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r "
’AGENDA

Webinar is 50 minutes with |10
minutes of Q&A
(hopefully)
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Upcoming Regulatory Deadlines

Jan - UAE RoHS Medical + CM
+ UAE RoHS 3

/

Jan 5 - Substance of Concern - Database Next set of Canadian Prohibitions

March - EAEU RoHS

zozo / \ 2021

May - EU MDR

Jul -

PFOA REACH

Jul - RoHS 3 Phthalates
Medical + CM

REACH SVHC Updates

2022

Sep - Addition of Cobalt to EU MDR
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Claigan - SCIP Services

* Creation of product level REACH SVHC declarations

- Testing, or

- Onsite engineering evaluation (/w education)

i.e. SVHC is not there most of the time

e Creation of SCIP Excel File

- Creation of working file (excel) of SCIP declarations

e |UCLID Submissions

- Dossier creation



SCIP Database - EU (\-Claigan
(Formerly REACH SVHC Database)

* Substances of Concern In articles, as such or in complex
objects (Products)

e Database

* Manufacturers to register products and their SVHCs in products
in [UCLID by Jan 5 2021

* Update
e VOVersion - Start of 2020
e V| Version - October 2020

"ECHA

EUROPEAN CHEMICALS AGENCY
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SCIP Database

* |UCLID prototype
- Web version released in February

- Downloadable version to be available in April

 Final versions available in October 2020
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Submission into the SCIP Database

Three (3) options

Offline IUCLID

Direct IUCLID
Web Portal

3rd Party
Software

Downloadable
software on
desktop

Create dossiers /
submissions on
desktop for upload
into [IUCLID

Direct web
interface into
I[UCLID

Upload by xml into
IUCLID.

Not likely to be
practical. The
problem is more
with creating the
declaration not the
upload. The
desktop version will
likely be more
effective and less
time consuming

SCIP Submission




Substance of Concern Database - £<\-Claigan
Example Structure

IUCLID 6

Component
Complex Product w SVHC Pb
| to 10%
GPC Code - 012345678905 Copper > Brass Avoid prolonged direct contact with skin during use
850940 - Machinery and mechanical appliances. .. Wash hands after contact
. Keep out of reach of children
: 2 instances Do not mix with municipal waste
Component D6
/w SVHC
0.1 to 0.3%
: Do not mix with municipal waste
_T_';Stlc . Do not flush or pour down drain
ermoset
Silicone

| instance



Complex Article Example
Spreadsheet

.\.Claigan

Product IUCLID #

Article Name
IUCLID ID

GPC Coce
Artice Catecory

Prodiuction in Fumnean Union

Safe Usze Instruction Safe 1g.e instruction (5)

optional

Rrand
Other Characteristics

image (filename)

Linkec article 1

¥ of occurrenoes of article 1
Linkec article 2

# of occurrences of article 2
Linkec article 3

& of occurrences of article 3
Linkec article 4

# of occurrsnces of article 4
Linkec article 5

# of occurrsnces of article 5
Linked arlicle 8

# ol veeurrznues of arliclz 6
Linked arlicle 7

& ol vecurnenues of article 7

Linked article 3

ACME Mixer

012345678905

BL00LC - Machinary and mechanscal applancos, dectical equipment, pards
thereol soury recordes and reproduces, elevision imaeys srd sound
recorders and reproduce’s. and darts and accessorias of such articies >
Ecctical mashnery and equipment and pans thesoof; sound reocrcers and
TeRrOCUCETs, EevVINoN IMage and S0uUNc recoiders and regroducers, and parts
and accessolies of such amdles > Electromechaniczl domestic appliaces. with
sell-contaned slecinc motor, oher than vacuum cleanans Of haadng|i508 »
Foud g irdears ad mixers, rol o regetebke juoe exredus

Nc v

Sea companant gafa ime instructinns

Details for represen:ative model. The number of compcnents
with SVHCs may vary from uni 10 unit.

Erass Companant
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Sub-Article Examples (Components)

Identifiers Article Name Brass Component Silicone Seal
Product IUCLID #
Part number BCO001 BC002
Article Category 7419 99 30: Other articles of copper [Including chain and 85318000: Electrc-sound or visual signaling apparatus (for
parts thereof under 7419 10 and other artcles under 7419 exampie, bells, sirens, indicator panels, burglar or fire alarms),
99] but not iIncluding metal castings under 7419 91 00 other han those of heading 8512 or 8530 - Other apparatus
Production in European Union  unwilling to disclose + unwilling to disclose v
Safe Use Instruction Safe use instruction (s) Avoid prolonged direct contact with skin during Do not mix with municipal waste
use Do not flush or pour down drain
Wash hands after contact

Keep out of reach of children
Do not mix with municipal waste

Concemn Element  Candidate List Version 2020/01 ~ 2020/01 «
Candidate List Entry / Substance Dodecamethyicyclohexasiloxane EC2

Lead EC# 231-100-4 CAS# 7439-92-1 ¥ 208-762-8 CAS# 540-97-6 -

Concentration range 2 1.0% wiw and < 10.0% wiw; v >0.1% wiw and < 0.3% wiw; v

Material category Metal > brass Plastic > Thermoset > Silicone Rubber



|[UCLID Version

» @ AOME Mowr

IUCLID 6

Name: SCIP JARTICLE ;| ACME Muer Mon, 2 Mar 2020, 19.5307+0200 F ACME Moer
SCF Dcesier 2020-03-02

Printing date: 2020-03-027T15.53.28.560+02.00
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Web Interface (Prototype)
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Three (3) options

Offline IUCLID

Direct IUCLID
Web Portal

3rd Party
Software

Downloadable
software on
desktop

Create dossiers /
submissions on
desktop for upload
into [IUCLID

Direct web
interface into
I[UCLID

Upload by xml into
IUCLID.

Not likely to be
practical. The
problem is more
with creating the
declaration not the
upload. The
desktop version will
likely be more
effective and less
time consuming

Or

Or

SCIP Submission
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SCIP Entry Example “ D A\ Claigan

ECHA Cloud Services

ECHA Cloud Services - Product

Casdrbonars > Arschex > ALNE Nicer

= @ACME Mixer | @

TSI TAT LI 0T 56
Submission TYPE:. | siw v i ) = view Dossiers @ Craate deesler

ﬂ \ AA Nz fcy <
; \ Rlrnw ey

S % Buswrpmmn Idemtifiers

Arkcle namee
LOME Mooy

Qthar namas 4 Muwtlam
v Iype Name Action

Primary wiichs duntifise type®
SPE (Uraewnd bl o)

Prmary xticie dentther value®
2123456785C6

Other article Identifiers 4+ hewilem

Y. Type Value Action

referenoe numbe: Dhelzads (or rezpese-Lelroe mozel | he number of compoos-Ls waln SYHUs mas vary from wnit o anl X

Categorisstion

e

Ao calegory

W R - Pk ey wns s taes el apgioenesee wosednzal mepoer=sn e e | emond rescadwes sl ceprnchicend telwar nn imesge s s ot e e s regrnchireeg ancd paetx seed sccneanee of o welizkese s Elscnesd mactinsey e
sepuprnenl aned practx theesal xcouns menmbers und mepeodinoe s, T maoer mwge and soonsd isenrdee and ngrcdncses, st e s wocesonneisx of st seochke > Hestremeshanee someebs sgpdsonses, wath ge/ Cooais osd slecine: mence nitee an

enzinim clos=arnx cf ~ond s IHSHH > 1 s oo others wnsd moosex, frur e on:uln‘.lo-)u:u malmrzere

Production n Eurcgeun Union
-n

Characteristics
Picture(s) - Naw ias

£y Pichwe Artian



SCIP Entry Example “ D A\ Claigan

ECHA Cloud Services

ECHA Cloud Services - Hierarchy

Coadrboars > Arschex > ALNE Nicer

= @ACME Mixer | @

P O B3 SN N S RS O L MR
Submission TYPE:. | siw v i ) = Yiew Dossiers @ Craate deesler

ﬂ \ AT Niser e ©
’ i Rlrnw ey

S % Busowrgmn Idemtifiers
> L O

Arkle namee
LOME Mooy

Othar namas e N e

n \ ACME Mixer Name Action

> | % Silicone seal

pr— Value Action
y | % Brass component

Latree mozel | e number of compoossls waln SYHUs mus vary from wni o anl X

Categorisstion

Ar1a Py
Ao calegory
W R - Pk ey wns s taes el apgioenesee wosednzal mepoer=sn e e | emond rescadwes sl ceprnchicend telwar nn imesge s s ot e e s regrnchireeg ancd paetx seed sccneanee of o welizkese s Elscnesd mactinsey e
sepirprnenl sl et theesnl econs mennbere s mmpeodinoes, et mwge ansd soand isenrdee and nexcdocres, st e sl socesanisx of st s ek > Hesremeshoanee domeahs sppdsnzses cath gel GCaoats nsd slecine: movee it an

encinim closen cf =ending JHEIH > 1 oz onotbers wnsd meose, Tiure e ;n:nln:h-lpn:u iz cre

Production o Eurcgeun Union

n
Characteristics
Picture(s) - Naw ias

£y Pichwe Artian



Substance of Concern Database - £<\-Claigan
Example Structure

IUCLID 6

Component
Complex Product w SVHC Pb
| to 10%
GPC Code - 012345678905 Copper > Brass Avoid prolonged direct contact with skin during use
850940 - Machinery and mechanical appliances. .. Wash hands after contact
. Keep out of reach of children
: 2 instances Do not mix with municipal waste
Component D6
/w SVHC
0.1 to 0.3%
: Do not mix with municipal waste
_T_';Stlc . Do not flush or pour down drain
ermoset
Silicone

| instance



SCIP Entry Example “ 5D A\ Claigan

ECHA Cloud Services

ECHA Cloud Services - Product

Identifiers

Article name*
ACME Mixer

Othe” names + Newitem

8. Type Name Action

Primary article identifier type*
GPC (Universal Procduet Coda)

Primary article identitier vaue*

012345678905
Othe- article identfiers + New tem
#. Type Value Action
1 relerence namber Detals lor represantative model. The rumber of componants with SVHCS may vary f'om unit 1 unit X
Categcrisation

Article calegory
v 850940 - Machinery and mechanical appliances,; elecircal equipment; parts thereo!, sourd raccrders and reprcducers, television image and sourd raccrders and reproducers, and pars and accessones of such arcles > Electrcal machinery and

equipment anc parts thereof; sound recorcers and reproduce’s, television image and sound recorders and repraoduce’s, anc parts and accessories of such aricles > Electromechanical domestic appliances, with sef-contained electric motor, othar than
vasuum cleaners of heading8508 > Focd grindets and mixers; fruit or vegetable juice axtraciors

Procuction in Eeropean Union
£

Characteristics
Picture(s) + Newitem

# Picture Action



SCIP Entry Example CAD

ECHA Cloud Services

ECHA Cloud Services - Product

Claigan

Volume
Colour
Other characteristics <+ New item

Safe use instruction(s)

v No need 1o provide safe use information beyond the identification of the Candidate List substance

Safe use instructions
Disassembling instructions + New item

’. Attached document Language

Complex object component(s)

Complex object component(s) <+ New item

Arnticle
Silicone seal | BCO02

Number of units
]

Anticle
Brass component | BCOO1

Number of units

-
<

Action
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SCIP Entry Example D\ Claigan

ECHA Cloud Services

ECHA Cloud Services - Component

Identifiers

Article name*
Brass component

Other names + New item

. Type Name Action

Primary article identifier type®*
part nuber

Primary article identifier value*
BCOO"

Other article identifiers 4+ Mew iten

f.. Type Value Action

Categorisation

Article category
v 741999 - 3ase —elals and zricles of base metzl » Coprer and articlss therzof » Other zriicles of copper » Other » Other

Production in Eurcpean Unian
unwill rg o disclose

Characteristics

Picture(s) 4+ New item

£. Picture Action
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CIP Entry Example CO) - \_Claigan

ECHA Cloud Services

ECHA Cloud Services - Component

Safe use nstruction(s)

No need to provide safe use infarmation beyond the identification of the Cancidate List substance

Safe use instructions *+ New item

Safe use ingtructior

Avoid prolonged di‘ect cortact with skin during use. Nash harde after contact. Keep out of reach of chidren. Do not mix with municipal waste

Dizassembling instructions + Newiten

4. Attached document Language Action

Concern elamants

Camddidate list versior
2020/

Concern element + New item

6 Candidata ist substance
L22d | Lead | /43992

Concentraticn range
210% wiwand < 10.0% w/w

Materinl categorics == New item

Matenal cateqory
mreial » bross

Addtionzl material characteristcs

Mixture categery (ELI2CS) E

Candidata list sudstance no longer prasent =+ Naw item




SCIP Entry Example i:)!‘; (- \_Claigan
Published Dossier

IUCLID 6

Name: SCIP / ARTICLE : ACME Mixer Mon, 2 Mar 2020, 19:53:07+0200 / ACME Mixer
SCIP Dossier 2020-03-02

Printing date: 2020-03-02719:53:28.569+02:00



SCIP Entry Example i:)!‘; (- \_Claigan
Published Dossier

References
ARTICLE: ACME Mixer

UUID: 734ab06a-7977-4c74-86e4-2bd00 7154 584
Dossier UUID: alZed8be-5a83-404 1-9b6/-94439dcbeeds
Author: mmanhumenilk
Date: 2020-03-0271953:07.231+02:00

Remarks:
Identifiers
Article name Complex object component(s)
ACME Mixer
Complex object component(s)
Other names
Artkcle
Primary article identifier type Sikcena sedl
GPC (Universal Product Code) Number af units
Primary article identifier value 1
012345678905 Article
Other article identifiers .
Nurnber of units
2
Type
relerence number
Value
Delails for representative model. The number of components with SVHCs may vary from unil lo
unit
Categorisation
Article category

850940 - Machinery and mechanical appllances: electrical equipment; parts thereof: sound recorders
and reproducers, lelevsion image and scund recorders and reproducars, and parts and acces sones
of such artides > Electrical machnery and equipment and parls thereof, sound reccrders and
reproducers, lelevision mage and sound recorders and reproducers, and parls and accessories of
such arficles > Electromechanical domestic appliances with self-contained electric molor, other than
vacuum cleaners of heading|8508 > Food grinders and mixers; fruit or vegetable juice extractors

Production in European Union
no
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SCIP Work Breakdown

% of work

oilucuoe

Submission into
IUCLID

Creating and
agreeing upon SCIP
declaration

|dentification of

SVHCs per Product

« ldentifying declarable * Creation of SCIP declaration * At the UPC / unique product level
SVHC in each product * Determining product categories * Similar products can be cloned but
* Agreeing on safe use instructions need unique listings

* Communicating to business units * Repair part obligations unclear
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SVHCs at the Component Level

*  Why SVHC:s at the generic component level?
- The sub-article is the declarable level
- Simpler while still being accurate / truthful

- Generic descriptions are more useful for the user and
consumer

-  When the SVHC list is updated, the updates can be
made at the generic component level. The update will
automatically propagate to the associated final
products

- Update one to update many

Concern elaments




Data Gathering and (\.Claigan
REACH SVHC Declarations

* Does data gathering work for REACH SVHC
declarations

- No.

* Claigan has worked with hundreds of companies on
REACH SVHC

- <2% can provide product level declarations based on
component level data gathering

* And those all almost exclusively food contacting products



Data Gathering and (\.Claigan
REACH SVHC Declarations

 Component level ‘after-the-fact’ large scale data
gathering

- Expensive waste of time for REACH SVHC

* Good approaches

- Supplier specification (restricted materials)

- Engineering evaluation

* with selective data gathering on declarable parts

- Jesting

* Most effective (as long as the lab has processes for complex
products)
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Claigan - SCIP Services

* Creation of product level REACH SVHC declarations

- Testing, or

- Onsite engineering evaluation (/w education)

i.e. SVHC is not there most of the time

e Creation of SCIP Excel File

- Creation of working file (excel) of SCIP declarations

e |UCLID Submissions

- Dossier creation



Cloning - \_Claigan

(Cloning of declarations to other products)

COa¢ ircie

* Manual Cloning in the systems

- Cloning a declaration into another product L= ™=

* Method for quick creation of declaration for additional
products

—d
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Claigan - Mass Cloning

* Claigan capability in development for mass cloning
- Cloning of declaration into spreadsheet lists of products

- Based on representative products declarations

* Only really need for large numbers of very similar
products

- Manually cloning is generally sufficient for everything except
the largest numbers of products.
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SCIP Work Breakdown

% of work

oilucuoe

Submission into
IUCLID

Creating and
agreeing upon SCIP
declaration

|dentification of

SVHCs per Product

« ldentifying declarable * Creation of SCIP declaration * At the UPC / unique product level
SVHC in each product * Determining product categories * Similar products can be cloned but
* Agreeing on safe use instructions need unique listings

* Communicating to business units * Repair part obligations unclear
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Phases of SCIP Compliance

* Phase | - Create SCIP declaration for one product
- To learn the process and deliverables

- Before making any ‘big’ plans

* Phase 2 - Develop REACH SVHC declarations for products

- Testing or

- Hands-on engineering review (legacy products)

e Phase 3 - Create Excel versions of declarations

- Representative declarations with associations to products that use each
excel declaration

* Phase 4 - Create SCIP dossiers for products
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Claigan - SCIP Services

* Creation of product level REACH SVHC declarations

- Testing, or

- Onsite engineering evaluation (/w education)

i.e. SVHC is not there most of the time

e Creation of SCIP Excel File

- Creation of working file (excel) of SCIP declarations

e |UCLID Submissions

- Dossier creation
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Upcoming Regulatory Deadlines

Jan - UAE RoHS Medical + CM Jan 5 - Substance of Concern - Database Next set of Canadian Prohibitions
+ UAE RoHS 3

March - EAEU RoHS

/

zozo / \ 2021 2022

May - EU MDR  Jul - PFOA REACH Jul - .ROHS 3 Phthalates
Medical + CM Sep - Addition of Cobalt to EU MDR

REACH SVHC Updates Q &A




