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AgendaAgenda

• Why carry out the Substance Identification Process

• Substance Identification & Sameness checking in 
practice

• Suggestion how to move ahead
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Accurate Substance Identification needed Accurate Substance Identification needed -- WHY?WHY?

• Accurate Substance Identification in pre-Registration 
was important
– Accurate & justifiable EC Number was important to justify ‘Phase 

In’ Status.

– The EC#, CAS# and name determined in which pre-SIEF the 
substance would start.

– During the pre-SIEF process the SIEF members need to agree 
upon the substance sameness.

– Unprepared this can have consequences!!
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Issues that have arisenIssues that have arisen

• Some Issues experienced
– The composition of the substance
– Reluctance to include impurities
– Worries about Classification and Labeling

• Solutions
– Creating a Substance Identification Profile
– Fill in the SIP Excel sheet with as much detail as is necessary
– Consideration for SIEF splitting or merging
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Potential Registrants (<-> SIEF/Consortium)

Preparing for Pre-Registration & for Sameness Check in pre-SIEF 
Interpretation Guidance Substance Type SI under REACH

•EC nr, EC Name, CAS nr, Other Identifiers

Consortium / SIEF Leadership Team Members

2. Substance sameness checking process
• Guided process to define & agree upon Substance 

sameness checking process (drafting & using SIP’s)
• Agree upon the same substances in the Consortium

(existing and new Members)
• Agree on role in sameness checking process in SIEF
• Alignment with the sameness checking in SIEF

1. Define Substance Identification Profile (SIP) 
& procedures for agreement

a) Approved EC, CAS, 
Name & Other Identifiers

b) Extra SI needed
(linked to Subst. Type
& Industry experiences) 
to sufficiently Identify the 
Substance for purpose

c) Verification Process

SIP 3. Maintenance of the Annex 1
• Adding, changing substances covered by the Consortium
• Maintenance of the Substance Identification Profiles (SIP)

per Substance
• Archiving of the SIP’s per existing & new Member

2. Acceptance process to form a SIEF Accepted? SIEF
YesOther

SIEF?
No

3. Company specific Substance Identification for Registration

Substance Sameness Checking in PracticeSubstance Sameness Checking in Practice

Pre-Registration

Registration
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Substance Identification in a ConsortiumSubstance Identification in a Consortium

• The definition of a Substance in the CA (art I.1) refers to Annex 1
– Overview of the substances covered under the Consortium Agreement
– Define the Identity of each Substance (Category) as clearly as possible

• Key for the Purpose and Objectives of the Consortium (Art II.1):
– Agreement on the identity and sameness of the Annex 1 listed Substances 

and its regulatory status AND on Substances for which available information 
might be relevant;

– Development of the Core data for the Substances
• Key for Membership acceptance (Art III)
• Key for use of Information (Art V)
• Key for all Substance related activities conducted under the CA

Clear process needed how to setup the Annex 1, maintain 
and align with the (pre-)SIEF Sameness Checking Process
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Substance Identification in a SIEFSubstance Identification in a SIEF

• The definition of a Substance by the SIEF Leadership Team (if any)
– Define the Identity of the Substance as clearly as possible
– Fill in as much detail as possible that is generic and accepted by all

• Key for the Purpose and Objectives of the Substance Identification 
Profile (SIP) :
– Development of the Core data for the Substances

• Identify the process for preparing the SIP
• Identify how the SIEF Membership can accept
• Identify where the SIP has been stored as Information for 

newcomers to the SIEF
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Substance Sameness Checking in PracticeSubstance Sameness Checking in Practice

Microsoft Excel 
Worksheet
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Substance Sameness Checking in PracticeSubstance Sameness Checking in Practice

SIEF Leadership Team / 
Consortium SIEF

SIP Approval 
per Member
•By Signature

Yes

Document Archive:
•SIP Content approval(s)
•SIP Approvals per Member

Draft SIP

SIP Content agreed?

No

SIP Templates:
• Mono-Constituents
• Multi-constituent
• UVCB

SIP Content agreed?

Review & propose 
SIP update up to 

mutual agreement 
Consortium/SIEF

No

New Member

SIP Content 
approval review 

on request

New SIEF Member

SIP Content 
approval review 

on request

SLT: Review & agree upon
•Substance Sameness Checking 
approach & planning

•SIP Content provided by Consortium

(1&2)

Distribution Substance 
Sameness Checking 

communication & SIP 

SIP Approval per SIEF Member:
•By silence means approval

By signature
•By web based registration

Yes

SIEF Archive:
•SIP (Content) approvals

(1,2,3)

(1,2,3)

(1&2)
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Suggestion how to move ahead Suggestion how to move ahead -- Cefic WebsiteCefic Website

• Visit the Cefic website

– Download a copy of the SIP

– Fill the short version 
or the full version
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Suggestion how to move ahead Suggestion how to move ahead -- SurveySurvey

• Use an electronic tool to send out the survey

• Contact future registrants e.g. codes 1, 2 and 3

• Decide on the mechanism of response.   
No reply signifies approval



14ReachCentrum © 2009- 2010

Suggestion how to move ahead Suggestion how to move ahead -- SIEFreachSIEFreach

The SIP can 
be loaded here

This area can be used to announce the 
summary for active members.  
For 3 / 4 (passive/dormant) they should 
see results in the public domain
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Thank you

Turning our REACH expertise into practical help for industry
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