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Guiding Principles

\
Legally Defensible

Technically Sound
Practical
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Meaningful & Protective



Informal Draft Regulation
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* 68 page Informal Draft Regulation
*16 page summary with highlights
#“Then and Now” Summary

* Flow Diagrams —— ...
*Videos m




Products that are not

““consumer products”
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* Prescription drugs or device

* Dental restorative materials

* A medical device

* A food

* Packaging (does notinclude drugs or medical)
* Pesticides

* Mercury-containing lights
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Duty to Comply

The

Manufacturer

who makes the
product or who
controls the
specifications and
design of, or use of
materialsin, the
product

Opt-out by ceasing to place
product in Calif marketplace.

The U.S.

Importer

of the product Retailers

who sell the
slgeleliladiy
California

Products...sold, offered for sale,
6 supplied, distributed, or
manufactured in California.




Overview: The Safer
Consumer Products Requlations

All Chemicals
(100,000+)

Priority
Products
Requiring
Alternatives
Analysis
and

Regulatory
Response

i Priority
Products




Initial COC List — (3000+) \

List of Lists: Authoritative Organizations
Revisions — Public Process

*Review once every 3 years

*Petitions by Stakeholders

Addition to COC List:

1. Chemical Adverse Impacts
"Hazard Traits

*Toxicological Endpoints

"Physicochemical Properties




2. Special consideration:
peCI‘Sl eration

v" Children

v' Pregnant Women

v Endangered
Species

v Sensitive Habitats

v Widespread
Impacts

3. Exposure (Biological & Environmental)
4. Availability of Reliable Information

5. Safer Alternative is available
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*Adverse Impacts: COC in a Product

Prioritization Criteria -

*Potential for Exposures:
* Frequency and Duration of Exposure
= Containment of COC within the Product
= |Impacts to Environmental Media

Potential for Persistence/Bioaccumulation
Useful Life of a Product
v Manufacture, Use, Storage, End of Life...
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Market Presence

Users, Uses, and Applications -

= Sensitive Subpopulations
= Workers, Service Providers...

Availability of Reliable Information
Other Regulatory Programs

Known Safer Alternatives
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* Key Prioritization Criteria
= Significant Potential for Adverse Impacts
" Product is widely Distributed and Used

* Assembled Product Exposure

= |nhalation

= Dermal Contact

Screen 7
* Formulated Product Exposure \\ ® //
= Applied Directly to the Body Sereenn

* Dispersed as an Aerosol or a Vapor
= Applied to Hard Surfaces (Runoff or Volatilization) o @ Liits
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De Minimis Level

Definition

* 0.01% by weight for any of the following:

* Carcinogenicity, Genotoxicity, Reproductive toxicity,
Developmental toxicity, Immunotoxicity, Endocrine
toxicity, Neurotoxicity, Bioaccumulation, and Persistence

* 0.1% by weight for chemicals with other any of the
hazard traits or environmental or toxicological endpoints

% DTSC may specify a de minimis level concentration that is
lower or higher than the above levels.
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Proposed Priority Product List:
+ DTSC website — (180 days)

= De minimis for each COC

* Product Component
* Public Review and Comment

= 45 days Public Notice

= Public Workshop
* Finalize the Priority Product List

* Due Date for Preliminary AA Report
=) Priority Product Notification (60 days
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Article 4: Petitions

* Petitions By Any Stakeholders: \

= Chemical of Concern
= Priority Product

* Burden of Proof

* Department Review:

= Completeness (60 Days)
= Technical Review

= Notice of Determination
* Add to COC List or Priority Product List... Public Process!
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Alternatives Assessment
Activities Summary

Post publically am

Develop guidance to assist with performing AAs

Receive PP or de minimis exemption notifications,
Preliminary and Final AA Reports

Approve/deny extension requests for AA reports
Review work plans for alternative AA approach
Review AA Reports for compliance

Review exec summaries for clarity to public

Involvement with Trade Secret claims



Alternatives Assessment

Guidance
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* Must be available once PP list is finalized (~mid 2013)

* LCA work group leading assignment
* Use public participation and known experts
* Add documents over time/evolving document

* Key elements will illustrate points relevant to the regs,
but need case-by-case flexibility



First Stage of Alternative

Assessments

Step1-1D of \
2 \

Product e Function, performance,
Requirements feasibility, legal

* Look at approachesfor
Step 2 - ID of alternatives

ATRIIEIYEE * Reduce/Eliminate COC/exposure

: Step 3 - Initial b « Info on adverse impacts
Sl -do 3l * Compare alternatives

GUEIEINTS « Eliminate COCs with greater
Chemicals adverse impacts

Step 4 - * Preliminary AA report

NPTl ¢ Work plan to complete
2"d AA Stage




Second Stage of Alternative

Assessments

SRR VIO B « Exposure pathways & life
Relevant cycle segments

SCULPEUEUIIN « Available quantitative/ qualitative data
Factors

Step 2 -
Comparison of

» Quantitative/ qualitative analysis of
relevant exposure pathways, life cycle

Priority Product &
segments

Alternatives

* Final AA Report

e Reason &
justification for
decision

Step 3 -

Alternative
Selection Decision




What is “relevant?’’

Physical Chemical
Properties

= ) Adverse Public

»¢ Health Impacts

Externalized
Costs

. FiY .
Internalized COStS; St

/ Impacts e

\
Tech & Econ \ Pysicochemical ——Alt 1
Feasiblity \ Properties —_— Al 2

N\ . :

\_\ —e AT 3
Function

/
./ Environmental
Fate properties

Resource
Consumption

uUseful life —

Adverse Waste
and EQOL Impacts
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DTSC review of Preliminary and

Final AA Reports

S
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* Within 60 days™*, we review for compliance

* Manufacturers have 60 days to provide us with
info if we issue NOD

# DTSC authorized to audit (Art. 9)
* Compliance with AA requirements
* Information quality and adequacy of analysis



Regulatory Response options

S =S
——_—

* Product info for consumers prior to exposure
% Alternative is CoC > de minimis

* End of Life Management

* Alternative or PP is required to be managed as hazardous waste

* Product sales prohibition
*  Alternative is Co(, or alternative is not selected

* Other Reg Responses

* if needed to limit potential exposure of alternative or PP
* Engineering safety measures
* Restrict the use of CoC
* |nitiate research, fund grant regarding PP and GC principles
* Perform new AA



RR by selected alternative
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+ Supplemental information (filling data gaps)
* May be imposed at any time

* NO RR

* Alternative does not pose significant potential adverse
public health or environmental impacts

* Alternative is not a CoC > de minimis

* If multiple CoCs, total concentration < de minimis if they
have the same hazard trait and mode of action



Information on

DTSC’s Website

S =S
—_—

* The Failure to Comply List & Failure to Respond List

% Chemicals of Concern and Priority Products lists

* Petitions

* AA Report due dates & approved extension requests
% Priority Product Notifications & De Minimis Exemption
* AA Report notices of compliance & deficiency list

* Proposed and final regulatory response determination
* Disputes

* Accreditation bodies list
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Information on

DTSC’s Website

S
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* Full or redacted Preliminary AA Report

* Guidance documents

* Full or redacted Final AA Report
% List of all work plans

* DTSC’s Regulatory Response Report
* Links to product stewardship plans
% List of certified assessors
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Timeline for Implementation process

Reg
Adoption
~Fall, 2012

List of PP
finalized
Release
Guidance
~Mid 2013
Initial list of PP
~Early 2013

_—

Final AA Report
~ Early 2015%
DTSC reviews
(2 months)
Preliminary AA
report
~ Late 2013
(6 months)

DTSC Reviews
(2 months)
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Karl Palmer, Manager
Toxics in Products Branch
kpalmer@dtsc.ca.gov

(916) 445-2625

http://www.dtsc.ca.gov/SCPRegulations.cfm
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