS AGENCY

Core functionalities by 2019

Q4 2018 Q3 2019
and T T—
Multi-lingual and secure web tool for industry to On-line preparation of notification using a
upload and submit their notification files dedicated web UI that seamlessly integrates with the

portal’s submission process.
A secure portal for Member States authorities
(AB/PC) to receive and download notifications

Exposing a Web-service integration layer that
Automated submission process that ensures allows secure submission and retrieval of notified

submitted files conform to the format specifications. data from industry and MS IT systems respectively.

Searchable central repository containing the full

history of notified data where actors can retrieve Performing Automated checks on submitted files
their portion of the data. to ensure minimum content compliance against a
commonly agreed set of business checks.

UMC Utrecht
Nationaal Vergiftigingen Informatie Centrum

Basic User & Contact management functions



-
Implementation of Annex VIII

‘leftovers and national planning ...’

» (EC) Study on workability issues of Annex VIII (2018)
[might lead to adaptations of Annex VIII or Guidance]

» (NL) REACH en CLP helpdesk: vraagbaak voor nieuwe wetgeving (Q1 2018)

» (NL) national planning?
* (NVIC) design/build a new database (2018 — 1-Jul-2019)?

[Start depends on final version of PCN format and finances]
(VWS) establish roadmap with NVIC and industry
(VWS) adaptation of national legislation on procedure?
(NVWA) communication plan

UMC Utrecht
Nationaal Vergiftigingen Informatie Centrum



Huidige werkwijze Toekomstige werkwijze (vanaf 1jan2020)

Registratie Account bij NVIC Account bij ECHA
Informatie Vib.pdf + compositie.pdf PCN.xml format [Incl. UFI en PCS]
Format * Mbv PCN editor

(standalone / webapplicatie ECHA)
* Mbv eigen aangepaste SW met PCN
*  Mbv commerciéle SW met PCN output

Notificatie Upload via NVIC portaal Upload via PCN portaal van ECHA
(incl. technische checks) (incl. technische/business checks met failure /
(beveiligde verbinding) warning / Ok procedure) (beveiligde verbinding)

Download van ECHA naar NVIC
(beveiligde verbinding)

Opslag In NVIC producten database In NVIC producten database
(incl. beschikbaar voor (incl. beschikbaar voor informatieverstrekking
informatieverstrekking bij acute bij acute vergiftigingen)

vergiftigingen)

Inhoudelijke - Steekproefsgewijs Idem
controle - Bij analyse belangrijke
product groepen
- Bij analyse vergiftiging

Handhaving NVWA en ILT ldem?
(ihkv REACH en CLP verplichtingen)
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UFI algoritme Portal: MVP Portal: v2 Portal: v3
UFI generator

Einde oude format

v
PCN format

PCS
UFI factsheet
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sz

Rijksinstituut voor Volksgezondheid
en Milieu

Ministerie van Volksgezondheid,

Welzijn en Sport

REACH en CLP
Helpdesk

Wat d oo

REACH en. CLP Helpdesk | 12 december2017.



Nationale REACH en CLP Helpdesk

e Onderdeel RIVM, Centrum Veiligheid van Stoffen en Producten

e In opdracht van ministeries van I&W en VWS
e REACH en CLP Vraagbaak voor bedrijven

e Presentaties bij brancheverenigingen, bijeenkomsten, symposia

¢ Communicatie met Europees Chemicaliénagentschap (ECHA) en
andere nationale helpdesken (EU)




Vraagbaak voor bedrijven S ——
hemigche stoffeng

e www.chemischestoffengoedgeregeld.nl o L

Q&: Check wat u moet doen

e Jaarlijks ca. 650 vragen schriftelijk beantwoord
e Uitleg van CLP- en REACH-regelgeving

e Focus op midden- en kleinbedrijf

e Maandelijks spreekuur voor bedrijven

Geen adviseursrol: bedrijven maken eigen keuzes

REACH en CLP Helpdesk | 12 december 2017



Rol van Helpdesk bij Productnotificatie

e NVIC is het orgaan waar productnotificaties worden ingediend

e Productnotificatie valt binnen CLP-verordening (Art. 45)

e Helpdesk beantwoordt inhoudelijke vragen over productnotificaties
— Expertise van NVIC wordt ingezet waar nodig
— Samenhang met overige regels in CLP-verordening

e Technische ondersteuning indiening buiten scope

e Voor specifieke handhavingsvragen wordt naar inspectie verwezen

4 REACH en CLP Helpdesk | 12 december 2017




Questions (left)?
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