SunChemical

SIEF’s, Consortia and Data Confidentiality

GlobalChem 2008
Baltimore, MD

March 19, 2008

Robert Mott, Regulatory and Product Stewardship, NA




Sun(]hemicaf REACH — SIEF & Consortia

SIEF — A group of entities with an agreement that one or more substances will
be considered together for the purposes of a test plan.
— SIEF — Substance Information Exchange Forum
— Agreement on registration substance identity
* Purity
* By-products
* Impurities
— ECHA does not define structure or requirements
— Must include sharing of all vertebrate test results
» Existing
* Newly performed
* planned
— Should include consideration of:
* Use of QSAR’s to avoid animal testing
* Read across
* Grouping to avoid animal testing

Consortia — A group of entities with an agreement that one or more substances
are to be registered together.

* Agreement on registration substance identity

o Agreement on use pattern

* Agreement on interpretation of test results
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Two Test substance definitions

= Ethanol, absolute
— Ethanol 99.5%
— Water 0.5%

= Ethanol, azeotropic
— Ethanol  95.6%
— Water 4.4%

A formulated product
= British completely denatured alcohol
— Ethanol 90%
— Methanol 9.5%
— Pyridine 0.5%
— Naphtha 0.375%
— Methylviolet 1.5 ppm

REACH — Data Confidentiality
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Resources
http://ecb.jrc.it/REACH/

http://eur-lex.europa.eu/LexUriServ/site/en/oj/2006/I 396/ 39620061230en08500856.pdf
http://eur-lex.europa.eu/LexUriServ/site/en/oj/2006/I 396/ 39620061230en00010849.pdf

http://echa.europa.eu/
http://www.opsi.gov.uk/si/si2005/20051524 .htm




