DATE

Open Solution to Reporting
and Effectively Using TSCA
) Information

Industry Experience with REACH

© CGI GROUP INC. All rights reserved




Discussion Topics
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REACH

- Streamlines legislative framework on chemicals
within European Union
- Unifies requirements for “existing” and “new” chemicals into 1 system

- Gives European Chemicals Agency (ECHA) authority to restrict or ban
the use of substances of very high concern

- Premise — Industry understands best how chemicals are
used

- Industry required to document that chemicals can be used
safely

- Mandates electronic submission of Registrations &
Notifications
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CSR = Chemical Safety Report; CA = Competent Authority; MS = Member State; SVHC = Substance of Very
High Concern; SDS = Safety Data Sheet; RMM = Risk Management Measures
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Lessons Learned — Reqgulatory Process

e Guidance not developed prior to entry into force

A more narrow scope of impacted Substances In
Phase 1 would allow for leveraging of learning's In
subsequent phases

* Level of “start up issues” for Substance Information
Exchange Forums (SIEF) was underestimated

* Implementing GHS into the CLP Regulation at the
same time as REACH created a more significant
burden than originally anticipated

GHS =Globally Harmonized System for the Classification and Labeling of Chemicals;
CLP = Classification, Labeling and Packaging Regulation



Presenter
Presentation Notes
Guidance not developed prior to entry into force

Guidance for preparation of the Safety Data Sheet, Exposure Scenario Summary Format still not complete! 

Industry still have many areas of uncertainty (e.g. Is a health exposure assessment needed for substances that only have environmental hazards?)

The criteria for Phase 1 Substances is very broad

A more narrow scope (i.e. only including substances that are Carcinogenic, Mutagenic or Toxic to Reproduction) would have provide industry and regulatory authorities an opportunity to identify issues and update processes/guidance for subsequent phases. 

Level “start up issue” for Substance Information Exchange Forums (SIEF) was underestimated

Processes to determine cost sharing were difficult to resolve 

Many technical hurdles in getting experts to agree on the validity of studies and in reach consensus no the conclusion of valid studies

Co-registrants are “me too” that share the same Chemical Safety Report so individual companies can not have CBI Use information.  This will drive companies to opt out of Joint Submissions.  


Lessons Learned - REACH-IT

IUCLIDS

* Implementation of the OECD Harmonized Templates for
study results provides common utility to share data

 Well documented XML schema enables:

» Sharing of information across industry and increases
consistency of information in joint submissions

 Electronic submission of registrations/notifications to
ECHA

* Electronic submissions enable sophisticated
validation/completeness checking and increases

submission quality
« Technology supports easy deployment
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Lessons Learned - REACH-IT

IUCLIDS

* Timing of updates

« Latest version released in February 2010 caused manual data entry
on substances already registered and for substances “in-progress”

* Plug-in to integrate exposure based Chemical Safety Assessment
data into IUCLIDS5 is not completed

* CSR generation tool can not generate Exposure Assessment and
Risk Characterization chapters of the Chemical Safety Report

 Lack of tools to support the communication of consistent
substance registration data to Safety Data Sheet systems
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Presentation Notes
Timing of updates

Version 5.2 not released until February 15, 2010

.  The SDS is the primary tool for communication of use information in the supply chain.


Managed Toxic Substances Phase Il

- New OPPT architecture that:

- Leverages Central Data Exchange, Substance Registry
System, Facility Registration System

- Accepts electronic submissions

- Stores all data in central, harmonized database

- Facilitates OPPT internal business processes/workflow

- Supports quick, efficient publication of information to public
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