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|Formaldahyde: 200-001-8 Intermed Indiadual Intermediate Liss Only hétp-/iacha surnpe hifp J/acha surops, swsubstance-
Formakdehyde 200-001-6 50 DO U Full Joint 1000000+ tonnes per i hiip iecha ewrope hilp fecha europs. ewsubstance-
Guanidinium chioride 200-002-3 50-01-4 Full Juint 100 - 1000 tonnes per hétp-/iecha eurnps ip /facha surape, swisubstance-
Hyrocortsons 21-acelate 200-004-4 50033 Intermediate Joint Intermediate Use Only hitp:(/echa.europs iip /facha. europa. ewsubstance-
Lactic achd &0 50-21 5- Full Joint. - 100 1mwnne@ per nep: e ﬂunf'im Jocha europa. ewsubstante-
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O-acatyiealicylic acid 200-064-1 5&7&2 Full 100 - 1000 tonnes par hétp-/iacha eurnpe hifp Jfacha suropa swsubstance-
Q-acatylsaleylic ackd 200-064-1 50.78-2 Intermediata Ino dual Intermediate Use nly Wip-fiecha europ: ifp /focha, europs. eusubstance-
Toymidine 200-070-4 50-80-5 Full Joint 1000 - 10000 foAnes p héip-flecha ewrnps hifp /

Ephadring hydrochio fide 200-074-6 50-98-6 Intermedials Joint Intermediale Uise Only MIp://6CNa.6urope MIp.//acha SUr0pa swsubstante-
2-(2-butosysthawy ety 6-

propylpiperonyl ether 200-076-7 51-03-6 Full Indiviclual 0- 10 fonnes per ann héfp-/iecha eurnps hifp /fecha surops susubstance-
2.(2-butciyethokyethy] 6-

propyipiperonyt ether 200-076-7 51-03-6 Full Joint Tonnage Date Confide héip-//echa ewrope Hip-/fecha surape, uwsubstante-
Procaing hydrochionide 200-077-2 51058 Intermediate Indiual Intermediale Use Only IIp:(/echa.europs MIp.//acha, uropa. ewsubstante-
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<rn>100-20-9
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<custra®100-21-0
<rn>100821-0
<dr>211268:290#0, 211863-92-2
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g E c H A Relative proportions of options to
cunorean ciemcacs acency  f1€ELE the information requirements

~75% of registrations contain read-across

RDT (all routes, all durations)

-

Developmental toxicity FO

D TP
H
B RreAD - Across
‘_’ WE
I:I ES

Toxicity to reproduction

Genetic toxicity in vivo

Genetic toxicity in vitro

Skin sensitisation

Eye irritation

Skin irritation

Acute toxicity (all routes)

) 8 1 1 I
0 20 40 60 80 100
MR not reported, FO Flags to omit study, TP testing proposal, QS (Q)SAR, WE Weight of evidence, ES experimental study

ECHA: Use of Alternatives to Animal Testing Report, 2014; phase-in 100tpa+; 3662 suhstances
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REACH entry into force & Creation of ECHA
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§310-100MF ) AV Fe 1% — AT > SF 05 R% B A 2 BOF B R A
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EU REACH Registration Timeline

= 1000 tonnes [ year
CMRs category 1 + 2 2 1 tonne [ year
Very toxic to aquatic organisme (R 50/53) 2 100 tonnes [ year

100 = 1000 tonnes | year

1 - 100 tonnes [/ year

Junel Junel Decl Nov. 30 May 31 May 31
2007 2008 2008 2010 2013 2018
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C"ECHA

EUROPEAN CHEMICALS AGENCY

The storyline
You are sitting in your Helsinki office and it is a
warm and sunny day outside

The calendar on your wall tells you that it’s
Monday 31 July 2017

Suddenly your phone rings... It’s your boss, telling
you that your company has decided to start
manufacturing the substance Paratraining
Sulfate in Europe as there seems to be a big
market for the substance. Your task is to “deal

With REACH "! echa.europa.eu

5 EWEEHREEBER
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ECHA Cloud Services

YSAR TOOLBOX

—
o =
v IUCLIDG ======
° l' .8 Account

Simplified dossier

\ preparation

@ \«/ REACH-'T —“wbuub

On1ine dossiers

7 ECHA B/ 3Ea%at#y WUCLID &5 F R 55 I Al %5

() B o0 aE M N o 17 & B 5 (5 R AB B2 % &= # & (Chemical
Safety Report, CSR) » ECHA$g {7 Chesar T_ & » Flt A |
HRLUIUCLIDHY Y H AL 22 & 0 B fs 35 55 AH B &R A >



J& FH Chesar T B £2 it iy 2% 85 15 55 20 55 s A RY AH BE &R} -
7 H e B & R B L ey A — DR AR
G E 24 &R 7= (Safety Data Sheet, SDS) » Chesar T. .1y
A LR LR el S E T B AHREE  (HEEEE
HY 3 » 51 et it AMEALER 2 2 i i A8 A T R Ay At
BHBNLEERRENFE#ETHF S EMNEERRH
HYSC 4 - Chesar T HAYEEZ G AR AR (I L E HHE SR - BHaliiA
WEERR Y T T E B B IR R AR » EE LR L RSB
*:EEP b JE A ITUCLIDHY AH B & LI A S - ECHAN —FH &
AHope o st R BEAYEN - MZAE HE S T AU
TR B 78 e BV B FECE A S 5 > A0 BE A 2 AL 2R & e 25
&%A‘AH%T EJE DLBE it A & H I i & S At FE

TECHA Information flow

EVRQPEAN CHEMICALS AGENCY

Public

Registration — —
Deogl:ie:a ton ECHA and Member

States

»

Registrants

L L

Formulators

N
) P

End users
Downstream users
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m
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F2H G A LUHEREY 7 2UETT - ST amEVERERR T8/
1 S 1] ¥ 2018 4F fig 18 — PR B ok T Y £ R P R0 s & A
EHVE RN > thah BRI BV E P E K o~ SR
reE ~ BN 2~ TR EAVEIR ~ BB ZHIRCR
FR B B8 B B A R i 4 B ~ P A ] L L e g U A R A0 e
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EE [R5 E Ak SR I Q&ARY 5 AU E T 5 - SR 5 B A it BRI E
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2B EEEZ > HE KRG8 WA gl R Ll E N &
otk ] o o) s i B S GUR AL I AR - It A AT 240(E3E 52
A HKEA{EARFER K - BiBL765¢ A 5 K 23(E R G > WHSK
N SR B o I B (A G SR AE (B 7 #1 ¥ A S 5 1 () B
e S ~ TEHG Bt A B AR A Y T 85 BRI, > 0RO B 8 & (]
JE B i

9 ECHA # {7 & Geert Dancet 515 2 &7
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EECHA
My last year as Executive Director

« Making REACH a success has been my mission
« Not going to stop now

+ We are ready to help and receive registrations
+ Things are achievable for small companies -
doud

« My successor will lead you to the deadine
« Safer chemicals by 2020 - we've all played cur
parts!

.......

10 FHEBPED LI E &

5 Bl e e LR AT
(—) SERGEMH-EARTPER

REACH AR T1% - EL4CEE20104 220134 1 » —“X#
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BUE BE A\1 2 100MEH Y EERY)EEE MR - ECHARREETHATE
DI AP BRI et i N REEEAR 1~ BRI B HIHAR © 2
PR LFEREMA ¢ 3~ 0 EHIE ¢ 4 - EHFEEEE 5 - 4
st s 6 ~ HIEgaEf 7~ R E i Ert - ECHAsS
st MR B PRy TAF - (BAF RAFRVIEE N2 n] PSSR -
HENEAE R EARENETE > —PPHESEm > B
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“ECHA

EUROPEAN CHEMICALS AGENCY extended completeness check
(3 months)
—_—
N::‘sl;ie;r:f >8 000 60 000 dossiers

dossiers/week 20 000 substances
5 (estimates)

(=)

normal i
! .
completeness | i\. C%i:g:g;gd
check i ‘\‘
(21 days) | | 4
R
P
8 350 registrations b
4 250 substances o
| AR H : \
E __/' ‘\,', i \
4’-— H '
1 ——————————— ! \
/_-—" T Deadline ‘\\
,,,,, 350 dossiers/week Sem—mm
[ I \
Mar Mar Jun Sep
2017 2018 2019

11 ECHA FE i & ek & s B 2 it 25 T M ]

ECHA L TR HAGRE M Z£ (A S5 = i iy ] 7% /£ 201846 H
ZEIAM - SPHE6E (e M 2B (A L E R & E3(E A A
[FIEFHB A B HE IUCLIDEH S 48 i H =58 {b 5 Ehietx TIREHY
FN > BEbaal N THEMIIREUE S % - sETERAISEE
UAST JINTEZIE

PIE R E

PV P E S E REACHEY —P)H — £ fiH(OSOR) A~ 4H
EEY > NEmeRE HEPE - SUERYE SR UVCBYIE
AR S E VI AR S E SR NS - 7 RE AR S S E R Y
Jike > H ATECHAR R SHVE A HOE B BRI E B~ — 20
A EFEFHIUVCBYTE RV EREARE ~ PE BEL [F] oy Sy
FEARSESS - DUAEB ARSI AGER - 572 IREABIA IR (1
WEYIHEBAEY I ) BEGE - G ap AN EE AT - MR
AU AAERTE HIHRURS A B B s o A T A
AHERH > IEAECHASCHE  TE Y5  BEST > S — T2 nE -
HARF PRI E A FRIZUVCBYIE - (A (LM &
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#10% - iMEMIREEGNEEAFEmEEAENTTEY - 2
20104F F 1B ELACA 28(EARRBHYVE A T > $HEIRE - A5 A
PRIL— R A Ta T Em LR EIRE M - SRR - B8
IR an B A @R (F - IS E M AR E &S G IE (SIEF)
AR LM AAER TR B B & F U2 A EhHH -

BN R

Jk /D B S S A R B P R REACH I EE R st Y
EEEHZ— > WImE CNEGAHSER - B UEEREN
TEIL T RESIER - HFRABRGENR - HHRE(LEER - &
BB LG TR S E G - S0 ERIRE AT
T > HFREE RS MIRAT Y o MR A (CAEUE
A &A1 TECR EAERERVREE BRI EY) 0 2 3
A S Se BEH IR DR - 3~ A MH RS AT SOk e & =267 2 4
OECD&E R E AR &R rT HEATH - RIEEUHELIE—E &
AR HERRERFTREAFENERAR - e —BihHY
PVE PR E A RE S 1 HY T H DU URIEA T 2085
EREE AR > HAEE B R IS B ARV
HER AEEH RS HET A HEER -

Identification of structural analogues

R1 R2 M

PR 57:1 CH, H ca

Mo PR 57:St CHa H sr

COO” OH  SOs PR 48:1 CHy o Ba
PR 482 CH, cl ca

@ NeN R1 | PR483 CH, cl sr
PR 48:4 CH, cl Mn

@) .

PR 52:Sr Cl CH, Sr

PR 52:1 cl CH, Ca
PR 52:2 Cl CH,4 Mn

N /

- ;/ A\
and the amine "—( —

:<\

12 AU B Wk o A B & e 1]
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standard information

alternative strategy

Number of Robust study
summaries

Need for special justification

Risk of challenge

Suitability for other
legislations (eg Water
endangering class, sensitive
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REACH & CLP &
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Reactive enforcement

Information from / by
* Rapex/PD-NEA
* Finnish custom

* companies
* consumers

The
YES i
Enforce Competence Risk
-ment > (belongs to |:> Matrix
case Tukes ?)
NO l l R=H x P x SE,
R=risk
H= hazard
P=prob./expo.
Transfer SE= strategic
to effectiveness
other
authority
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:' Special cases: | ‘ T )

i Risk : : - Crln:una.l :

I communication l investigation [

l\ guidance ! T — -
_______ - :

Market
withdrawal /
recall procedu,
Rapex

Untolerable

Hearing
Prohibition of
sale,

Significant
Rapex

—

EatE R

Connection to the Tukes strategy

No clear connection to

strategy

Tukes action focuses only for

single consumer /

actor.

Action does not increase the
knowledge of Tukes

[
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Involves strategic elements

in some extent

Tukes actions increase co-
operation between other
stakeholders or authorities

Actions increase knowledge
of Tukes organization.

Small scale

health/environment /

economical impacts
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Large
3

Strong strategy connection, ground
of Tukes existence

The effectivity can be measured by
indicators.

Tukes actions affects to large
population / or environment
compartments.

High economical impacts.

Political missions/tasks from
Ministries
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Tuesday 4 April 2017

Training

Training on the IT tools for REACH registration

9.30-10.30 Fromzero to registration workshop
10.30-13.30 Chesar and QSAR Toolbox
14.30-17.30 [UCLID 6 and REACH-IT

OQIUGLIDS @ W REACH-IT

chesar

QSHR TOOLBOX

One-to-one sessions

One-to-one sessions with ECHA experts are available on 4 April,
when booked in advance.
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Wednesday 5 April 2017
Plenary session 1

REACH 2018 -year to go

Chair: Andreas Herdina, Director of Cooperation, ECHA

08.00

09.00

09.10

09.35

09.50

10.05

10.20

11.00

REGISTRATION & MORNING COFFEE

OPENING
Geert DANCET
Executive Director, ECHA

SEVEN PHASES TO SUCCESSFUL REGISTRATION
Christel MUSSET
Director of Registration, ECHA

MISSING DATA? HOW TO GET IT
Laurence HOFFSTADT
Evaluation, ECHA

CLASSIFYING YOUR SUBSTANCE: DOS AND DON’TS
Fabrice BROECKAERT
Classification and Prioritisation, ECHA

HOWTO EN_SURE A SUCCESSFUL SUBMISSION
Mercedes VINAS
Dossier Submission and PIC, ECHA

QUESTIONS & ANSWERS

COFFEE BREAK
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Wednesday 5 April 2017
Plenary session 2

Case studies for successful registration
Chair: Christel Musset, Director of Registration, ECHA

11.30 CASESTUDY:SUBSTANCE IDENTITY
Mike PENMAN
Penman Consulting

11.45 CASESTUDY:APPLYING ALTERNATIVE METHODS
Wera TEUBNER
BASF SchweizAG

12.00 CASESTUDY: COST AND DATA SHARING
Monica LOCATELLI
TEAM Mastery

1215 CASESTUDY: NON-EU MANUFACTURERS
Rudolf STAAB
Only Representative Organisation

1230 QUESTIONS & ANSWERS

1315 LUNCH BREAK
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Wednesday 5 April 2017
Plenary session 3

Using chemicals safer in Europe
Chair: Leena Y1&-Mononen, Director of Evaluation, ECHA

14.30

14.50

15.10

15.30

15.50

16.30

IMPROVING SUPPLY CHAIN COMMUNICATION: Now To 2020
Jack DE BRUIIN
Director of Risk Management, ECHA

HOW USE MAPS HELP IMPROVE SUPPLY CHAIM
COMMUMNICATION

Marten KOPS

ALSE

CHEMICAL SAFETY REPORT AS COMPANY ASSET
Mike RASENBERG
Computational Assessment & Dissemination, ECHA

TIPS AWD TOOLS FOR CHEMICAL SAFETY ASSESSMENT
Dirk SCHWARTZ
Bruno Bock Thiochemicals

QUESTIONS & ANSWERS

CLOSING REMARKS
Jukka MALM
Deputy Executive Director, ECHA

16.45-1830
MEET THE ECHA STAFF
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Plenary session 1

Opening

Geert DANCET

Exmeutive Director, ECHA

Programme
09,00
Opaning

Geart Dancet bacame tha first alected Exsoutive Director of

tha Europaan Chemicals Agency [ECHA ] in January 2008, Undar

fies leadership. the Agency sucoess fully managed all regulatoey
processes of tha REACH and TLF regul atians. ECHA has bacome
ona of tha largesize regulatory agencies of the EL with ovar S00
staff membars incharge of the EU chemicals legislations. including
tha new Biocidal Products and PIC regulations. His mandate was
ranawad in 2012 andwill @nd an 31 Decembar 2017,

Tha Commissionnominated him as Erterim Executiva Diractorin
tsrpumry 2007 in order to sat up the & gency n Helsinkd as from 1 Juna
2007

From 2004 to 2007 hawas the Head of the REATH Untt intha
furopsan Commission's Directorata Genaral for Enterprise and
Industry. The unit was co-responsible for taking tha REACH proposal
through tha regulatory process inthe Councll and the European
Farliamest as well as for dewcloping and coordinating the REATH
implementation strategy, which included the preparations for the
e Chamicals A gency.

Ha first joined the European Commission in 1988 and worked for
mast of his Commission caresr inthe competition policy field.
Price toworking for the European Commission, Mr Dancet enjoyed
& brigf academic carear inthe Univ ersity of Lawsan [Bzlgium] and
was programme coordinator for the United Hations Industrial
Derwelopment Organisation (UMIDD) i Colombia.

Ha studied economics, econcematrics and philosophy 2t the

Univarsity of Lewven, Balgium. Mr Dancet is married with four
childran.
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Plenary session 1

REACH 2018 - Issues and solutions

Christel MUSSET
Deractor of Regestration, ECHA
Programme

oein
REACH 2018 - kssuss and sclutions

Laurence HOFFSTADT
Ewaluation, ECHA

Programme

035
Mlissing data? How to gat it

Christal Mussat joined the Evrcpean Chemicals Agency (ECHA] an
1 Sxptembar 2007 and is cumrant y res pansihla for all activitios
ralated to the rogistration process undar REACH - this slso
camprises data sharing and dissemination and tha cocrdination of
IT zystems to support these activitios, inparticular BEACH-1T and
ILCLID.

Bafore joining the Agency she worked i the European Commission,
at tha Europaan Chemicals Bureau [ECB) of the Joint Research
Cantra {IRC) in lspra. whera she coordinated the developmeant of IT
systems for REACH. Prior to joining the Europaan Commission, she
hald seweral positions inthe private sector, first managing large-
scale I T projects and then s a director of Sales and Marketing.

Ms Mirssat studied Physics and Computer stience and is a
postgraduate in Business and Administration.

Mis Mirssat is inchargs of the directorats for Registration and sha s
of Frenchnationality.

Lavrence Hoffstadt is a pharmaceutical doctor and holds a PRl
Tenicalogy.

After har stisdies oninvitro @y irritation at Janssen Pharmacowtica
|Belgium) 2nd Johnzon & lohnson [USA | she pursued har post-
doctoral axperience ina clinical rescanch organisation [CRO)in
Emgland. She than followed har husband, whao started 2 rasearch
progect in Bsnin [Wast Africa) and worked in a pharmaceutical
campany presducing genaeric medication for the West A frican market.

After returning to Europa, she joined Brussals-based ExxonMobil
Petroleum & Chemical. Shawas imvolved in numaroues taxicalogical
aspacts relevant to EL legislation (REACH, food safety, afternativas
to animal testing} interacting alsowithexctarnal partnars [EPAA,
ECETOL). Sha then seized the appartunity towork for the Eurcpean
Chamicals Agency [ECHA) in Halsinki.

Her initial tasks at ECHA wens to develop tha implamentation of
tha data shewing provisions and the support to SIEFs. She currently
contribartes to the evalustionof registrationdossiers and the
devalopmant of supporting matenial fior the Iregistrants of tha last
ragistration deadiina.
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Fabrice Broackaart has a PhD inindustrial taxicology fromthe
Catholic Umiversity of LouvaininBelgium. Since 2011, he has
held tha position of senior scientific officer within the unit of
classification and prioritisation !n ECHA. He is incharge of the
coordination of CLP classification dossiers.

Before joining ECHA, ha worked 12 years in difforent industrial
sectors as regulstory and registration toxicologist. He is a European
Registerad Toxicologist and the auther of saveral pear-reviewed
publications and science book chapters.

Fabrice BROECKAERT

Qlas=ification and Prioritisation, ECHA

Programme
09.50
Classifying your substancs: dos and don'ts

Mercedes Vifas joined the Europaan Chemicals Agency (ECHAJin
June 2013 She is currently heading the unit Dossicr submission and
P1Cin the Regestration Directorate of ECHA.

She oversees ECHAs activities on the submission and processing of
dossiers including the 2018 registration dead®ne, and the ralated
support to industry. Her unit is also in charge of the implemantation
of the Regulation on Prior Informed Consent (PIC) and the
submission of informaticon to the appointed bedies and potson
centres under the CLP Regulation.

Morcedes is a Chamical Engincer with a pestgradusta in European
tegisistion. She has beenworking on the implemantation of the
REACH Regulation since 2004 in differesnt positions in the European
Commission and industry aszociations.

Mercedes VINAS

Dossior Submission and PIC, ECHA

Programme
10.05
Submitting successfully: tips from ECHA
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Plenary session 2

Case studies for successful registration

Mike PENMAN

Penman Consuiting
Programme

1130
Case study: substance identity

DrWera TEUBNER
BASF Schwoiz AG

Programme
1145

Casa study: applyng altornative
mathods

Mika Panman has 40 yoars’ axperience in managing taxicology,
regulatory affsirs and information technology on a global basis.

Howorkad for IC] [Cantral Toxicology Laboratory and Chamicals

& Polymars business) in tha UK, then later in tha US and Europe

for BxxonMobil. Extarnally, has chaired and managed a numbar

of scientific and rogulatory groups. Howas involved in tha initial
davalopmeant of IUCLID and was an original author of the ECETOC
TRA exposure model. He chaired the Reach Implement ation Project
responsible for the imitial guidance on Information Requirements.
During this time, ha was awarded 2 UK civil honour for *Sarvices to
Emvironmantal Safety”

In May 2007, he founded Penman Consulting [now 25 + staff
around Europa mainly in Balgium and the UK} providing managad
sarvice sofutions to industry and Consortia on chamical regulation,
taxicology and environmental soences. These services include
Techrical {toxicology, anvironment and exposure issues) Product
Stow ardship, and Regulatory activities.

Tha business has bean central in managing major project and
consortia undar REACH, developing hundreds of ragistrations for
highty complax substances, subsaguently deweloping and managing
complex testing strategies to meet the increasingly stringent
requirements of REACH

Dr. Toubnar &= a EUROTOX-registered toxicclogist holding

the position of a regulatory taxicologist in the product safety
departmant of BASF Switzertand. Her work includes the human
health hazard and risk aszessmant of industrial chemicals with
=pacial focus on {Q)SAR modeling and tha application of invitro
mathods.

She previously worked 23 a taxicologist for Gba Expert Services and
as a post-dec in the department of taxicology of human nutrition at
the University of Potsdam. She recaivad har diploma @ biochemistry
from the university of Hannover, Germany and did her phD at the
German Institute of Human Nutrition in Bergholz-Rehbriicke,
Germany.
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Aftar & degrea in chamistry and tenyears in Chamical Industry, first
in R&D then in the Regulatory field, she specialised in toxicalogy
applied to risk assoszmant and has beonwarking in regulatary and
implementation of REACH regulation since 2001, whan REACH was
sfill a proposal

She zpacialized in Risk Azseszment and she participated insaveral
working growgs for technical discussions and safiety reports with
tCHA [Europsan Chemical Agency}, EFSA |[European Feed and
~ood Chamical Agency| EPA [Envircnmantal Protection Agency|
and the pharmaceutical industry. She participated from 2002 as
active mambser to the main European Projects focused on exposure
scanarics and Envircnmantal Risk Assessmant like the Chesar
Corsalttation Growp [ECHA) and the ENES: netwaork [ECHA].

Monica Locatelli founded REACH mastery in 2008 as a REATH
Monica LOCATELLI spaciafised consultancy company.

REACH Mastary Tha group has this year changed the name in TEAM mastery. counts
Programme of 16 people spacialised in the differant areas of toxicology.
12.00 eco-todoology, modalling ar_dllrr';'n'ltr_nlttn:ttl_ng. It E.ll 'nd:a great
) riance in organising pro - coatracting and manitorin
Casa study- cost and data sharing Eulngi:al ajncn-t-'fxli.ln:{:g:al siudias :E' the rnEis'.ra'.iE'l
of hundreds chemicals under REATH Regul atian, &uthorisation
dossiers, Bioodal Active Substances and Products, pharmacauticals
and assezsment of Fead and Food additiees and Cosmetics.

Tha kst newborn division is dealing with Plamt Protection Products
and Fartilizars.

Rudalf Stash holds a FAD in Inorganic Chemistry from the Univarsity
of Saarbriicken, Garmany. Ha spent 25 years in the chemical indus-
try thareof 14 years intop management positicns 2t Hoochst and
Clariamt. Sinca 2004 ha i Partner 2t ChemAdvics GmbH a top kevel
consultancy company focused an business transactions.

0n requast firam his natwark in the chemical industry of the USA ha
founded REATH Chamidyica GmbH in 2007 ta offer Onby Repre-
sentative Zarvice to Mon-EU menufaciurers woeldwide. & s a fowund-
ing membar of the Unly Representative Organisation, the trade
association for ORs, he sarves as Vice Secretary since Byears and is
co-author of the Best Practics Guide for DRs and other interested
parties.

Dr Rudolf STAAR

Unly Ropresentative Organsatian

Programime

1215
Casa stisdy: non-ou manufacturers
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Plenary session 3

Using chemicals safer in Europe

Jack DE BRULIN

Director of Risk Managemant, ECHA

Programme

14.30

Improving supply chain communication:
now o 2020

Marten KOPS
AISE

Programme

145D

Hiow usa maps halp improve supply chain
communication

Ik de Bruijn started working at the Europaan Chemicals Agancy
(ECHA] right fromthe start in Septomber 2007 Ho i ourranthy
heading the Aisk Managament Directorate that is responsibla far
idantifying and implemanting tha authorisation and rastrictions
arocesses under REACH aswall 25 managing the dzssification
related tasks resulting fromthe CLP Regulation. Since the beginning
of 2014 the Directorate also manages and coordinates ECHAS
scigntific evaluations and asses=mants undar the Biccidal Products

Regulations [BFE].

Sgfora joining the Agancy Mr da Bruijn worked at the European
Chemicals Bureau (ECE) of the loint Research Cembra [JRD] in Ispra
where he coordinated tha development of the guidance documents
for REACH. Befora joaning tha ECH he workced for mamy years for the
Durbch national authaoritios i the area of regulatory risk assessment
of chemicals.

*r da Bnugn is chemist by tramning and has a FhDin emvironmental
tonicalogy.

Marten Kops s Manager Scientific & Regulatory Affairs at NVE,
tha Dutch Detergants Association. As chairman of the BEACH
Implementation Warking Group of A1 5 E, tha International
Mssociation for Soaps, Detergents and Maintenance Products, he
has been a key contributor inthe dewelopmant of tha & 1.5 E. REACH
tools B vsa maps and Saffe Use of Mixtueres Information(SUMIs)
Through his effarts at a national beved, tha professional cloaning
industry in The Netherlands is becoming a key exampls of how
REACH-generated information can truly lead to safar workplaces at
tha end of the supply chain.

At WVE M. Kops is respansiblo for sevoral regulateory dessiars
e REACH, CLP and the Occupational Health & Safaty legislation.
Hz haolds 2 master's degroa in toacology and has ovar 7 years of
sxpariance with chemical regulstory affairs.
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Dr Dirk Schwarez is an Eurcpaan-registared toxicologist with

an academic background in chemistry and molecular biolegy. He
switchad from the pharmacaewtical industry to the chemical industry
in Novembar 2010 to becama Head of Product Safety & Regulations
at Bruno Bock Thiochamicals.

Hgsides REACH he is in charge of coordinating all activities related
to chermical inventories and chemical regulationsworldwide. Dirk
Schwartz is married, has two childran and Bves in Hamburg, Garmany.

Dr. Dirk SCHWARTZ

Bruno Bock Thiochamicals

Programme

15.10
Tips and teols for chemical safety reports

Mika Rasenberg has ovar 17 years of profassional experianca work-
ing in the field of chemical regulstory affairs with both governmantal
bodies and enterprises.

Mr Rasenberg is Head of Unit for Computational Assessmant and
Disseminstion at the European Chemicals Agency (ECHA) sinca
January 2011. Befora this, Mr Rasanberg worked in the area of in-
ternational chemicals managemant, with the Eurcpean Commission,
Chemical Industry, industry associations and as a consultant.

Mike RASENBERG

Computational Aszessment & Dissemina-
ticn, ECHA

Programme

1530

Chamical safety roport as company asset
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Jukka MALM
Depurty Exsoutiva Directos, ECHA

Frogramme

1630
Closing remarks

S Malm joined the European Chamicals &gency [ECHA ) in
September 2008 as the Director of A ssessment with the main
respansibility tobuild up the processes of evaluation and risk
ManAgEmEnt.

Since 2011 Mr Malm is keading the diractorate of Regulatcey Affairs,
andwas appointed as Deputy Exgcutive Diractor in Lanusey 2014.Ha
i responsibbs for the work of Soentific Committess of ECHA and
far tha Lagal A ffairs unit. In addition, b is coordinating the scentific
activitias of tha agancy.

r Malm has boan working in the fiald of chemicals logislation for
o 25 yaars and has been invobved in awide range of sctivities
redated to the risk assessment and risk managamant of chamicals
at the national, ELL and globad leval. Price to working at the Agency
haworked as the Director of Expart Services at the Finnish
Erwironmant Instituto and was alsothe first chairman of tha
Maragemant Board of ECHA.

Ha halds a Master's degres inAgriculture and Forestry, specialising
in Environmental Protecticn. Mr Malm is Finnish.

38



ik 4« ERTRERIRRESE AR

Stakeholders’ day REACH 2017 - 4" of April - IT Tools training
. -
= J) \ ECHA Cloud Services @ IUCLIDG6

and IUCLID Trial
ECHA Cloud Services

1. Go to the ECHA Clowd Service page

2. Logn with the Username and passward provided on
the small piece of paper

3. In the Cloud, subscribe to the IUCLID Cloud Trial
servica by approving the Terms and conditions, Please
note that this will take aver a minute. If you are idle for
mare than 15 minutes, the re-activation will take around the same time

4. Access the service to enter the JUCLID Cloud application

5. Have & look at the user journey Lo learn what you can do in the Cloud at the
mamant

6. Navigate to the available substance and look how the reading of the dataset has
been implemented

7. Downkad the IUCLID & substance dataset from the
training materials for your session and import it into the
cloud

8, Chedk In your list of substances that the newly
imported dataset = there and browse through s
content

9. Access saction ‘1.4 Analytical information” and select “Edit using the Cloud Client’,
This will launch the IUCLID Client which will be used for the exercsa

10, Launch the Validation Assistant in order to check If the content of the dataset Is
correct for a REACH inquiry

11, Fix the (three) Issues Identified

12. Create 8 REACH inguiry dossier for the substance dataset and check the dossier
one more bme with the Validation Assistant

13. Export your gosskar to your Desktop
14.Continue with...
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Stakeholders” Day 4-5 April 2017
REACH-IT Online exercise

in h i H
Link to the test environment can be found on your desktop.
Username and password is provided separately.

Mote 1: You will need to attach some files during the online dossier creation.
You can attach the same file during the exercise. Download it from the IUCLID &
wehsite (link available in the desktop) and save it on your desktop.

The structure of the substance is also available for you to download.,

Training material

IT Towls tralning - REACH Stakeholders' day
ECHA Hefsiaki Fdand 4 Apal 2047
u Morting sevsion (iusslanes paralrsining suilsic)

Prasantabon | IVGLED F suteniance dalasal | Aftachmenl for 165360 1.4 | Exesceea: anine misbaten dossier wih AEAGHAT | Stuciural fornela |
Afnzhmeni e the REACHAT oykes doss lar smalos

B Afemean sassian (batance. cotaiing s}

Prsamrbaiion | ILCLED & submianos dalsral | iHachmead forascicn 14 | Evsocess: anines rapisirannn dessder with REACHET | Shucheal foemida |
Adazbmant for e REACHST onkea doss i crealos

Objective of the exercise:

Create an online dossier in REACH-IT (1-10 tonnes/year) for the
substance 'Paratraing sulfate’ (EC 944-653-8).

Tips:

Use the help by clicking on the help icon or ralse your hand for help.

Use the ‘Save’ button!

Save
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Steps towards a successful online submission:

1. After you receive the inquiry reference number, search for the joint
submission that has been created for ‘Paratraing sulfate’' (EC 944-653-8)
and join to it. The token is available In the supplementary information
section of the joint submission,

2, Create and submit the dossier online following the defined steps. Launch
the wizard from the joint submission page, clicking on the 'Create and
Submit onitne” button (The system will invite you to start creating your
substance in the JUCLID environment);

a. Main constituents: the substance is a well-defined substance. Edit
the substance, which is 8 monoconstituent with NaC12H25504 as
molecular formula with a molecular weight of 288,372 g/maol. You
can download the structural formula directly from the IUCLIDS
website (save It in your desktop before uploading it).

b. Substance Identification: review this information, Do you see the
structural formula and the moleculiar weight?

¢. Trade name and other Identifiers: You are planning to use 'Pure
P-Sulfate’ as the trade name,
You have quantified and identified your substance with the help
of & gas chromatography (GC). In both cases you will provide the
results of your test by attaching the file that can be downloaded
from the IUCLID 6 website ("Attachment for the REACH-IT online
dossier creation’).

d. Substance composition: You are registering solid paratraining
sulfate_on a2 concentration range of 989 to 99 %. Since we are
working with a monoconstituent, the main constituent is the same.
The main impurity is water 1-2% (EC 231-791-2).

2, Supply chain: You are a manufacturer,

For that reason you need to create one production site, Use your
Imagination when creating one.
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f. Administrative information: your phase-In substance wliil be
registered for a tonnage band between 1 to 10 tonnes/year.

g. C&L inventory: Although members can always indicate their own
C&L in this case you agree with the C&L provided by the lead.
Members that do not agree with the CEL provided by the lead need
to provide a justification for opting-out and provide their own
information on the claissification and labelling.

h. Uses:

You are a manufacture of the substance therefore you need to fill
the Manufacture section.

* At least one contributing activity / technique for the
environment and one contributing activity / technique for
workers must be provided.

« Each contributing activity must be described with the
appropriate 'Environmental release category' and 'Process
category' codes, or an "other:' category must be filled in,

*» The manufacture uses identified are indicated in the

table below.
Fleld name
Manufacture name Manufacture
Contributing Provide first the name, and then search
activity/technique for for the most relevant ERC
the enviranment AEmdronmmem Release Category). In
this case ERCL
Name of activiy / Manufacture in contained
technigque system, no water imvolved
Environmental ERC1
release category
{ERC)
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Contributing

Provide first the name, and then search

acthity/technique for for the most relevant PROC {Pracess
workers Category)
Name of activity / Closed manufacturing process
technique
Process category PROCI
(PROC)
Contributing Pravide first the name, and then search
activity/technique for for the most relevant PROC (Process
woarkers Category)
Mame of activity / Transfer of substance from
technigue the vessel into smaller
containers [dedicated facility)
Process categary PROCSDL
{PROC)
Contributing Provide first the name, and then search
activity/technique for for the most relevant PROC (Process
workers Category)
Name of activity / Equipment deaning and
technique maintenance
Process categoey PROC28
(PROC)
Sites Sefect the marufaciuring site
created earlier in the onfine
wizard

Additlonally, as you can read on the page at least one use other
than manufacture should be provided or a justification for no uses
should be specified. In this case you will be fllling the field of the
uses at industrial site.

¢ The fields Technical function of the substance during use'
and "Subsequent service life relevant to this use' must be

filled in.

In addition, at least one cantributing activity / technique for
the environment and one contributing activity / technigue
for workers must be provided.
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+ Each contributing activity must be described with the
appropriate 'Environmental release category” and 'Process
category' codes, or an 'other:' category must be filled In.

+ The uses at industrial site identified are indicated in

the table below.

Field name Input Help
Use name Use of vehicke cleaming product
Furthes Spraying and rinsing of cleaning
description of use | product at car manufacturing
lines {largely automated process
= mainly open = ambient
Lemperatuee)
Contributing Provide first the name, and then search
activity / far the most relevant ERC
technique for the [Environmment Release Category)
emaronmant
Name of activity / | Automated water based washing
technique of large articles - Indoor use
Emdronmental ERCa
release category
(ERC]
Contributing Provide first the name, and then search
activity / far the most relevant PROC {Process
technicue for Category)
workers
Name of activity / | Transfer of products with
techrque manual coupling/decoupling
Process category PROCBL
(PROC)
Cantributing Pravide first the name, and then search
activity / for the most relevant PROC {Prooess
techrique for Categary)
workers
Name of activity /| Spraying and rinsing of a diluted
techmique ceaning product (automated
PrOCESS; open Systems)
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Process category PROCT

(PROC)

Product category | PC3S

Sector of end use | SUI7

Techmical function | Surfactant Yau can start typing to easlly find the
of the substance technical function
during use

Subseguent No

service life

relevant for this

50

‘Chapter R.12: Use description” of the Guidance: on Information Requirements
and Chemical Safety Assessment will help you to fill your uses in the future:
http:/fecha.europa.eu/documents/10162/13632/ nformation requiremants 12

en.edf

i, Uses advised against: Not proviged

j. Usa information:

It is adviseable to provide the estimated quantities of all the
avallable years, but at least the information of the last three years
should be provided for phase-in substances.

Year 2014: 5 tonnes manufactured
Year 2015: 7 tonnes manufactured
Year 2016: 9 tonnes manufactured

. Assessment reports: You agreed that they would be provided by
the lead registrant,

Confidentiality claims: This Is up to you, but remember that in
case you claim confidential certain parts of your dossier you need to
provide a proper justification that ‘will be then assessed by ECHA,
An additional fee will be issued when claiming certain parts of your
dossier confidential.
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m. Dossier preview: Review the information that you have provided

n. Submission to REACH-IT: Submit youwr dossler,

3. Follew up the pragress of your dossier:
a. Find the Invaice that meeds to be pald. Inform us so we complate
the payment.
b. Get your registration number,

Congratulations! You have just successfully completed your first onlineg
dossier!
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The NEW OECD QSAR Toolbox version 4.0

The new OECD QSAR Toolbox v.4 simplifies the correct use of non-test
methods. Users with a sufficient understanding of (eco)toxicology can now
focus on the content while being guided in their choices by the software

More user friendly
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What is the OECD QSAR Toolbox?

The QSAR Toolbox is a decision-support tool to find experimental data for

chemicals, group substances into categories based on chemical and

mechanistic similarity, and predict substance properties without testing

2393200309 jpI2E )

- What can you do with the Toolbox?
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