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SAFER CONSUMER PRODUCTS Proposed Regulations, R-2011-02

ATTACHMENT

TEXT OF PROPOSED REGULATIONS — ADDITIONAL POST-HEARING CHANGES
April 2013

Changes in this version reflect changes to the text of the January 2013 post-hearing changes
to the text as originally proposed in July 2012. All of the text is new language to be added to
the California Code of Regulations.

The January 2013 post-hearing changes are indicated by single underline / strikeout. The
additional April 2013 post-hearing changes are indicated by double underline / strikeout:

Underline: Underlined text reflects new text.
Strikeout: Sirikeout text reflects deleted text.

For ease of reading and referencing the proposed regulations, line numbers and table of
content page numbers are added, but are not part of the actual regulatory text.

NOTE: An unofficial version of the April 2013 revised proposed regulations, which shows only
the April 2013 changes (in double underline and double strikeout), is available on the
Department of Toxic Substances Control’s website as a courtesy copy only. (In this unofficial
version, the January 2013 post-hearing changes version is shown with no underlines.)
Additionally, an unofficial “clean” version of the April 2013 revised proposed regulations is
available on the Department of Toxic Substances Control's website as a courtesy copy only.
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SAFER CONSUMER PRODUCTS Proposed Regulations, R-2011-02

DivisioN 4.5, TITLE 22, CALIFORNIA CODE OF REGULATIONS
CHAPTER 55. SAFER CONSUMER PRODUCTS

Amend the Table of Contents by adding chapter 55, articles 1, 2, 3, 4,5, 6, 7, 8, 9, 10, 4-and
1211, and sections 69501, 69501.1, 69501.2, 69501.3, 69501.4, 69501.5, 69502, 69502.1,
69502.2, 69502.3, 69503, 69503.1, 69503.2, 69503.3, 69503.4, 69503.5, 69503.6, 69503.7,
69504, 69504.1, 69505, 69505.1, 69505.2, 69505.3, 69505.4, 69505.5, 69505.6, 69505.7,
69505.8, 69505.9, 69506, 69506.1, 69506.2, 69506.3, 69506.4, 69506.5, 69506.6, 69506.7,

69506.8, 69506.9, 69506.10, 69506-11,-69506:12,-69507, 69507.1, 69507.2, 69507.3,
69507.4, 69507.5, 69507.6, 69508, 69508-1,-69508-2,69508-3,-69508-4--69509, 69509.1
69510, 69510-13;and 69511,anrd-69512 through 69599 to division 4.5 of title 22 of the California
Code of Regulations;-title-22, to read:
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SAFER CONSUMER PRODUCTS Proposed Regulations, R-2011-02

Add chapter 55 to division 4.5 of title 22 of the California Code of Regulations, title-22 -division
4.5, chapter55-te-t0 read:

Chapter 55. Safer Consumer Products
Article 1. General
§ 69501. Purpose and Applicability.

@) Safer Consumer Products Reqgulations. This chapter specifies the process for
|dent|fy|ng ehem+ea|s—asand prrorltlzmq Priority Products and therr Chemicals of Concern, and

and analvzrnq alternatlves to een&deeter—FlHenty—Flreeluets—tedetermme how best to

limiteliminate or reduce potential exposures to, or the level of potential adverse impacts posed
by, the Chemical(s) of Concern in the-preductPriority Products. This chapter also specifies the
regulatory responses that will be imposed by operation of article 6 or that may be required by
the Department following completion of an alternatives analysis.

b)}(b) Applicability and Non-Duplication.

(1) Except as provided in paragraphs (2) and (3), this chapter applies to all consumer
products placed into the stream of commerce in California.

(2)  This chapter does not apply to any product that is exempted from the definition of
“consumer product” specrfred in Health and Safety Code section 25251—eete—any—|ereduet—that

(31)(A) This chapter does not apply to anya consumer product manufacturedthat the
Department determines is regulated by one or stered-r-more federal and/or transperted

through,-California selelyState requlatory program(s), and/or applicable treaties or international
agreements with the force of domestic law, that, in combination:

1. Address the same potential adverse impacts, potential exposure pathways, and
potential adverse waste and end-of-life effects that could otherwise be the basis for use
outside-of-the product being listed as a Priority Product; and

2. Provide a level of public health and environmental protection that is equivalent to or
greater than the protection that would potentially be provided if the product were listed as a
Priority Product.

B The Department may re-evaluate a determination previously made under
this paragraph and rescind the determination if the Department finds that the facts and/or
assumptions upon which the determination was based were not, or are no longer, valid.

(c) Harmonization. Nothing in these regulations authorizes the Department to
supersede the requirements of another California_State or federal requlatory program.

NOTE: Authority cited: Sections 25252, 25253, and 58012, Health and Safety Code.
Reference: Sections 25251, 25252, 25253, and 25257.1, Health and Safety Code.
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SAFER CONSUMER PRODUCTS Proposed Regulations, R-2011-02

8§ 69501.1. Definitions.
€) Terminology. When used in this chapter, the following terms, unless specified
otherwise, have the meanings specified in this section:

(1)  “AA Reports” means the-Preliminary AA Reports, ardfe=Final AA Reports,
collectivelydraftandiorfinal-Abridged AA Reports, and/or AA Reports submitted for previously
completed AAs, whichever is applicable._As applicable, “AA Report” also includes the AA
Report Addendum for a Final AA Report or Abridged AA Report.

3> ——Adverse air quality impacts” means indoor or outdoor air emissions of any of the air

contaminants listed below that have the abilitypotential to result in adverse public health,
ecological, soil_guality, or water quality impacts:

(A) California Toxic Air Contaminants as specified in Fitletitle 17, California Code of
Regulations, sections 93000 through 93001,

(B) Greenhouse gases, which means any of the following gases:

1. Carbon dioxide;
Hydrofluorocarbons;
Methane;
Nitrogen trifluoride;
Nitrous oxide;
Perfluorocarbons;
Sulfur hexafluoride; or

8. Gases that exhibit the global warming potential hazard trait, as specified in section
69405.4;

(C) Nitrogen oxides;

(D) Particulate matter that exhibits the particle size or fiber dimension hazard trait, as
specified in section 69405.7;

(E) Chemical substances that exhibit the stratospheric ozone depletion potential hazard
trait, as specified in section 69405.8;

(F)  Sulfur oxides; or

(G) Tropospheric ozone-forming compounds, including compounds that exhibit the
ambient ozone formation hazard trait, as specified in section 69405.1.

No s~ LD

(43) “Adverse ecological impacts” means any of the following direct or indirect effects on
living organisms and/or their environments:

(A)  Adverse impaetseffects to aquatic, avian, or terrestrial animal or plant organisms or
microbes, including:

1. Acute or chronic toxicity;

Department of Toxic Substances Control Page 6 of 109
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SAFER CONSUMER PRODUCTS Proposed Regulations, R-2011-02

2. Changes in population size, reductions in biodiversity, or changes in ecological
communities; and

3. The ability of an endangered or threatened species to survive or reproduce;

(B) Adverse impaetseffects on aquatic and terrestrial ecosystems including:

1. Deterioration or loss of environmentally sensitive habitats;

2. Impacts that contribute to or cause vegetation contamination or damage; and

3. Adverse impaetseffects on environments that have been designated as impaired by

a California State or federal regulatory agency;

(C) Biological or chemical contamination of soils; or

(D)  Any other adverse effect, as defined in section 69401.2(a), for environmental hazard
traits and endpoints specified in article 4 of chapter 54.

(54) *“Adverse environmental impacts” means any of the following:

(A)  Adverse air quality impacts;

(B)  Adverse ecological impacts;

(C)  Adverse soil quality impacts;

(D)  Adverse water quality impacts; or

(E) Exceedance of an enforceable California or federal regulatory standard relating to
the protection of the environment.

(5) “Adverse impacts” means adverse public health impacts and/or adverse
environmental impacts.

(6)  “Adverse public health impacts” means any of the toxicological effects on public
health specified in articlesarticle 2 or_article 3 of chapter 54, or exceedance of an enforceable

California or federal regulatory standard relating to the protection of public health. Public
health includes occupational health.

8 (7) “Adverse soil quality impacts” means any of the following effects on soil function or

properties:
(A)  Compaction or other structural changes;
(B)  Erosion;

(C) Loss of organic matter; or
(D)  Soil sealing, meaning the-covering-efthe surface soil with a layer of impervious
material or changing the nature of the soil so that it behaves as an impermeable medium.

(98) "Adverse waste and end-of-life impactseffects” means the waste materials and

byproducts generated during the life cycle of the-Priority Product-and/oreach-alternative-being
considered,-including-degradates-and-reactionproductsa product, and the associated adverse

Department of Toxic Substances Control Page 7 of 109
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SAFER CONSUMER PRODUCTS Proposed Regulations, R-2011-02

public-health-or-environmentalimpactseffects due to anyone or more of-era-combination-of;

the following:

(A)  The volume or mass generated,;

(B)  Any special handling requirements-needed to mitigate adverse impacts;

(C) ImpaetsEffects on solid waste and wastewater disposal and treatment, including
operation of solid waste and wastewater handling or treatment facilities, and the ability to reuse
or recycle materials resulting from the treatment of solid waste and/or wastewater;

(D) Discharge(s) or disposal(s) to storm drains or sewers—coentributing-to-adverse
impaets-on that adversely affects operation of wastewater or storm water treatment facilities; or
(E) Release(s) into the environment, as a result of solid waste handling, treatment, or

disposal activities, or the discharge or disposal to storm drains or sewers, of eitherorboth-of

2. Any other chemical contained in the alternatives that differs from the chemicals
contained in the Prierity-Produetproduct.

(289) “Adverse water quality impacts” means any of the following adverse effects on the
beneficial uses_of the waters of the State, which include groundwater, fresh water, brackish
water, marsh lands, wetlands, or coastal bodies or systems, as specified in Water Code
section 13050(f) or adopted in a Water Quality Control Plan under article 3 of chapter 3 and/or
article 3 of chapter 4 of division 7 of the Water Code—e#the—m%e#s—e#the&ate—m%eh—melade

(A) Increase in biological oxygen demand;

(B) Increase in chemical oxygen demand;

(C) Increase in temperature;

(D) Increase in total dissolved solids; or

(E) Introduction of, or increase in, any of the following:

1. Priority texie-pollutants identified for California under section 303(c) of the federal

Clean Water Act;

2. Pollutants listed by California or the United States Environmental Protection Agency
for one or more water bodies in California under section 303(d) of the federal Clean Water Act;
3. Chemicals for which primary Maximum Contaminant Levels {MCLs)-have been

established and adopted under Health-and-Safety-Code-section 116365(a),64431 or bysection
64444 of chapter 15 of title 22 of the Envirenmental-Protection-Ageney-underthefederal-Safe
Brinking-Water-AetCalifornia Code of Requlations;

4. Chemicals for which Notification Levels{NLts} have been specified under Health and
Safety Code section 116455; or
5. Chemicals for which public health goals for drinking water have been published

under the California Safe Drinking Water Act (commencing with Health and Safety Code
section 116270).

Department of Toxic Substances Control Page 8 of 109
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SAFER CONSUMER PRODUCTS Proposed Regulations, R-2011-02

(3210)“Alternative” means any of the following:

(A) Removal of Chemical(s) of Concern ixrfrom a Priority Product, with or without adding
a-substitute-chemical-orincreasing-the concentrationuse of a-chemical-already-contained-n-the
preduetone or more replacement chemicals;

(B) Reformulation or redesign of a Priority Product and/or manufacturing process to
reduee-oer-eliminate_or reduce the concentration of Chemical(s) of Concern in the Priority
Product;

(C)  Redesign of a Priority Product and/or manufacturing process;-using-different
materials to reduce or restrict_potential exposures to Chemical(s) of Concern in the Priority
Product; or

(D) Any other change to a Priority Product or a manufacturing process that reduces the
potential adverse public-health-andlorenvironmentalimpacts and/or_potential exposures
associated with the Chemical(s) of Concern in_the Priority Product, and/or the potential
adverse waste and end-of-life effects associated with the Priority Product.

(£211)“Alternatives Analysis” or “AA” means an evaluation and comparison of a Priority
Product and one or more alternatives to the product; under article 5.

(12) *Alternatives Analysis Threshold” means whichever of the following is applicable:
A {The Practical Quantitation Limit for a Chemical of Concern that is present in a
Priority Product solely as a contaminant; or

(B) The applicable concentration, if any, specified by the Department under section
69503.5(c).

(13) “Alternatives Analysis Threshold“means-a-concentration-by-weight specified-by-the

(4)r—Alternatives-Analysis Fhresheld-Exemption Notification” means a notification
submitted to the Department under section 69563-669505.3.

(&514)“Aqueous hydrolysis half-life” means the time required for the concentration of a
chemical to be reduced teby one-half-efits-initial-concentration after being introduced into
water.

16(15) “Assemble” means to fit, join, put, or otherwise bring together components to
create, repair, refurbish, maintain, or make non-material alterations to a consumer product.

(16) “Assembler” means any person who assembles a product containing a component
that is a product subject to the requirements of this chapter.

(17) “Atmospheric oxidation rate” means the rate of change or degradation of a chemical
through the interaction with oxygen in the atmosphere.

Department of Toxic Substances Control Page 9 of 109
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SAFER CONSUMER PRODUCTS Proposed Regulations, R-2011-02

(3#18)“Bioaccumulation” means the-following:

1

9(19) “Candidate Chemical” means a chemical that is a candidate for designation as a
Chemical of Concern, and that is identified as a Candidate Chemical under section 69502.2.

(20)(A) “Chemical” means either of the following:

1. An organic or inorganic substance of a particular molecular identity, including any
combination of such substances occurring, in whole or in part, as a result of a chemical
reaction or occurring in nature, and any element, ion or uncombined radical, and any
degradate, metabolite, or reaction product of a substance with a particular molecular identity;
or

2. A chemical ingredient, which means a substance comprising one or more ef-any
produetsubstances described in subparagraph 1.

(B)  “Molecular identity” means the substance’s physicochemical-properties;-chemical
struecture-and- listed below:

Aqgglomeration state;

Bulk density:;

Chemical composition, including surface coating;
Crystal structure;

Dispersability;

Molecular structure;

Particle density;

Particle size-and, size distribution, and surface area;

. Physical form and shape, at room temperature and surface-structurereactivity—and

any-etherpressure;
10.  Physicochemical properties-that-are;

11. Porosity;
12. Solubility in water and biologically relevant to-whetherthe-substancewould-bea
Chemical-of Concern—fluids;

© @[N] |9 [~ @]

{2013. Surface charge; and
14.  Surface reactivity.

Department of Toxic Substances Control Page 10 of 109
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SAFER CONSUMER PRODUCTS Proposed Regulations, R-2011-02

(21) “Chemical of Concern” means a ehemicakdentifiedCandidate Chemical that has

been designated as a Chemical of Concern under section 69502-2(a),-er-a-chemicalisted-by
69503.5(b)(2)(B).

(22) “Chemical Removal Intent Notification” and “Chemical Removal Confirmation
Notification” mean the notifications submitted to the Department under section

69502.3(5).69505.2(a)(1)(A)1.

(2223)(A) “Component” means a uniqguely identifiable homogeneous material, part, piece,
assembly, or subassembly;-system—orsubsystem that is a necessary or intended element of a
consumer product-that-.

22(B) “Homogeneous material” means either of the following:

1. One material of uniform composition throughout; or

2. A material, consisting of a combination of materials, that cannot be readily disjointed
or separated into different materials by mechanical actions such as unscrewing, cutting,
crushing, grinding, or abrasive processes.

(24)(A) “Consumer product” or “Product” means any of the following:
1. A “consumer product” as defined in Health and Safety Code section 25251; or
2. AWhen applicable, a component that-meets-the-definition-ofaof an assembled

“consumer productlspeemed—m—klealﬂmnd%a#etyeede—seenen—%%i—e%

(B)* “Consumer product” or “Product” does not mean any—h%tenc—ppeduet—

2—Historic product’means-a product that ceased to be manufactured prior to the date
the product is listed as a Priority Product.

(C)  “Consumer product” or “Product” does not mean a product previously owned or
leased by someone other than the manufacturer, importer, distributor, assembler, or retailer of
the product.

(2325) “Contact information” means mailing and electronic addressaddresses, headquarters
location, phone number(s), title(s) if applicable, and website address.

24(26)(A) “Contaminant” means a chemical that is not an intentionally added
ingredient in a product and the source(s) of the chemical in the product is/are one or more of
the following:

1. A naturally occurring contaminant commonly found in raw materials that are
frequently used to manufacture the product;

Department of Toxic Substances Control Page 11 of 109
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SAFER CONSUMER PRODUCTS Proposed Regulations, R-2011-02

2. Air or water frequently used as a processing agent or an ingredient to manufacture
the product;

3. A contaminant commonly found in recycled materials that are frequently used to
manufacture the product; and/or

4, A processing agent, reactant, by-product, or intermediate frequently used to promote
certain chemical or physical changes during manufacturing, and the incidental retention of a
residue is not desired or intended.

(B) _ “Intentionally added ingredient” means a chemical that is deliberately used in the
manufacture of a product where the continued presence is desired in the final product to
provide a specific characteristic, appearance, or quality.

(C) _ “Processing agent” means a chemical used in a product manufacturing process to
promote chemical or physical changes.

(D) "Recycled material" means a material that has been separated from a waste stream
for the purpose of recycling the material as feedstock.

(27) “Day” means calendar day. Periods of time are calculated by excluding the first day
and including the last; except that the last day is excluded if it is a Saturday, Sunday, or other
holiday specified in Government Code section 6700.

(2528) "Department” means the Department of Toxic Substances Control.

26(29) “Economically feasible” means that an alternative product or replacement chemical
does not significantly reduce the manufacturer’s operating margin.

(30) “End-of-life” means the point when thea product is discarded by the consumer or the
end of the useful life of the product, whichever occurs first.

(2#31)"Environment" means the land, air, water, soil, minerals, flora, and fauna.

(2832) “Environmental fate” means all of the following:

(A)  Aerobic and anaerobic half-lives;

(B)  Aqueous hydrolysis half-life;

(C)  Atmospheric oxidation rate;

(D)  Bioaccumulation;

(E) Biodegradation;

(F)  Mobility in environmental media, as specified in section 69405.6;
(G) Persistence; and

(H)  Photodegradation.

(2933) “Environmental or toxicological endpoint” means any environmental or toxicological
endpoint specified in chapter 54.

Department of Toxic Substances Control Page 12 of 109
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(3634) “Failure to Comply List” means the list prepared by the Department under section
69501.2(dc).

(3235) “Functionally acceptable” means that an alternative product meets both of the
following requirements:

(A)  The product complies with all applicable legal requirements; and

(B) The product performs the functions of the original product sufficiently well that
consumers can be reasonably anticipated to accept the product in the marketplace.

(8236) "Hazard trait" means any hazard trait specified or defined in chapter 54.
(3337)“Hazard trait submission” means any health, safety, or environmental study of, or

health, safety, or environmental datamformatlon regardlng a chemical that-has-been-submitted
be-submitted to the Department

under thls chapter or artlcle 14 of chapter 6.5 of d|V|S|0n 20 of the Health and Safety Code-of

trait;. Precise chemlcal |dent|ty is part of any hazard trait subm|SS|on except as otherwise
provided in section 69509(Q).

35(38) “Import” means to bring, or arrange to bring, a eensumer-product into the United
States for purposes of placing the product into the stream of commerce-_in California. “Import”
includes reimporting a eeasumer-product manufactured or processed, in whole or in part, in the
United States._“Import” does not include ordering a product manufactured outside of the

United States if the product is ordered from a person located in the United States.

(3639) “Importer” means a person who imports a eensumerproduct-into-the-United

Statesproduct that is subject to the requirements of this chapter. “Importer” does not include a
person that imports a product solely for use in that person’s workplace if that product is not
sold or distributed by that person to others.

(3#40)“Information” means data, documentation, records, graphs, reports, or any other
depiction of specific pieces of knowledge.

(3841)"“Legal requirements” means specifications-andfer, performance standards, and/or
labeling requirements that a chemical, product, or product packaging is required to meet under
federal or California law.

Department of Toxic Substances Control Page 13 of 109
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(8942)“Life cycle” means the sum of all activities in the course of a consumer product’s
entire life span, including raw materials extraction, resource inputs and other resource
consumption, intermediate materials processes, manufacture, packaging, transportation,
distribution, use, operation and maintenance, waste generation and management, reuse and
recycling, and end-of-life disposal.

(40643)“Manufacture” means to make;_or produce—er—assembl& “Manufacture” does not
mclude anyacts that meet the defmltlon of

(44) “Manufacturer” means any person who manufactures a product_that is subject to the
requirements of this chapter, or any person that controls the speecifications-and-desigh-of;
ermanufacturing process for, or has-the- capasity-to-specifyspecifies the use of
materialschemicals to be included in, syeh-athe product.

(4245)(A) “Materials and resource consumption” means the consumption of renewable and
nonrenewable resources that are used for a consumer product throughout its life cycle.

(B) Except as specified in subparagraph (C)2., a renewable resource is a resource that
is capable of being replaced by natural processes at a rate equal to or faster than its
consumption rate. Renewable resources include solar and wind energy, timber, agriculture,
and water.

(C)  Both of the following are nonrenewable resources:

1. An inherently finite resource that is formed over long periods of geologic time,
including petroleum, coal, metals{mined and recycled}; metals, minerals, and other finite
resources; and

2. A resource that meets the definition of a renewable resource, specified in
subparagraph (B), but the resource is consumed at a rate that exceeds the rate at which it is
replaced such that its continued use weuldwill drive the resource to exhaustion.

(4346) “Persistence” means environmental persistence, as specified in section 69405.3.
(4447)"Person” has the same meaning as in Health and Safety Code section 25118.

(4548) “Physical chemical hazards” means physical hazard traits specified in article 6 of
chapter 54.

Department of Toxic Substances Control Page 14 of 109
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(4649)“Physicochemical properties” means the physicochemical properties specified in
section 69407.2.

(4#50)(A) “PlacePlaced into the stream of commerce in California” means te-sell-offerfor
saledistribute;-supply—ormanufacturethat a consumer product has been sold, offered for sale,
distributed, supplied, or manufactured in or for use in California_as a finished product or as a
component in an assembled product.

(B) “SeliSold or efferoffered for sale” means any transfer or offer to transfer for
consideration of title or the right to use, by lease or sales contract, including, but not limited to,
transactions conducted and offers made through sales outlets, catalogs, or the Internet; or-any
other similar electronic means.

“48(51)(A) “Potential” means that the phenomenon described is reasonably
foreseeable based on reliable information.

(B) ___ Subparagraph (A) does not apply to the use of the term “potential’ in paragraph (2)
above or section 69502.2(a)(1)(M).

(52) “Practical Quantitation Limit” or “POL” means the lowest concentration of a chemical
that can be reliably measured within specified limits of precision and accuracy using routine
laboratory operating procedures.

(63) “Priority Product” means a product—chemical combination identified and listed as a
Priority Product by the Department under section 69503.45.

51(54) “Product-Chemical Replacement Intent Notification” and “Product-Chemical

Replacement Confirmation Notification” mean the notifications submitted to the Department
under section 69505.2(a)(1)(A)3.

(55) “Product Removal Intent Notification” and “Product Removal Confirmation
Notification” mean the notifications submitted to the Department under section
69505.2(a)(1)(A)2.

(56) “Release” means an intentional or unintentional liberation, emission, or discharge of
a chemical into the environment.

Department of Toxic Substances Control Page 15 of 109
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(5257)“Reliable information” means a—se&enﬁﬂc—study—er—ether—a SC|ent|f|c studg or other
scientific information that 45— ‘

criteria in subgaragraghs (A) and (B):

1.(A) The study or other scientific information was:

a.l. Published in a scientifically peer reviewed report or other literature;

B)b.2. Published in a report of the United States National Academies;

{6)c.3. Published in a report by an international, federal, state, or local agency that
implements laws governing chemicals; and/or

B)d.4. Conducted, developed, submitted, prepared for, or reviewed and accepted by an
international, federal, state, or local agency for compliance or other regulatory purposes.

532-(B) With respect to a scientific study, Fthe study design was appropriate to the
hypothesis being tested, and sufficient to support the proposition(s) for which the study is
presented to the Department.

(58) “Reliable information demonstrating the occurrence, or potential occurrence, of
exposures to a chemical” means any of the following that meet the definition of reliable
information:

(A)  Monitoring data that shows the chemical to be any of the following:

1. Present in household dust, indoor air, or drinking water, or on interior surfaces;

2. Present in, or released from, products used in or present in the-hemehomes,
schools, or places of employment;

3. Accumulative or persistent in the environment; or

4. Accumulative in aquatic, avian, animal, or plant species.

(B) Biomonitoring data from one or both of the following sources that show the chemical
to be present in human organs, tissues, or fluids-reluding-datafrom-either-of-the-following:

1. California Environmental Contaminant Biomonitoring Program; and/or

2,——Center. United States Centers for Disease Gentrol'sControl and Prevention’s
National Health and Nutrition Evaluation Survey biomonitoring data.

(C) Evidence that a chemical exhibits the hazard trait for any of the following:

1. Bioaccumulation;
2. Persistence; or
3. Lactational or transplacental transfer, as specified in section 69405.5.

(D)  Exposure or environmental modeling that indicates eitherone or both of the
following:

Department of Toxic Substances Control Page 16 of 109
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1. Exposure point concentration(s) associated with adverse public-health-or
envirermentakimpacts; or

2. Environmental accumulation of a chemical.

(E)  Monitoring data indicating the presence of a chemical or its degradation products in
California solid waste, wastewater, biosolids, or storm water streams collected or managed by
California State or local agencies in concentrations or volumes that:

1. ContributePotentially contribute to or cause adverse public-health-orenvironmental
impacts;

2. WoeuldreguireRequire the expenditure of public funds to mitigate potential adverse
public-health-or-environmental impacts associated with the chemical or its degradation

products;

3. Increase the costs of reusing or recycling materials containing the chemical or its
degradation products;
4, Interfere with the proper operation of solid waste, wastewater, or storm water

treatment systems and result in the discharge of the chemical or its degradation products to
the environment;

5. Exceed regulatory thresholds for the chemical or its degradation products; or

6. Result in violations of the permit issued to the facility responsible for managing solid
waste, wastewater, biosolids or storm water streams.

54(59) “Replacement Candidate Chemical” or “replacement chemical” means a Candidate
Chemical or other chemical, whichever is applicable, that replaces, or is under consideration to
replace, the Chemical(s) of Concern, in whole or in part, in an alternative to the Priority
Product, and that is one of the following:

(A) A chemical that is not present in the Priority Product; or

(B) A chemical that is or would be present ata-tewerin the alternative at a higher
concentration than in the Priority Product relative to other chemicals in the Priority Product
other than the Chemical(s) of Concern.

(60) “Responsible entity” means any of the following:
(A)  The manufacturer of a consumer product.

(B)  The importer of a consumer product.

(C)  The retailer of a consumer product.

55(A) Manufacturer;
(B) ___Importer;
(C)  Assembler; or
(D) Retailer.

(61) “Retailer” means a person to whom a eensumerproductproduct that is subject to the
requirements of this chapter is delivered or sold for purposes of sale or distribution by thethat
person to a consumer.
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(5662)“Safer alternative” means an alternative that, in comparison with the-existing-Priority
Produet+educesavoids—or-eliminates-the-use-of-and/eranother product or product
manufacturing process, has reduced potential adverse impacts and/or potential exposures
te;associated with one or more Candidate Chemical(s), Chemical(s) of Concern, se-aste

reduce-adverse-public-health-and-environmenta-impactsand/or replacement chemicals,

whichever is/are applicable.

(5#63)“Sales outlet” means any place at which consumer products are sold, supplied, or
offered for sale directly to consumers in California.

(5864) “Sensitive subpopulations” means subgroups that comprise a meaningful portion of
the general population that are identifiable as being at greater risk of adverse health effects
when exposed to one or more chemicals that exhibit a hazard trait and/or toxicological
endpoint, including, but not limited to, infants, children, pregnant women, and elderly
individuals. “Sensitive subpopulations” also include petsensindividuals at greater risk of
adverse health effects when exposed to chemicals; because they are either individuals with a
history of serious illness or greater exposures to chemicals, or workers with greater exposures
to chemicals due to the nature of their occupation.

(5965) "Technically and-econemically-feasible-alternative” means an-alternative-product-or
A —Thethat the technical knowledge, equipment, materials, and other resources
avallable in the marketplace are expected to be sufficient to develop and |mplement the

alternative product or replacement chemical.

B | : , . . nificantivreduced.
{60

(66) '"Trade secret" means “Trade Seeretsecret” as defined in Civil Code section
3426.1(d).

(62£67) “Useful life” means the period of time during which a product can be used feritsas
intended-use, expressed in terms of a single use, number of applications, or days, months, or
years of use.

NOTE: Authority cited: Sections 25252, 25253, and 58012, Health and Safety Code.
Reference: Sections 25251, 25252, 25253, and 25257, Health and Safety Code, Section 1060,
Evidence Code, and Sections 3426 through 3426.11, inclusive, Civil Code.

8§ 69501.2. Duty to Comply and Consequences of Non-Compliance.
@) Duty to Comply.
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(2)(A) A manufacturer has the principal duty to comply with requirements applicable to a
responsible entity. In the event a manufacturer does not comply, it shall be the duty of the
importer, if any, to comply—A-—retaier if the Department provides notice to the importer under
subsection (c)(1). A retailer or assembler is required to comply with the requirements
applicable to a responsible entity only if the manufacturer and the importer have failed to
comply and the Department retifies-provides notice to the retailer or assembler of such non-
compliance by posting the information on the Failure to Comply List-urdersubsection

(B) __ Notwithstanding subparagraph (A), the provisions of sections 69505.2 and 69505.3
may only be fulfilled by the manufacturer.

(C)  The Department may not require any responsible entity other than the manufacturer
to comply with a requlatory response under sections 69506.6 through 69506.8. However, if
the manufacturer fails to comply and the Department provides notice under subparagraph (A),
the importer shall cease to place the product into the stream of commerce in California and
each retailer and assembler shall cease ordering the product, no later than ninety (90) days
after the Department has provided such notice.

(2) Except for the requirement to submit a notification under sections 69503.67,
69505.2, or 69503-769505.3, the requirements of this chapter applicable to a responsible entity
may be fulfilled by a consortium, trade association, public-private partnership, non-profit
organization, or other entity acting on behalf of, or in lieuthe stead of, the responsible entity.

(b) Manu#aetuFeFRetaller and meepte#Assembler Optlons

A retailer or %peﬁepe#assembler Who has recelved a p#eduetnotlce from the Department
under subsectlon (@)(1)(A) is not responS|bIe for complylng with the appheabl&reqw#emem&ef
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in the notice if:

(1)  The manufacturer or importer complies with the requirement specified in the
Department’s notice—erfulfills-the-requirements-of subsection-{b)-within-sixty-{60 within ninety
(90) days after the Department issues the notice; or

(2) The retailer or assembler complies with both of the following requirements:

(A)  The retailer_or assembler ceases ordering the product no later than ninety (90) days
after the Department has provided notice under subsection (a)(1)(A); and

(B)  No later than ninety (90) days after the Department has provided notice under
subsection (a)(1)(A), the retailer or assembler submits a Prierity-Product Cease Ordering
Notification te-netifyinforming the Department that #the retailer or assembler has ceased
ordering the product, and provides the following information to the Department:

1. The name of, and contact information for, the retailer_or assembler, whichever is
applicable;

2. The name of, and contact information for, the manufacturer(s) and importer;(s);

3. Identification and location of the retailer’s sales outlets where the product is sold,
supplied, or offered for sale in California;, if applicable;

4, The name of, and contact information for, the person immediately upstream from the
retailer or assembler, as applicable, in the supply chain for the product;

5. Information describing the product, ineludingand the brand name(s) and product
name(s) under which the retailerplaced-theretailer's or assembler’s product is placed into the

Department of Toxic Substances Control Page 20 of 109
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stream of commerce in California;-and, and, if the product is a component of one or more
assembled products, a description of the known product(s) in which the component is used;

66.  The length of time the retailer or assembler estimates will be needed to exhaust the
remaining inventory of the Priority Product; and

7. A statement certifying that the retailer_or assembler will not re-initiate ordering the
product unless and until information posted on the Department’s website indicates that the
non-compliance has been remedied.

(dc) Failure to Comply List.

(1)(A) If the Department determines that one or more requirements of this chapter have not
been complied with for a specific product, the Department shall issue a notice of non-
compliance to the manufacturer and the impertersimporter(s) for the product.

(B) A notice of non-compliance must include a description of the nature of the non-
compliance, the steps necessary to achieve compliance, and the Department’s intent to place
information concerning the determination of non-compliance on the Failure to Comply List on
its website-underparagraph(4)-.

(2) If the non-compliance has not been remedied to the satisfaction of the Department;
within forty-five (45) days after the issuance of the notice of hon-compliance, the Department
shall post information concerning the determination of non-compliance on the Failure to
Comply List on its website-underparagraph{4).. The Department shall post thethis

information on the Failure to Comply List not less-than-forty-five (45)-days-and-netlater than
nlnety (90) days after i |ssumg the notice of non- compllance—'Fhe—nen—eemplanee—ls—deemed—te

3) Paragraph (2) does not apply if there is_a pending dlspute under artlcle 7 concerning
the notice of non-compliance.

(4) The Department shall post and maintain on its website a Failure to Comply List that
includes alef-the following information for each product covered by a notice of non-
compliance:

(A) Information identifying and describing the product, iaeludingand the brand name(s)
and product name(s) under which the product is placed into the stream of commerce in
California,_and, if the product is a component of one or more assembled products, a
description of the known product(s) in which the component is used;

(B)  The requirement(s) of this chapter, and the applicable due date(s), that are the basis
for the notice of non-compliance;

(C) A statement placing retailers ef-theproductand, if applicable, assemblers on notice
under subsection (a)(1)(A) of the failure to comply by the manufacturer(s) and the-importer(s),
under-subseetion-{a}(H)-including identification of the requirement with which the retailer and, if
applicable, assembler shall comply and the timeframe for compliance, which wilishall be no
less than ninety (90) days after the notice is posted on the Department’s website;

(D)  The Chemical(s) of Concern and any other Candidate Chemical(s) known to the
Department to be present in the product;
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(E) The name of and, if known, the contact information for theany person(s) listed on the
product label as the manufacturer-and-the-persenif-anylisted-as-the, importer, or distributor;

(F)  The name of, and contact information for, any manufacturer or importer that has
been netifiednoticed by the Department, under paragraph (1);

(G) The name of, and contact information for, retailers eftheproeductand, if applicable,
assemblers known to the Department who have not fully complied with the requirements of
subsection (eb); and

(H)  The date the product is first listed on the Failure to Comply List.

(5)  The Department shall remove a product; and the associated information; from the
Failure to Comply List if the Department determines that the condition of non-compliance has
been fully remedied;-erthatthe-reguirements-of subsection{(b}{1)-have-been-fulfilled.

(6) The Department shall remove information concerning a retailer or an assembler from
the Failure to Comply List if the Department determines that the retailer or assembler has fully
complied with subsection (eb).

NOTE: Authority cited: Sections 25252, 25253, and 58012, Health and Safety Code.
Reference: Sections 25252 and 25253, Health and Safety Code.

§ 69501.3. Information Submission and Retention Requirements.

(@)  Signatures. All infermatiordocuments required to be submitted to the Department
by-aresponsible-entity-under thethis chapter must be signed by the responsible individual in
charge of preparing or overseeing the preparation of the information, and by the owner, or an
officer of the company, or an authorized representative.

(b) Format. All infermationdocuments submitted to the Department must be in English,
and must be generated and submitted in a manner and in an electronic format specified by the
Department.

submissions-of-information-claimed-to-constitute- trade-secrets(c)  Certification Statement.

All documents required to be submitted to the Department under this chapter must include the
following certification statement, signed by the owner or an officer of the entity submitting the
document, whose responsibilities include product development product safety, or related
responsibilities pertinent to the documentsh , and by the responsible
individual in charge of preparing, or overseeing the preparation of, the information:

“| certify-underpenalty-of-perury that this document and all attachments were prepared or
compiled under my direction or supervision to assure that qualified personnel properly
gathered and evaluated the information submitted. Based on my inquiry of the person(s)
directly responsible for gathering the information, the information submitted is, to the best of
my knowledge and belief, true, accurate, and complete. | am aware that submitting false
information or statements is a punishable-effenseviolation of law.”
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{&——(d) Due Dates. All provisions in this chapter requiring a document to be submitted to
the Department within a specified time frame means that the document must be postmarked or
submitted electronically by the end date of that time frame.

(e) Document Retention. A person who is subject to a requirement to obtain or prepare
information, but who is not required to submit the information to the Department or has not yet
been requested to submit the information to the Department, shall retain the information for a
period of three (3) years following the date the person was required to obtain or prepare the
information.

NOTE: Authority cited: Sections 25252, 25253, and 58012, Health and Safety Code.
Reference: Sections 25252 and 25253, Health and Safety Code.

8§ 69501.4. Chemical and Product Information.

@—(@)& Information Gathering.

(1) The Department shall seek to obtain and/or review information that it determines is
necessary to implement this chapter using one or more of the following approaches:

(2A) Obtain and/or review information in the public domain that is readily available in a
usable format, without a subscription or other charge;

(2B) Obtain and/or review information in the public domain that is readily available in a
usable format, with a subscription or other charge, to the extent resources are available to pay
the required costs;

(3C) Request a+esponsible-entityone or a-more product or chemical manufactureror
impertermanufacturers, importers, assemblers, and/or retailers to make existing information
available to the Department, in accordance with a schedule specified by the Department;
and/or

(4D) Request a+espensible-entityone or a-more product or chemical manufactureror
wmpertermanufacturers, importers, assemblers, and/or retailers to generate new information
and provide it to the Department, in accordance with a schedule specified by the Department.

(2) For purposes of this section, the terms “manufacturer”, “importer”, “assembler”, and
“retailer”, mean the manufacturer, importer, assembler, and retailer of any product or chemical,
not just thesepreducts-erchemicalssublecttotherequirementsoithisehapterPriority
Products or Candidate Chemicals, except for those products exempted from the definition of

“consumer product” specified in Health and Safety Code section 25251.
(b) Information Requests. The Department may request that information be made

available to it under this section by either or both of the following methods:

() Correspondence sent to an individual respensible-entity-er-chemicalmanufactureror
imperterperson electronically or by United States mail; and/or

(2) Information call-ins that, unless otherwise specified, apply to all respensible-entities
andlerall-chemical-manufacturers-and, importers, assemblers, and retailers, as applicable, of
a specific chemical or product or group of chemicals or products. The Department shall post
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information call-ins on its website, and provide notice to irdisdualspersons on the electronic
mailing list(s) established by the Department related to this chapter.

(cY) Response Status List.

(1)  The Department shall maintain and post on its website a Response Status List. The

Response Status List shall be used to provide notice that a respensible-entity-or-a-chemical
manufacturer-er-importer—ora-person, who has been requested to provide information to the

Department under this section, or someone acting on behalf of or in lieuthe stead of that
entityperson, has done one of the following:

(A)  Made the information requested under this section available to the Department
within the time specified by the Department;

(B) Failed to make the information requested under this section available to the
Department-within by the time-perieddue date specified by the Department; or

(C) Demonstrated to the Department’s satisfaction that it does not have and is unable to
produce the requested information.

(2)  The information posted on the Response Status List shall include identification of the
responsible-entity-or-the-chemical-manufactureroerimporterperson and the chemical or product
that is the subject of the request.

3) The Department shaII update mformatron on its website upon determining that the

person has

taken action to change its status under paragraph (1).

(d)  Safer Consumer Products Partner Recognition List. The Department shalimay
maintain and post on its website a Safer Consumer Products Partner Recognition List
identifying persons that have voluntarily provided the Department with information that
advances the quest for safer consumer products. Persons identified on this list shalimay
include, but are not limited to, persons that have done-ene-erbeth-of the following:

(1)  Voluntarily completed an alternativealternatives analysis on a consumer product that
has not been listed as a Priority Product; and/or

(2)  Voluntarily provided information that is helpful to the Department in implementing
this chapter.

NOTE: Authority cited: Sections 25252, 25253, and 58012, Health and Safety Code.
Reference: Sections 25252 and 25253, Health and Safety Code.

8§ 69501.5. Availability of Information on the Department’s Website.

(&) Website Postings Requiring Noticing. The Department shall post on its website, and
update as appropriate, all of the information and-decuments-listed below. The Department
shall also provide notice of the availability of these-decuments-andthe information, including
the availability of updates to the-deeuments-and information, to irdhddualspersons on the
electronic mailing list(s) that the Department establishes related to this chapter.

(1)  The Failure to Comply List-prepared-undersection-69501-2(d)-.

(2) Requests for information made under section 69501.4.
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3)(A) Exemption determinations made under section 69501(b)(3)(A) and the rationale

supporting those determinations; and
B Determinations made under section 69501(b)(3)(B) rescinding previously-made

exemption determinations and the rationale supporting those rescission determinations.

£3(4) Priority Product Work Plans, Pproposed and final Candidate Chemicals ef-Cenecern
and Priority Products lists and revisions to the lists, supporting rationale and documentation,
prepared-under-sections-69502.3-and-69503-4-copies of all written comments received during
the public comment periedperiods for the proposed listlists, and copies of-any written
responses the Department provides to the comments.

£5(5) Petitions designated as complete under section 69504(c), and notices of decision
and statements of basis prepared by the Department under section 69504.1(d).

£53(6) A list of due date extension requests approved for submission of AA Reports.

£3(7) AA Report notices of public review periods, notices of compliance, notices of
deficiency, notices of disapproval, and notices of ongoing review-issued-under-section
69505.6.

£A(8) Proposed and final regulatory response determination notices issued by the

Department-under-section-69505.-6{c)-and-article-6, copies of all written comments received

during the public comment period for a proposed reticeregulatory response determination, and

copies of-any written responses the Department provides to the comments.

£3(9) A list of regulatory response exemption requests submitted to the Department-urder
seetion-69506-11, and copies of all retifieationsnotices issued by the Department granting,
denying, or rescinding a regulatory response exemption.

£93(10) Copies of all disputes and Requests for Review filed with the Department under
article 7, and copies of all Department decisions, and notices of ongoing review, issued in
response to disputes and Requests for Review.

b)y——(b) Additional Website Postings. The Department shall also post on its website, and
update as appropriate, all of the following information-and-decuments:

(1) The Response Status List prepared under section 69501.4(c).

(2)  FheAny Safer Consumer Products Partner Recognition List prepared under section
69501.4(d).

(3) As the following information becomes available, the Department shall agdd-tte-the
Prierty-Productslist_posted the information on the Department’s website; for each product that
is a Priority Product, and maintain and update this information for as long as the Priority
Product continues to be placed into the stream of commerce in California:

(A)  Brand name(s) and product name(s) for the product, and, if the product is a
component of one or more assembled products, a description of the known product(s) in which
the component is used;
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(B)  Product manufacturer(s) and importers, except for those manufacturers erimperters
that have eemplied-with-the-reguirements-efsubmitted a timely and compliant Confirmation
Notification under section 6956169505.2(b);;

(C)  Other responsible entities for the product, except for the responsible entities that
have complied with the requirements of section 69501.2(eb);

(D) The identity of the person that-has-been-identified-as-being-the-person-thatwho will
fulfill the requirements of article 5, as reflected in the Priority Product Notification;

(E) The due dates for, and dates of receipt of, each Preliminaryapplicable AA Report
and Finaleach Alternate Process AA RepertWork Plan; and

(F) Lists of, and copies of, all of the following that have been submitted to the
Department for each product, including the date of receipt:

1. Priority Product Notifications;

2. Alternatives Analysis Threshold Exemption-Notifications, and reticesnotifications
submitted to the Department under subsections (c) and (d) of section 69563.669505.3, and
notices issued by the Department under section 69563-669505.3(e);

3—Priority-3. Chemical Removal Intent and Confirmation Notifications;

4. Product Removal Intent and Confirmation Notifications;-and-when-applicablethe
associated-Priority-;

5.  Product-Chemical Replacement Netifications;

4— Chemical-of ConcernRemovalintent and Confirmation Notifications; and

5—Prierity-6. Product Cease Ordering Notifications-_submitted to the Department under
section 69501.2(b)(2).

4) Guidance documents prepared by the Department under section 69505(a).

(5) AAs made available by the Department under section 69505(b).

(6)  Alist of all Preliminary-AA Reports,;FinalAA-Reports;-Abridged- AA-Reports; and
Alternate Process AA Work Plans, and AA Progress Reports that-have-been-submitted to the
Department under article 5, the executive summary for each document, the date of receipt,
and a full or redacted copy of each document, including both the originally submitted document
and the document approved by the Department, if different.

(7) Copies of all written public comments submitted to the Department under section

69505.8, and identification of those issues that the Department determines must be addressed
in an AA Report Addendum.

£A(8) A list; and copies; of all retificationsnotices issued by the Department; and all
documents submitted to the Department; under section 69506.65.

£83(9) Copies of, or links to, product stewardship plans, substitute end-of-life management
programs, exemptions from end-of-life management program requirements, and copies of
annual end-of-life management program reports.

£03(10) FheRequlatory response notifications submitted to the Department under
subsections (a) and (c) of section 69506.10, and the Regulatory Response Summary prepared
and updated bv the Department under sectlon 69506. }210(d)
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@1403(11) Findings of audits conducted by the Department under section
6950969508.

(c) Website Posting Date. All-decuments-and information posted on the Department’s
website under this chapter must include the date the document or information is first posted

and the date(s) of any revised postings.

NOTE: Authority cited: Sections 25252, 25253, and 58012, Health and Safety Code.
Reference: Sections 25252 and 25253, Health and Safety Code.

Article 2. Process for Identifying Candidate Chemicals-ef-Concernltdentification
Process

§ 69502. General.

&a——This article identifies Candidate Chemicals that can be considered under article 3 for
designation as a Chemical of Concern, and specifies the process by which the Department
may identify additional Candidate Chemicals-ef-Cencern-

by——._The Department may use, but is not limited to using, information obtained and/or
reviewed under section 69501.4 to perform its duties under this article.

NOTE: Authority cited: Sections 25252 and 58012, Health and Safety Code. Reference:
Section 25252, Health and Safety Code.

§ 69502.1. Applicability.

This article applies to all chemicals that exhibit a hazard trait and/or an environmental or
toxicological endpoint, and that are present in products that are placed into the stream of
commerce in California.

NOTE: Authority cited: Sections 25252, 25253, and 58012, Health and Safety Code.
Reference: Sections 25252 and 25257.1, Health and Safety Code.

§ 69502.2. Candidate Chemicals ef-Cencern-ldentification.

(@) ‘initialCandidate Chemicals efConcern-List. As of the effective date of these
regulations, a chemical is identified as a Candidate Chemical ef-Ceneern-if it exhibits a hazard
trait and/or an environmental or toxicological endpoint, and meets one or both of the following
criteria:

one or more of the lists specified below:
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(A)  Chemicals known to cause cancer and/or reproductive toxicity that are listed under
Health and Safety Code section 25249.8 of the California Safe Drinking Water and Toxic
Enforcement Act of 1986;

(B) CGategoeryChemicals classified by the European Commission as carcinogens,
mutagens, and/or reproductive toxicants Categories 1A and 1B chemicals identified in the
European-Unien-in Annex VI to Requlation (& pissienrEC ) 1272/2008-Annex
due4e—ea¥e+negemeﬁy—mp¥eduetn+e—tex+eﬂy—and¢epma%agen+eny

(C) Category-1Chemicals included as Category 1 endocrine disruptors by the European
Commission identified-inthe-in the candidate list of Substances of Very High Concern in
accordance with Article 59 of Requlatlon ( =

é%%en—h#@%%@&%%/—l@%@@) 1907/200

(D)  Chemicals for which a reference dose or reference concentration has been
developed based on neurotoxicity in the United States Environmental Protection Agency’s
Integrated Risk Information System;

(E) Chemicals that are identified as “carcinogenic to humans”, “likely to be carcinogenic
to humans”, or GreupGroups A, B1, or B2 carcinogens in the United States Environmental
Protection Agency’s Integrated Risk Information System;

(F) Chemicals that are identified as “known to be” or “reasonably anticipated to be” a
human carcinogen in the 12th Report on Carcinogens, United States Department of Health
and Human Services, Public Health Service, National Toxicology Program;

(G) __ Chemicals included as persistent, bioaccumulative and toxic, or very persistent and
very bioaccumulative by the European Commission in the candidate list of Substances of Very
High Concern in accordance with Article 59 of Requlation (& aalas
1907/2006;

(H) Chemicals that are identified as Persistent, Bioaccumulative, and Inherently Toxic to
the environment by the Canadian Environmental Protection Act Environmental Registry
Domestic Substances List;

(1) Chemicals classified by the European Commission as respiratory sensitizers
Category 1 in Annex VI to Requlation (Edrepean-CormmissionEC) 1272/2008;

J) Groups 1, 2A, and 2B carcinogens identified by the International Agency for
Research on Cancer;

(3K) Neurotoxicants that are identified in the Agency for Toxic Substances and Disease
Registry’s Toxic Substances Portal, Health Effects of Toxic Substances and Carcinogens,
Nervous System,;

(kL) Persistent Bioaccumulative and Toxic Priority Chemicals that are identified by the
United States Environmental Protection Agency’s National Waste Minimization Program;

(EM) Reproductive or developmental toxicants identified in Monographs on the Potential
Human Reproductive and Developmental Effects, National Toxicology Program, Office of
Health Assessment and Translation;

Department of Toxic Substances Control Page 28 of 109



© 00O ~NO Ol WDN P

A PR D OWWWWWWWWWWNDNDNDNDNMNDNMNNMNNMNNNREPERPPRPEPERPEPRPEPRELPR
NPFPOOO~NOUPMRWNPOOO~NOUUPMNWDNPEPOOOLONO OGPMWDNEDO

SAFER CONSUMER PRODUCTS Proposed Regulations, R-2011-02

(MN) United States Environmental Protection Agency’s Toxics Release Inventory
Persistent, Bioaccumulative and Toxic Chemicals that are subject to reporting under the
Emergency Planning and Community Right-to-Know Act section 313; and/or

(NO) Washington Department of Ecology’s Persistent, Bioaccumulative, Toxic Chemicals
identified in the Washington Administrative Code, title 173, chapter 173-333.

(2)  The chemical is one or more of the following types of chemicals:

(A)  Chemicals for which Notification Levels, as defined in Health and Safety Code
section 116455, have been established by the California Department of Public Health;

(B)  Chemicals for which primary Maximum Contaminant Levels have been established
and adopted under seetionssection 64431 or section 64444 of chapter 15 of Fitletitle 22 of the
California Code of Regulations;

© Chemlcals tha%a%e—w—pelhﬁams%hat—ma%eenmaﬁe%—epeause—an—merease—m

h&man—heal%h—and—are—ldentlﬁed as Toxic Alr Contamlnants under sections 93000 and 93001
of Fitletitle 17 of the California Code of Regulations;

(D) Chemicals that are identified as priority texie-pollutants in-the California Water
Quiality Control Plans under section 303(c) of the federal Clean Water Act and in section
131.38 of Ftetitle 40 of the Code of Federal Requlations, or identified as pollutants by
California or the United States Environmental Protection Agency for one or more water bodies
in California putsyantteunder section 303(d) of the federal Clean Water Act and section 130.7
of title 40 of the Code of Federal Regulations;

(E) Chemicals that are identified with non-cancer endpoints and listed with an inhalation
or oral Reference Exposure Level by the California Office of Environmental Health Hazard
Assessment under Health and Safety Code section 44360(b)(2);

(F)  Priority Chemicals that are identified under the California Environmental
Contaminant Biomonitoring Program;

(G) Chemicals that are identified on the Centers for Disease Control and Prevention’s
Fourth National Report on Human Exposure to Environmental Chemicals and Updated Tables;
and/or

(H)  Chemicals that are identified on Part A of the list of Chemicals for Priority Action,
Oslo and Paris Conventions for the Protection of the Marine Environment of the North-East
Atlantic.

(b)  Additions to the Candidate Chemicals efCencern-List. In addition to the chemicals
identified as Candidate Chemicals ef-Cencern-under subsection (a), the Department may
identify as Candidate Chemicals those chemicals-which_that exhibit one or more hazard traits
and/or environmental or toxicological endpoints;-as-Chemicals-of-Coneern by considering the
following factors for which reliable information is available:

(1)  Adverse Impacts.

(A)  The ability-ofthe-Department shall evaluate the potential for the chemical to
contribute to or cause adverse public-health-andforenvirenmental-impacts, considering reliable
informationrelevanttoone or more of the following factors:

1. The chemical’'s hazard trait(s) and/or environmental or toxicological endpoint(s);
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2. The chemical's aggregate effects;

3. The chemical’'s cumulative effects with other chemicals with the same or similar
hazard trait(s) and/or environmental or toxicological endpoint(s);

4. The chemical’'s physical-chemical-hazards;

5— The-chemieals-physicochemical properties;

65. The chemical’s environmental fate;

#6. The human populations, and/or aquatic, avian, or terrestrial animal or plant
organisms that-weuld-be-adversely-impacted:—andfor which the Candidate Chemical(s)
has/have the potential to contribute to or cause adverse impacts; and/or

87. The ehemicals-abilitypotential for the chemical to degrade, form reaction products,
or metabolize into another Candidate Chemical-efCencern or a chemical that exhibits one or
more hazard traits and/or environmental or toxicological endpoints.

(B) Based-onreliable-information;-theThe Department shall give special consideration to
the ability-efpotential for the chemical to contribute to or cause adverse impacts for-the

following:

1. Sensitive subpopulations;

2. Environmentally sensitive habitats;

3. Endangered and threatened species;-and listed by the California Department of Fish
and Wildlife; and

4. Environments in California that have been designated as impaired by a California

State or federal regulatory agency.

(C) Based-onreliable-information;-theThe Department shall also give special
consideration to the ability-efpotential for the chemical to contribute to or cause widespread
adverse public-health-andfimpacts.

(D)  The Department may also evaluate and consider, based on reliable information,
structurally or envirenmentabimpactsmechanistically similar chemicals for which there is a
known toxicity profile.

(2)  Exposures. The Department shall consider_potential exposures to the chemical,
consideringreliablebased on both of the following:

(A)  Reliable information regarding potential exposures to the chemical; and-+reliable

(B) _ Reliable information demonstrating the occurrence, or potential occurrence, of
exposures to the chemical.

3 Availability of Information. The Department shall consider the extent and quality of

information that is available to substantiate the existence or absence of potential adverse

impacts and potential exposures. In evaluating the quality of the available information, the
Department shall consider, as applicable, the factors specified in section 69503.2(b)(1)(C).
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NOTE: Authority cited: Sections 25252 and 58012, Health and Safety Code. Reference:
Sections 25252 and 25257.1, Health and Safety Code.

§ 69502.3. Candidate Chemicals ef-Cencern-List.

€) Informational List. The Department shall post an informational list of the chemicals
identified as Candidate Chemicals-ef-Ceneerrt under section 69502.2(a) on the Department’s
website within thirty (30) days after the effective date of these regulations. The Department
shall periodically update the list to reflect changes to the underlying lists and sources from
which it is drawn, using the procedures specified in subsections (c) and (d).

(b) Revisions to the List. The Department may make additions to, or deletions from, the
Candidate Chemicals-ef-Cencern list using the factors specified in section 69502.2(b) and the
procedures specified in subsections (c) and (d).

(©) Public Notice of Proposed List Revisions. The Department shall make proposed
revisions to the Candidate Chemicals-ef-Ceneern list available on its website for public review
and comment, along with supporting documentation, including the Department's rationale and
a bibliography of the supporting information and information sources, prior to finalizing the
revisions to the Candidate Chemicals ef-Ceneern-list. The Department shall hold one or more
public workshop(s) to provide an opportunity for-eral comment on the proposed revisions to the
list. The Department shall send to irdidduaalspersons on the electronic mailing list(s) that the
Department establishes related to this chapter, and post on its website, a notice regarding the
availability of the proposed revisions to the list and supporting documentation. The notice
must include-all-ef-the-following:

(1) The last day for the public to submit written comments on the proposed revisions to
the Candidate Chemicals ef-Cenecern-list. The last day for submission of public comments
shall be no sooner than forty-five (45) days from the date the notice of availability of the
proposed revisions_is posted on the Department’s website or the date the notice is sent to
indhddualspersons on the electronic mailing list(s) that the Department establishes related to
this chapter, and-pested-enwhichever is the Bepartment's-website:|later date.

(2)  The method(s) for submitting comments to the Department;-and-.

(3) The date, time, and location of the public workshop(s).

(d)  Website Posting of Final List Revisions. The Department shall post the final
revisions to the Candidate Chemicals-efCeneern list on its website after review of public
comments. The Department may respond to some or all public comments received.

NOTE: Authority cited: Sections 25252 and 58012, Health and Safety Code. Reference:
Sections 25252 and 25257, Health and Safety Code.
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Article 3. Chemicals-ef ConcernProcess for Identifying and GensumerPrioritizing
Product-PrieritizationProcess-Chemical Combinations

§ 69503. General.

a——This article specifies the process by which the Department shall evatuateidentify and
prioritize products containing Candidate Chemicals-ef-Cencern-

b)}——._The Department may use, but is not limited to using, information obtained and/or
reviewed under section 69501.4 to perform its duties under this article.

NOTE: Authority cited: Sections 25252, 25253, and 58012, Health and Safety Code.
Reference: Sections 25252 and 25253, Health and Safety Code.

§ 69503.1. Applicability.

Except as provided otherwise in section 69501(b), this article applies to all products that
contain one or more Candidate Chemicals-ef-Cencern; and that are placed into the stream of
commerce in California.

NOTE: Authority cited: Sections 25252, 25253, and 58012, Health and Safety Code.
Reference: Sections 25251, 25252, 25253, and 25257.1, Health and Safety Code.

§ 69503.2. PrierityPreducts-Product-Chemical Identification and Prioritization
Factors.

(@) ProductKey Prioritization Faetoers:Principles. Any product-chemical combination
identified and listed as a Priority Product must meet both of the following criteria:

(1) There must be potential public and/or aquatic, avian, or terrestrial animal or plant
organism exposure to the Candidate Chemical(s) in the product; and

(2) There must be the potential for one or more exposures to contribute to or cause
significant or widespread adverse impacts.

(b) Identification and Prioritization Process. The Department may evatyate
preduetsidentify and list as a Priority Product one or more product-chemical combinations that
it determines to be of high priority. The Department’s decision to identify and list a product-
chemical combination as a Priority Product shall be based on an evaluation of the product-
chemical combination to determine theits associated potential adverse impacts-and, potential
exposures-associated-with-the-produet, and potential adverse waste and end-of-life effects by
considering the factors listeddescribed in paragraphs (1) threugh-{3and (2) for which
|nformat|on IS easonably avallable Based—en—tms—e#aluauen—th(-}The Department may identify

te—be—ef—h@h—pnemy—addltlonallv, in its dlscretlon conS|der paraqraph (3).

(2)(A) Adverse Impacts and Exposures. The Department shall eensiderbegin the adverse

public-health-and-envirenmental-product-chemical combination evaluation process by
evaluating the potential adverse impacts posed by the Candidate Chemical(s) ef-Cencern-in
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athe product due to potential exposures during the life cycle of the product. The Department’s
evaluation of potential adverse impacts and potential exposures must-considerbeth-of-the
tellowing:

1—The-abilityshall include consideration of one or more of the Chemical{s)-of Concern
infactors listed in section 69503.3(a) and one or more of the factors listed in section
69503.3(b). The listing of a product-chemical combination as a Priority Product shall be based
on one or more of the factors listed in section 69503.3(a) and one or more of the factors listed
in section 69503.3(b), in addition to the other factors specified in this section.

(B) ___Adverse Waste and End-of-Life Effects. The Department may also consider product
uses, or discharges or disposals, in any manner that have the potential to contribute to or
cause adverse public-health-and/orenvironmentalimpacts.—consideringreliablewaste and end-
of-life effects associated with the Candidate Chemical(s) in the product.

(C) __ Availability of Information. The Department shall consider the extent and gquality of
information relevantto-the-following-factors:that is available to substantiate the existence or
absence of potential adverse impacts, potential exposures, and potential adverse waste and
end-of-life effects. In evaluating the quality of the available information the Department shall
consider, as applicable:

1. The level of rigor attendant to the generation of the information, including, when
relevant, the use of quality controls;

2. The degree to which the information has been independently reviewed by qualified
disinterested parties;

3. The degree to which the information has been independently confirmed,
corroborated, or replicated;

4, The credentials and education and experience gualifications of the person(s) who

prepared and/or reviewed the information; and
S. The degree to which the information is relevant for the purpose for which it is being

considered by the Department.
a—Fhe-Chemical{s)}-of Concerm's(2) Other Requlatory Programs. The Department

shall next consider the scope of other California State and federal laws and applicable treaties
or_international agreements with the force of domestic law under which the product or the
Candidate Chemical(s) in the product is/are requlated and the extent to which these other
requlatory requirements address, and provide adequate protections with respect to the same
potential adverse impacts and potential exposure pathways, and adverse waste and end-of-life
effects, that are under consideration as a basis for the product-chemical combination being
listed as a Priority Product. If a product is regulated by another entity with respect to the same
potential adverse impacts and potential exposure pathways, and potential adverse waste and
end-of-life effects, the Department may list such a product-chemical combination as a Priority
Product only if it determines that the listing would meaningfully enhance protection of public
health and/or the environment with respect to the potential adverse impacts, areier=exposure
pathways, and/or adverse waste and end-of-life effects that are the basis for the listing.
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(3) Safer Alternatives. When deciding whether to list a product-chemical combination
as a Priority Product, the Department may also consider whether there is a readily available
safer alternative that is functionally acceptable, technically feasible, and economically feasible.

NOTE: Authority cited: Sections 25252, 25253, and 58012, Health and Safety Code.
Reference: Sections 25252, 25253, and 25257.1, Health and Safety Code.

8 69503.3. Adverse Impact and Exposure Factors.

(@) Adverse Impacts.

(1) In_evaluating a product-chemical combination for possible listing as a Priority
Product, the Department shall evaluate the potential for the Candidate Chemical(s) to
contribute to or cause adverse impacts, by considering one or more of the following factors for
which information is reasonably available:

(A)  The Candidate Chemical(s)’ hazard trait(s) and/or environmental ardor toxicological
endpoint(s);

b.(B) The Candidate Chemical(s)-ef-Cenecern’s’ aggregate effects;

&(C) The Candidate Chemical(s)-ef-Cenecern’s’ cumulative effects with other chemicals
with the same or similar hazard trait(s) and/or environmental or toxicological endpoint(s);

&-(D) The Candidate Chemical(s)-efCencern’'sphysical-chemical-hazards;

e——The-Chemical(s)}-of Concern’s’ physicochemical properties;
£(E) The Candidate Chemical(s)-ef-Cencera’s’ environmental fate;

¢-(F) The human populations, and/or aquatic, avian, or terrestrial animal or plant
organisms for which the Candidate Chemical(s) ef-Ceneera-has/have the abilitypotential to
contribute to or cause adverse impacts; and/or

h.(G) The potential for the Candidate Chemical(s) ef-Cencern’s-ability-to degrade, form
reaction products, or metabolize into another Candidate Chemical-ef-Cencern or a chemical
that exhibits one or more hazard traits and/or environmental or toxicological endpoints.

(2—Based-enreliable-informationthe-) The Department shall give special
consideration to the ability-efpotential for the Candidate Chemical(s) efCencern-in the product
to contribute to or cause adverse impacts for-the-fellowing:

a(A) Sensitive subpopulations;

b:(B) Environmentally sensitive habitats;

&(C) Endangered and threatened species listed by the California Department of Fish and
GameWildlife; and

&-(D) Environments in California that have been designated as impaired by a California
State or federal regulatory agency.

(3—Based) The Department may also evaluate and consider, based on reliable

mformatlon the Depaﬁmeni—sh&”alse—gae—saeeakeen&demﬂen%#re—ab#ﬁy—eﬁhe

adverse publie
hea#h—and#epenw%enmenml-lmpacts assomated Wlth structurallv or mechanistically similar

chemicals for which there is a known toxicity profile.
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(Bb) Exposures. Expesures-In evaluating a product-chemical combination for possible
listing as a Priority Product, the Department shall evaluate the potential for public and/or
aguatic, avian, or terrestrial animal or plant organism exposure(s) to the Candidate
Chemical(s) et-Ceneern-in the product, by considering_one or more of the following factors for
which information is reasonably available:

(1) Market presence infermation-forof the product, including-al-ef-the-following:

a(A) Statewide sales by volume;

b.(B) Statewide sales by number of units; and/or

&(C) Intended product use(s), and types and age groups of targeted customer base(s).

(2—Reliable-informationregarding-public-and/) The occurrence, or aguatic;avian,-or
terrestrial-animal-or-plant-erganism-potential occurrence, of exposures to the Candidate
Chemical(s) ef-Ceneern-in the product-and-reliable-information-demenstrating-the-ocedrrence
ofexposures-to-the-Chemical{s)- o Concernin-the-product.,

(3—Information-concerning-the) The household and workplace presence of the
product, and other products containing the same Candidate Chemical(s) ef-Ceneern-that is/are

the basis for considering the listing of the product-chemical combination as a Priority Product;

(4—Pubheand¢epaqaam—awan—epte#esmaka¥mmkeppla%e@amsm) Potential
exposures to the Candidate Chemical(s) ef-Ceneern-in the product during the product’s life

cycle, considering:
a(A) Manufacturing, use, storage, transportation, waste, and end-of-life management
practices and the locations of these practices;

i(B) _ Whether the product is manufactured or stored in, or transported through, California
solely for use outside of California;

(C) ___ Whether the product is placed into the stream of commerce in California solely for
the manufacture of one or more of the products exempted from the definition of “consumer
product” specified in Health and Safety Code section 25251;

(D) ___The following types of uses:

1. Household and recreational use;

H#2.  Sensitive subpopulation potential use of, or exposure to, the product-atlecations
frequented by members of sensitive subpopulations; and/or

#3.  Workers, customers, clients, and members of the general public who use, or
otherwise come in contact with, the product or releases from the product in the-heme;
workplaeehomes, schools, workplaces, or other locations;

e(E) Frequency, extent, level, and duration of potential exposure for each use scenario
and end-of-life scenario;

e&(F) Containment of the Candidate Chemical(s) efCencern-within the product, including
potential accessibility to the Candidate Chemical(s) during the useful life of the product and the
potential for releases of the Candidate Chemical(s) during the useful life and at the end-of-life;
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e:(G) Engineering and administrative controls;-and that reduce exposure concerns
associated with the product; and/or

£(H) The ability-ofpotential for the Candidate Chemical(s)-ef-Cenecern or its/their
degradation products to be released into, migrate from, or distribute across environmental
media, and the ability-efpotential for the Candidate Chemical(s)-ef-Cenecern or its/their

degradation products to accumulate and persist in biological and/or environmental
compartments or systems.

NOTE: Authority cited: Sections 25252, 25253, and 58012, Health and Safety Code.
Reference: Sections 25252, 25253, and 25257.1, Health and Safety Code.
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8 69503.4. Priority Product Work Plan.

©(a) Initial Work Plan. Within one (1) year after the effective date of these regulations,
No-later-thanJanuary-1,2014-the Department shall issue a Priority Product Work Plan that,
except as provided in section 69503.6, identifies and describes the product categories that the
Department will evaluate to identify preduetsproduct-chemical combinations to be added to the
Priority Products list during the nrextthree (3) years- following the issuance of the work plan.
The work plan must include a general explanation of the decision to select the identified
product categories for evaluation during the life of the work plan.

o I g I . 4
22— (b) Subsequent Work Plans. Subsequent work plans shall be issued by the

Department no later than one (1) year before the three-year expiration date of the current work
plan, and shall become effective upon expiration of the current work plan.

3)>——(c) Revisions to Work Plans. The Department may revise an adopted work plan to
include one or more additional product categories if necessitated by either of the following:

(1) The Department is legally required to take action on a particular chemical or product,
or both, prior to the expiration of the work plan; and/or
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(2) The Department grants a petition under section 69504.1.

(d) Public Input. Prior to issuing each work plan, the Department shall hold one or more
public workshop(s) to provide an opportunity for eralkcomment.

(4——=e) Public Notice. The Department shall send to #diddualspersons on the electronic
mailing list(s) that the Department establishes related to this chapter, and post on its website, a
notice of the availability of each work plan; and each revised work plan.

NOTE: Authority cited: Sections 25252, 25253, and 58012, Health and Safety Code.
Reference: Sections 25252, 25253, and 25257.1, Health and Safety Code.

§ 69503.45. Priority Products List.

(a))__Listing Process.

(1)  The Department shall use the procedures specified in this section and the
factorsidentification and prioritization criteria and process specified in sections 69503.2 and
69503.3 to identify and list preduetsproduct-chemical combinations as Priority Products.

2——(2) The Priority Products list shall be established and updated through rulemaking
pursyanttounder the Administrative Procedure Act (commencing with Government Code
section 11340). Except as provided in section 69503.6, the Department shall hold one or more
public workshop(s) to provide an opportunity for comment on candidate product-chemical
combinations prior to issuing a proposed Priority Products list.

(b) List Contents. The Department shall specify in the proposed and final Priority
Products lists the following for each listed product-chemical combination:

A} —The-Chemical(s)-of Concernand-the-hazard-trait{s)-(1)(A) A description of the
product-chemical combination that is sufficient for a responsible entity to determine whether
one or more of its products is a Priority Product.

(B) _If the product-chemical combination is a component of one or more assembled
products, a description of the known assembled product(s) in which the component is used
shall be included.

(2)(A) The Candidate Chemical(s) that is/are the basis for the product being listed as a

Priority Product_and the hazard traits and/or environmental or toxicological endpoints known to
be associated with those chemicals.
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mmum—f-eeusef—the(B) For purposes of this chapter, a Candidate Chemlcal that is the

basis for a product-chemical combination being listed as a Priority Product, as specified under
paragraph (2)(A), is designated as a Chemical of Concern for that product. All references in
this chapter to the Chemical(s) of Concern in an alternative product that is under consideration
or is selected to replace a Priority Product mean the chemical(s) that is/are the Chemical(s) of
Concern for that Priority Product.

(3) The due date for submission of the Preliminary AA Report required under article 5.
The due date for the Preliminary AA—Fereach- Report shall be 180 days after the date the
product is listed highhyon the final Priority Products list, unless the Department specifies
otherwise in the Priority Products list.

(c) Alternatives Analysis Threshold. The Department may, for one or more product-
chemical combinations, specify in the proposed and/or final Priority Products list an
Alternatives Analysis Threshold concentration for any Chemical of Concern that is an

intentionally added ingredient. The Department may also specify an Alternatives Analysis
Threshold concentration greater than the applicable PQL for any Chemical of Concern that is a

contaminant.
£6¥(d) Complex Durable Products.
(1) For a complex durable product, the Department shall-speeify-nremay not list as

Priority Products more than ten (10) components andferhomogenous-materialspercontained
in that product everyin a three{(3)yyears-year period.

3.(2) For purposes of subparagraph-2-—highlyparagraph (1), “complex durable product”
means a product that meets allef-the following criteria:

a&(A) The product is assembled from 100 or more manufactured components;

b-(B) Manufacturers of the product routinely prepare information intended to be provided
to consumers that indicates that the product has a useful life, or an average useful life, of five
(5) or more years; and

&(C) The product is typically not consumed, destroyed, or discarded after a single use.

4. Subparagraph 2.(3) Paragraph (1) does not apply to either of the following types
of products:

a(A) Products designed or intended primarily for children twelve (12) years of age or
younger; as determined by information made available to consumers or as determined by
whether the product is commonly recognized by consumers as being primarily intended for use
by a child twelve (12) years of age or younger; or

b-(B) Products intended to be worn or placed on the human body;-dispersed-as-an-aeroseol

orvapor—oerapphed,
£eh(e) Revisions to hard—su#aees—w&h—the #ke#heed—ef—mneﬁ—er—velaﬂh—z—aﬂen—
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&——~Priority Products List. The Department shall review and revise, as appropriate, the

Priority Products list at least once every three (3) years; using the procedures specified in this
section.
f——=eXh) Priority Product Notifications to the Department. EaghAs specified in

section 69503.7(a), the responsible entity for a product-chemical combination listed on the
Priority Products list shall provide te-the-Bepartment-one-ofa Priority Product Notification to the
fellowing-netificationsDepartment within sixty (60) days after the product-chemical combination
is listed as a Priority Product, or sixty (60) days after the product-chemical combination is first
placed into the stream of commerce in California, whichever is later:
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(3)—Priority Product-Notification-as-speeified, unless the Department specifies a later
due date in seetion-69503-+;

2 | . hysic Threshold . fication, fiad i :

3)——the Priority Product-Remeoval-Netification-and,—#Products list. If applicable, a-Prierity
ProductReplacement-Neotification—as-specifiedthe responsible entity may concurrently submit
a notification under section 69505.2 or section 69505.3, or such notification may be submitted
at a later date as prowded in section 6959%69505 2€b} or sectlon 69505 3

NOTE: Authority cited: Sections 25252, 25253, and 58012, Health and Safety Code.
Reference: Sections 25252 and 25253, Health and Safety Code.

§ 69503.5. Alternatives Analysis Threshold Exemption6. Initial Priority Products
List.

& —Aresponsible-entity-is-exemptfrom-The following provisions apply only to the
reguirementsinitial list of article-5-with-respect-to-Priority Products:

(a) Scope of Candidate Chemicals. In the initial list of Priority Products, the Department
may list a product thatis-listed-as a Priority Product and-thatmeets-the-only if one or more
Candidate Chemical(s) that is/are the basis for listing the product meet one or more of the

criteria feran-akernatives-analysis-threshold-exemption-specified in subsection (b)if-ene-of
the responsible entities for the product submits a complete and timely Alternatives Analysis
Threshold Exemption Notification to the Department under )(1) of section 69503.6, unless
69502.2 and one or more of the criteria specified in subsection (é)-er{ea)(2) of section
69503-669502.2. This subsection also applies—_to any revisions to Priority Products list

adopted prior to January 1, 2016.
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(b) Size of the List. The initial final list of Priority Products shall include no more than

five (5) Priority Products. The list may identify more than one Chemical of Concern for each
listed product.

(c) Initial Proposed Priority Products List. The Department shall make the initial
proposed list of Priority Products available for public review and comment under section
69503.5 no later than 180 days after the effective date of these regulations.

(d) Procedural Exceptions.

(D Priority Product Work Plan. Section 69503.4 does not apply to the adoption of the
initial list of Priority Products.

(2) Workshops. The provisions of section 69503.5(a)(2) requiring the Department to
hold one or more public workshop(s) prior to issuing the proposed Priority Products list do not
apply to the initial list of Priority Products.

NOTE: Authority cited: Sections 25252, 25253, and 58012, Health and Safety Code.
Reference: Sections 25252 and 25253, Health and Safety Code.

§ 69503.7. Priority Product Notifications.

€)) Notifications to the Department. Within sixty (60) days after a product-chemical
combination is listed as a Priority Product, unless the Department specifies a later due date in
the Priority Products list, eashthe responsible entity for sueh-a Priority Product shall notify the
Department that its product chemlcal comblnatlon isa Prlorlty Product—unless—the—respen&lele

threugh%g){% For a Prlorlty Product that is first manufactured or flrst placed into the stream
of commerce in California after the date of the preduetis-tisted-as-a-Priority Product listing, the
responsible entity shall provide the Priority Product-eran-alternate;netification Notification
within sixty (60) days after the product is first placed into the stream of commerce in California.
The notification must include-all-efthe-fellowing:

(1) The responsible entity’s name and contact information, and a statement indicating
whether the responsible entity is the product manufacturer, importer, assembler, or retailer;

(2)  The type, brand name(s);) and product name(s) of the Priority Product, and, if

apphcableinformation-specifically-identifying-thethe product is a component{s}and/ of one or
more assembled products, a description of the hemegeneous-material{s)and-tsitheir
asseociatedknown product(s) in which the component{s)}-identified-undersection

69503 4{a}(2}{B)and is used;

3) If applicable, the name of, and contact information for, the person that will be
complying with the requirements of article 5 on behalf of or in liedthe stead of the responsible
entity-; and

(b4) If the-Department-determinesapplicable, an indication that a notification is being
submitted under section 69505.2 or section 69505.3 concurrently with the Priority Product
Notification, or will be submitted later as provided in section 69505.2 or section 69505.3.
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(b) Non-Compliance. A responsible entity is not in compliance with subsection (a) if the
netice-responsible entity fails to fully and timely meet the requirements specified in subsection

NOTE: Authority cited: Sections 25252, 25253, and 58012, Health and Safety Code.
Reference: Sections 25252 and 25253, Health and Safety Code.

Article 4. Petition Process for Identification and Prioritization of Chemicals and
Products

8§ 69504. Applicability and Petition Contents.

€)) Petition Process. Except as provided in subsection (b), a person may petition the
Department to add to or remove from the Candidate Chemicals ef-Ceneern-list one or more
chemicals, or to add to or remove from the lists specified in section 69502.2(a) the entirety of

an existing chemicals list-to-the-lists-specified-in-section-69502.2(a).. A person may also

petition the Department to add to or remove from the Priority Products list a product,—eHe

FlFeduet— chemlcal comblnatlon A petltlon must mclude—au—et—the—f-euewrng

(1) The name of, and contact information for, both of the following-persens:

(A)  The petitioner; and

(B) The person responsible for the petition contents-efthepetition, if different from the
petitioner, and the affiliation of this person with the petitioner;

(2) A description of the chemical and/or product-chemical combination that is the
subject of the petition;

(3) A description of the uses and-applications-of the chemical and/or product-chemical
combination;

(4)  The basis for the petition, including an analysis of the seientific-basis for the
existence or absence of potential adverse public-healthimpacts, potential exposures, and/or
environmentalimpaectspotential adverse waste and end-of-life effects associated with the
chemical and/or product-erfor-the-establishmentorrevision-of-an-alternatives-analysis
thresheld:-chemical combination;

(5)—Reliable-information____Information supporting the petition; and

(6)  The identity of any known manufacturers and importers of the chemical or product-
chemical combination.

{b(b) Limitations on Petitions.

(1) A person may not petition the Department to delist any chemical identified as a
Candidate Chemical ef-CGeneern-under section 69502.2(a), unless that chemical is no longer
listed on any of the lists identifiedspecified in section 69502.2(a).

(2) A person may not petition the Department to remove an entire chemicals list from
the lists specified in section 69502.2(a) until three (3) years after the effective date of these

requlations.
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(3) A person may not petition the Department to remove a product-chemical
combination from the Priority Products list until three (3) years after the date the product-
chemical combination was placed on the Priority Products list.

(c) Completeness Review. Within sixty (60) days after receiving a petition, the
Department shall review the petition and shall designate the petition complete if it contains all
of the items specified in subsection (a). If the Department determines that a petition is
incomplete, the Department shall netifyprovide notice to the petitioner of this determination and
shall specify the basis for the determination. If the Department determines that a petition is
complete, the Department shall retifyprovide notice to the petitioner that it will conduct a merits
review to determine whether to grant or deny the petition.

NOTE: Authority cited: Sections 25252, 25253, and 58012, Health and Safety Code.
Reference: Sections 25252 and 25253, Health and Safety Code.

§ 69504.1. Merits Review of Petitions.

@) Process and Timing. The Department shall determine whether to grant or deny a
complete-petition in accordance with the criteria and processes specified in articlesarticle 2
and/or article 3, as applicable. The Department shall make its determination no later than the
next regular update of the Candidate Chemicals ef-Ceneernlist or Priority Products list, as
applicable. The Department shall give high priority to respending-tereviewing petitions by
federal and other California State agencies that relate to the petitioning agency’s statutory
and/or regulatory authorities.

(b)  Substantive Review. The Department’s merits review of each complete petition
shall, to the extent applicable, be based on:

(1)  The comprehensiveness of the information submitted that pertains to the factors
specified in seetiohssection 69502.2(b) and/or section 69503.2;-as-applicable;.

(2)  The quality of the information submitted;-and.

(3)  The availability of information, other than that submitted with the petition, that
supports the petitioner’s claims that:

(A)  The chemical exhibitsdoes or does not exhibit one or more hazard traits and/or
environmental or toxicological endpoints; and

(B)  An evaluation of the chemical and/or the product, based on the factors specified in
sectionssection 69502.2(b) and/or_section 69503.2, as applicable, indicatesdoes or does not
indicate potential adverse public-health-and/forenvironmentalimpacts_and potential exposures,
and, if applicable, adverse waste and end-of-life effects.

(4) For a petition to remove a chemical from the Candidate Chemicals list, whether the
chemical has changed status on any source list(s) that led to its inclusion on the Candidate
Chemicals list.

(5) For a petition to remove an entire existing chemicals list from the lists specified in
section 69502.2(a), whether the entity responsible for the underlying list still conducts its
scientific assessments of chemicals in a manner that is substantially equivalent to, or as
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rigorous as, the manner in which it conducted its scientific assessments at the time of the initial
adoption of these requlations.

(c) Supplemental Information Requests. The Department may request that the
petitioner provide, within a specified timeframe, additional information to assist the merits
review, within a timeframe specified by the Department.

(d) Notice of Decision. After completing the merits review, the Department shall:

—Prepare provide a notice ofto the petitioner of its decision to grant or deny the
petition-and- that includes a statement explaining the basis for the decision-and

2 6, o ”  the decision,

NOTE: Authority cited: Sections 25252, 25253, and 58012, Health and Safety Code.
Reference: Sections 25252 and 25253, Health and Safety Code.

Article 5.  Alternatives Analysis

8 69505. Guidance Materials.

@) Guidance Materials. Before finalizing the initial list of Priority Products-under-section
69503-4, the Department shall make available on its website guidance materials to assist
persons in performing AAs ir-aeserdanseunder with this article. The Department shall
periodically revise and update the guidance materials.

(b)  Sample Alternatives Analyses. The Department shall also post on its website

examples of AAs that the-Departmentis-aware-ofand-that-are available in the public domain

at no cost-and-are-supported-byreliable-irformation.. The posting must indicate, for each AA,
the name of the person or entity that prepared the AA.

NOTE: Authority cited: Sections 25253 and 58012, Health and Safety Code. Reference:
Sections 25252 and 25253, Health and Safety Code.

§ 69505.1. Alternatlves AnaIyS|s General Provisions.
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2(a) _Applicability. This article does not apply to a product for which the notification

requirements of section 69505.2 or section 69505.3 have been fully and timely met.

(b)  AA Requirements.

1) Except as otherwise provided in subsection (a) above and subsections (b), (f;c) and
(g)andd) of section 69505.2(b)and-{ec)4, a responsible entity fera-product-thatcontains-one
or-more-Chemicals-of Concern—thatis/are-the-basis-for inclusion-of the-producton-thea Priority
Productdist; shall conduct an AA for the Priority Product; and shall comply with all applicable
requirements of this article.

(32) A responsible entity subject to the requirements of paragraph (21) shall prepare,
sign, and submit to the Department AA Reports;-meeting-therequirements-of section-69505.5;
as follows:

(A)  Except as provided in subsection (d){1);-thec), a responsible entity shall submit the
Preliminary AA Report_to the Department no later than 180 days after the date the product is
listed on the final Priority Products list posted on the Department’s website, unless the
Department specifies a different due date forthe-preductin the Priority Products list-under
section 69503.4(a)(2)(C)..

(B) Except as provided in subsection (6)}1)-thec), a responsible entity shall submit the
Final AA Report no later than twelve (12) months after the date the Department issues a notice
of compliance for the Preliminary AA Report, unless the responsible entity requests;-under

section-69505-5(k}{1); and the Department approves;-urdersection-69505-6(a)(3),atonger
period-ef-time_an extended due date.

(C)  For a product that is first placed into the stream of commerce in California after the
date the product is listed on the Priority Products list, the due date for the Preliminary AA
Report shall be 180 days after the product is first placed into the stream of commerce in
California, unless the Department specifies a different due date in the Priority Products list.

&{(3) The requirements of this article applicable to a responsible entity may be fulfilled
entirely or in part by the responsible entity, and/or entirely or in part by a person acting on
behalf of or in the stead of the responsible entity. This paragraph does not apply to sections
69505.2 and 69505.3.

(c) AA Report Due Date Extension.

(1)  Aresponsible entity may request, and the Department may grant, a one-time
extension of up to ninety (90) days to the submission deadline for either-the Preliminary-or
FinalAA Report—erbeth; or Alternate Process AA Work Plan if the extension request is based
on circumstances that could not reasonably be anticipated or controlled by the responsible
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entity. The extension request must be received at least sixty (60) days before the applicable
due date.

(2)  The extension request must include-al-ef-the-following::

(A)  The name of, and contact information for, the person filing the extension request;

(B) The name of, and contact information for, the responsible entity(ies) on whose
behalf the AA Reports will be submitted,;

(C) If different from subparagraphs (A) and (B), the name of, and contact information for,
the manufacturer(s) and the-importer(s) of the product;

(D) Information identifying and describing the

to-the-AArequirement-includingresponsible entity’s Priority Product, and the brand name(s)
and product name(s) under which the preduetPriority Product is placed into the stream of
commerce in California, and, if the Priority Product is a component of one or more assembled
products, a description of the known product(s) in which the component is used;

(E) The due date for the Preliminary-orFinalAA Report-as-applicable;

(F)  The amount of additional time requested; and

(G) The reason the extension is needed, including an explanation as to why the
circumstances necessitating the extension could not reasonably be anticipated or controlled by
the responsible entity.

(3) The Department shall approve or deny-r-whele-erinpart; the extension request;_in
whole or in part and netifyprovide notice to the person submitting the extension request of the
decision; within thirty (30) days of receipt of the extension request. Failure by the Department
to issue a decision within thirty (30) days does not constitute an approval of the extension
request.
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hy——A—+responsible-entity- conducting-an-AA-under-this-article(d) Consideration of
Information-apd-Public-Comments. £—A responsible entity conducting an AA shall consider

all relevant information made available on the Department’s website=
publiccemments, and any additional information or technical assistance the Department may
provide regarding alternatives analysis. The responsible entity shall summarize these efforts
in the AAReportFinal AA Report or final Abrldqed AA Report Whlchever is appllcable

(e) Compllance Status. NotW|thstand|ng any other provision of this chapter, failure of

the Department to make a compliance determination for a-Preliminary-erFialan AA Report or
Alternate Process AA Work Plan within the applicable timeframe specified in section
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69505.689, or failure of the Director or the Department to respond to an appeal or Request for
Review submitted under article 7 within sixty (60) days, shall not cause a-Preliminary-or
Finalan AA Report or Alternate Process AA Work Plan to be deemed compliant with this
article.

NOTE: Authority cited: Sections 25253 and 58012, Health and Safety Code. Reference:
Sections 25252 and 25253, Health and Safety Code.

8§ 69505.2. Removal/Replacement Notifications in Lieu of Alternatives Analysis-ef-.

(a) Applicability.

(1)(A) The requirements of this article do not apply to a responsible entity’s Priority
ProduectsProduct if the manufacturer of the Priority Product submits one of the following
notifications to the Department no later than the due date for submitting the Preliminary AA
Report:

1. A Chemical Removal Intent and-Alternatives-/or Confirmation Notification that
complies with subsections (b) and (c);

2. A Product Removal Intent and/or Confirmation Notification that complies with
subsections (b) and (d); or

3. A Product-Chemical Replacement Intent and/or Confirmation Notification that
complies with subsections (b) and (e).

(B) If only a} Chemical Removal, Product Removal, or Product-Chemical Replacement
Intent Notification is submitted to the Department by the date specified in subparagraph (A),
within ninety (90) days of the submission date, or by the due date for the Preliminary AA
Report, whichever is later, the manufacturer shall submit one of the following to the
Department:

1). A removal or replacement Confirmation Notification; or

2. A Preliminary AA Report, draft-Abridged AA Report, or Alternate Process AA Work
Plan.

(2)(A) If a Preliminary AA Report; - or Alternate Process AA Work
Plan has already been submitted to the Department, the requirements of this article pertaining
to performance of a second stage AA and submission of a Final AA Report=ersubmissicn-ofa
do not applv if one of the notlflcatlons speC|f|ed in paragraph (1)(A)

(B) If only a Chemrcal Removal Product Removal, or Product-Chemical Replacement

Intent Notification is submitted to the Department by the date specified in subparagraph (A),
the manufacturer shaII submit a removal or replacement Confirmation Notifications or a Final
AA Report-e+fi - by the later of the following dates:

1. Ninety (90) days after the Intent Notification is submitted; or

2. The AA—reqerred—te—lee—perfem%ed—endepdue date for the Final AA Report-efinal
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(3) A manufacturer is not in compliance with section 69505.1(b), if the manufacturer
submits a notification under this section, in lieu of submitting the otherwise required AA
Report(s), and that notification is not submitted by the applicable due date or does not fully
meet the applicable content requirements specified in subsections (b) through (e).

(b) Content Requirements for Intent and Confirmation Notifications. Chemical Removal,
Product Removal, and Product-Chemical Replacement Intent and Confirmation Notifications
must include:

(1) The name of, and contact information for, the person submitting the notification.

(2) The name of, and contact information for, any known responsible entity(ies).

(3) If different from paragraphs (1) and (2), the name of, and contact information for, the
manufacturer(s) and importer(s) of the product.

(4) The name of, and contact information for, all persons in California, other than the
final purchaser or lessee, to whom the manufacturer directly sold the Priority Product within the
prior twelve (12) months.

(5) Identification and location of the manufacturer’s retail sales outlets where the
manufacturer sold, supplied, or offered for sale the Priority Product in California, if applicable.

(6) Information identifying and describing the Priority Product and the reformulated
product, if applicable, and the brand name(s) and labeling information under which the Priority
Product and the reformulated product, if applicable, are/were placed into the stream of
commerce in California, and, if the product is a component of one or more assembled
products, a description of the known product(s) in which the component is used.

(7) The intended uses, and targeted customer base(s), for the Priority Product and the
reformulated product, if applicable.

(8) The measures the manufacturer will take, or has taken, to:

(A) __If applicable, provide information regarding the reformulated product to persons
selling or distributing the Priority Product in California; and

(B)  Cease fulfilling orders for the Priority Product from persons selling or distributing the
Priority Product in California.

(9) For Chemical Removal Notifications and/or Product-Chemical Replacement
Notifications, the Chemical(s) of Concern that will be; or have been; removed from the products
and, as applicable, the following information:

(A) Information explaining the rationale and the factors considered in deciding to
reformulate the product;

(B) _ Laboratory analytical testing methodology and guality control and assurance

protocols used or that will be used to confirm that the Chemical(s) of Concern has/have been

removed, and identification of the testing laboratory;
(C) Information demonstrating that the Chemical(s) of Concern has/have been removed

from the product that was a Priority Product;

(D) ___The name of the replacement chemical(s), the concentration of each replacement
chemical in the reformulated product, and the hazard traits and/or environmental or
toxicological endpoints known to be associated with the replacement chemical(s);
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E Laboratory analytical testing methodology and quality control and assurance
protocols used or that will be used to measure the concentration of the replacement
chemical(s) in the product, and identification of the testing laboratory; and

(F) Information demonstrating that the replacement chemical(s) meet one of the
following criteria:

1. The replacement chemical(s) is/are not on the list of Candidate Chemicals; or

2. The replacement chemical(s) is/are Candidate Chemical(s) that is/are already in use
to manufacture the same product, in lieu of the Chemical(s) of Concern, by the same or a

different responsible entity. For purposes of this subsectlon ‘same product means a product
that has the same or similar product description as

Priority Product; has the same intended use(s) and tarqeted customer base(s) as the Priority
Product; and fulfills the functional, performance, and legal requirements of the Priority Product.
(10) The certification statement specified in subsection (c}2)), (d) or (e), as applicable.

(c) Chemical Removal Notification Certification Statements. Chemical Removal Intent
and Confirmation Notifications must include whichever of the following certification statements
is applicable:

(1) Chemical Removal Intent Notifications must include a statement certifying that the
manufacturer intends to do all of the following within ninety (90) days of the date the
notification is submitted to the Department:

(A) __ Remove the Chemical(s) of Concern from the Priority Product without the use of one
or more replacement chemicals or otherwise adding other chemicals to the product;

(B) ___ Provide information regarding the reformulated product to persons selling or
distributing the Priority Product in California;

(C)  Cease fulfilling orders for the Priority Product from persons selling or distributing the
Priority Product in California; and

(D) Submit a Chemical Removal Confirmation Notification to the Department for the
Priority Product.

(2) Chemical Removal Confirmation Notifications must include a statement certifying
that:

(A) __ The Chemical(s) of Concern has/have been removed from the product that was a
Priority Product without the use of one or more replacement chemicals or otherwise adding
other chemicals to the product;

(B) __Information regarding the reformulated product has been provided to persons selling
or distributing the Priority Product in California; and

(C) _ The manufacturer has ceased, and will not resume, fulfilling orders for the Priority
Product from persons selling or distributing the Priority Product in California-ane-wilinot
resuyme-doeing-se.

(d) Product Removal Notification Certification Statements. Product Removal Intent and
Confirmation Notifications must include whichever of the following certification statements is

applicable:
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(D Product Removal Intent Notifications must include a statement certifying that the
manufacturer intends to do both of the following within ninety (90) days of the date the
notification is submitted to the Department:

(A) __ Cease fulfilling orders for the Priority Product from persons selling or distributing the
Priority Product in California; and

(B) ___ Submit a Product Removal Confirmation Notification to the Department for the
product.

(2) Product Removal Confirmation Notifications must include a statement certifying that
the manufacturer has ceased, and will not resume, fulfilling orders for the Priority Product from
persons selling or distributing the Priority Product in California.

(e) Product-Chemical Replacement Notification Certification Statements. Product-
Chemical Replacement Intent and Confirmation Notifications must include whichever of the
following certification statements is applicable:

(1) Product-Chemical Replacement Intent Notifications must include a statement
certifying that the manufacturer intends to do all of the following within ninety (90) davs of
submissien-ofthe date the notification is submitted to the Department:
to:

(A) Remove the Chemical(s) of Concern from the Priority Product;

(B) __ Provide information regarding the reformulated product to persons selling or
distributing the Priority Product esin California;

(C) _ Cease fulfilling orders for the Priority Product from persons selling or distributing the
Priority Product in California; and

(D) Submit a Product-Chemical Replacement Confirmation Notification to the
Department for the Priority Product.

(2) Product-Chemical Replacement Confirmation Notifications must include a statement
certifying that:

(A) _ The Chemical(s) of Concern has/have been removed from the product that was a
Priority Product;

(B) ___The replacement chemical(s) meet the criteria specified in subparagraph 1. or
subparagraph 2. of subsection (b)(9)(F);

(C) __ Information regarding the reformulated product has been provided to persons selling
or distributing the Priority Product esin_California; and

(D) The manufacturer has ceased, and will not resume, fulfilling orders for the Priority
Product from persons selling or distributing the Priority Product in California-ane-willnot
resuyme-doing-se.

NOTE: Authority cited: Sections 25253 and 58012, Health and Safety Code. Reference:
Sections 25252 and 25253, Health and Safety Code.

8 69505.3. Alternatives Analysis Threshold Notification in Lieu of Alternatives
Analysis.
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(a) Notification Requirements. This article does not apply to a responsible entity’s
Priority Product for which the manufacturer submits an Alternatives Analysis Threshold
Notification to the Department concurrently with the Priority Product Notification, or by the due
date for the Preliminary AA Report for the Priority Product. Each notification must include:

(1) The name of, and contact information for, the person submitting the notification;

(2) The name of, and contact information for, any known responsible entity(ies);

(3) If different from paragraphs (1) and (2), the name of, and contact information for, the
manufacturer(s) and importer(s) of the Priority Product;

(4)(A) A statement certifying that the Chemical(s) of Concern is/are present in the
manufacturer’s Priority Product only as contamlnants and the concentration of each Chemical
of Concern does not exceed the A : PQL for that chemical; or

B A statement certifying that the Chemlcal s) of Concern does/do not exceed the

Alternatives Analysis Threshold(s) specified by the Department under section 69503.5(c) for

the Chemical(s) of Concern.
(5) If applicable, fidentification of the PQL for each Chemical of Concern in the Priority

Product, and the information and method used to determine the POL;

(6) The source of the Chemical(s) of Concern in the Priority Product;

(7) Information identifying and describing the Priority Product, the brand name(s) and
labeling information under which the Priority Product is placed into the stream of commerce in
California, and, if the Priority Product is a component of one or more assembled products, a
description of the known product(s) in which the component is used;

(8) Laboratory analytical testing methodology and quality control and assurance
protocols used to measure each Chemical of Concern in the Priority Product, and identification
of the testing laboratory; and

(9) A demonstration and certification that the manufacturer meets and will continue to
meet the criteria and conditions that are the basis for the exemption in this section.

(b) Burden of Proof. The manufacturer bears the burden of proof to demonstrate that
the concentration of the Chemical(s) of Concern in its Priority Product does not exceed the
applicable PQLAlternatives Analysis Threshold.

(c) Notification Revisions. If any of the information listed in subsection (a) changes
significantly, the manufacturer shall submit to the Department a revised Alternatives Analysis
Threshold Notification within thirty (30) days of the change.

(d) Change in Product’'s Exemption Status. If the Priority Product no longer meets the
criteria for an Alternatives Analysis Threshold exemption, the manufacturer shall notify the
Department of this change within thirty (30) days of the change, and shall submit to the
Department a Preliminary AA Report or an applicable Intent and/or Confirmation Notification
under section 69505.2 within 180 days of the change.

(e) Determination of Exemption Eligibility. The exemption in subsection (a) does not
apply if the Department notifies the person who submitted the Alternatives Analysis Threshold
Notification that the information contained in the notification is inaccurate or inadequate to
support an Alternatives Analysis Threshold exemption.
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NOTE: Authority cited: Sections 25253 and 58012, Health and Safety Code. Reference:
Sections 25252 and 25253, Health and Safety Code.

§ 69505.4. Alternatives Analysis Process and Options.

(@) AA Stages.

(1) An AA must be conducted in two stages-as-speciied-in-sections69505-3-and
695054,

(2)  The responsible entity shall_initially complete the first stage of the AA, and submit a
Preliminary AA Report that complies with sections 69505.1(e}¥3b)(2)(A) and 69505.57.

3) The responsible entity shall next complete the second stage of the AA, and submit a
Final AA Report that complies with sections 69505.1(e}3b)(2)(B) and 69505.57.

(b)  Abridged AA Reports. After eempletion-efcompleting the first fead3five (5) steps of
the first stage of the AA—under pursuantteunder subsections (b}{2a) through (b}{4de) of
section 60505-369505.5, a responsible entity that determines a functionally acceptable and
technically feasible alternative is not available erfeasible-may prepare and submit andraftand
finalan Abridged AA RepertReports, in lieu of the Preliminary and Final AA Reports, if-al-ef-the
following requirements are met:;

(2) The responsible entity summarizes; in the Abridged AA Report; the first stage AA
findings in eenfermancecompliance W|th the appllcable requwements of sectlon 69505. 57
The respon5|ble entity

summarizess; in the Abrldged AA Report— its flndmgs Wlth respect to section 69505 46(a) in
confermaneecompliance with the applicable requirements of section 69505.57;

£3(2) The responsible entity submits aran draf=Abridged AA Report te-the-Departmentto
he Degartment by the due date speC|f|ed in sectlon 69505. 1(&)8b)(2)(A)%el%tbmﬁs=a=ﬂ%

and

£53(3) The responsible entity spesifiesintheincludes an implementation plan #aelsded-in
the graftand-final-Abridged AA Report that specifies the milestones and dates for
implementation of proposed regulatory responses, which shall, at a minimum, include the
regulatory respenseresponses required under seetiorsections 69506.93 and 69506.8.

{e(c) Alternate Process AA.

(1) Aresponsible entity may use an AA process that differs from the process specified

in sections 69505.35 and 69505.46, if-allofthe-followingrequirements-are-met:

(#A) The responsible entity’s alternate process provides the information needed to
prepare ana Final AA Report that substantially meets-thereguirements-ef-complies with
section 69505.57.

(2B) The responsible entity’s alternate process compares the Priority Product and the
alternatives under consideration using, at a minimum, the same relevant factors and,
wherewhen applicable, associated exposure pathways and life cycle segments specified in
sections 69505.35 and 69505.46.
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(8C) The responsible entity submits a-werk-planan Alternate Process AA Work Plan to the
Department with sufficient information to demonstrate that the alternate process willmeetthe
regquirements-of paragraphs{Xcomplies with subparagraphs (A) and (2B), and sufficient
information for the Department to specify an appropriate due date for submittal of the Final AA
Report.

A)1l. The Alternate Process AA Work Plan shall include the information specified in
subsections (c), (d), and (e) of section 69505.7.

2. If the work-planAlternate Process AA Work Plan includes information for which trade
secret protection is claimed, the responsible entity shall also submit a redacted copy of the
work plan-which-shal-exelude-the that masksexcludes that information-ferwhich-trade-secret

B)3. The werkplanAlternate Process AA Work Plan shall be accompanied by an
executive summary organized in conformance with the organization of the work plan that is

sufficient to convey to the public a general understanding of the work plan-

m%@excludes any information for WhICh trade secret protection is clalmed

2—If the Department subsequently rejects a trade secret claim, the responsible entity
shall, at the Department’s request, submit a revised executive summary within thirty (30) days
of the request to add any information for which a trade secret claim is rejected and which the
Department determines—and-specifies-tsreguest; must be included in the executive
summary.

(©%D) The workplan-mustbeAlternate Process AA Work Plan is submitted to the
Department no Iater than sixty£L60)-days-aftertheproductis-included-onthePriority Prodys

Product Notification for the product.
(B)E)1. The responsible entity timely submits a Final AA Report to the Department that

substantially complies with section 69505.7.

2. The due date for the Final AA Report shall-beis eighteen (18) months after the date
the Department issues a notice of compliance for the werk-planAlternate Process AA Work
Plan, unless the responsible entity requests; and receives Department approval of an
extended due date using the procedures specified for Preliminary AA Reports in section
69505.7(k)(1)(B), or the Department otherwise approves an extended due date under section
69505.5(k}1)and-the-Department-approves;89(b)(4)(A). If the Department approves an
extended due date, the responsible entity shall provide a yearly progress report until the Final
AA Report is submitted. Each progress report must provide all of the information specified in
subparagraphs 1. through 6. of section 69505.7(k)(1)(A).
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(2) If the Alternate Process AA Work Plan is disapproved by the Department under

section 69505.6(a89(b)(3), alengerperiod-of-time—The-additional-time-shall-not-exceed-thirty
30)-menths-the responsible entity shall submit a Preliminary AA Report to the Department

within 180 days after the Department issues athe notice of eemphance-forthe-workplan-

disapproval.

{D)-A-responsible-entity-may-selecta-different-alternative(d) Previously Completed
AAs. A responsible entity may comply with section 69505.1(b) by submitting to the

Department a report for a previously completed AA for the Priority Product, if the Department
determines that the report is substantially equivalent to the Final AA Report requirements of
section 69505.7 and contains sufficient information for the Department to determine any
necessary requlatory response(s) under article 6. The previously completed AA may be either
an AA conducted or obtained by the responsible entity or a publicly available AA.

(1) A responsible entity submitting a report under this subsection shall submit the report
no later than the deadline for submitting a Preliminary AA Report, except that a one-time
extension may be requested under section 69505.1(c).

(2 A responsible entity submitting an existing report under this subsection may
supplement the report with additional information to render the report substantially equivalent
to the Final AA Report requirements of section 69505.7.

(e) Revised Alternative Selection Decision.

(1) If after submitting the Final AA Report, the responsible entity selects one or more
alternatives that differ from the enealternative(s) identified as the selected alternative(s) in the
Final AA Report submitted to, the Department, if both of the following requirements are met:

A)—The responsible entity shall submit a revised Final AA Report thatidentifies-and
explainsto the Department at least sixty (60) days prior to placing the newly selected
alternative product(s) into the stream of commerce in California. The revised Final AA Report
must explain the differences in-the-irfermation-from the original Final AA Report-te-therevised
Final AA-Report—Theresponsible-entity-shall, identify the information used to support the
revisions to the Final AA Report:

B)}—TFhe, and describe the rationale for selecting the different alternative(s). The
Department shall review and make a compliance determination Wrth respect to the revrsed
Final AA Report M

the procedures and criteria set forth in section 69505.89.

(2)  Paragraph (1) also applies if-the:

(A)  The selection decision in the original Final AA Report was to retain the Priority
Product, and the responsible entity later decides to select an alternative to replace the Priority
Product:; or
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implementation-schedulefor-implementing-the in lieu of a previously selected alternative
any, and/or proposed regulatory responses, if any. product.
(23) The responsible-entity-shall-prepare-and-submit-to-the Department-a-requirements of

this subsection only apply for three (3) years after the date the original Final AA Report is
approved by the Department.

() Reformulation. Except as speeified-underprovided in section 69505.5-2, if prior to
submitting the Final AA Report for a Priority Product the responsible entity removes, or
reduces the concentration of, the Chemical of Concern(s) and uses one or more replacement
Candidate Chemical(s), the Alternatives Analysis evaluation and comparison shall include
consideration of both the Priority Product and the reformulated product.

NOTE: Authority cited: Sections 25253 and 58012, Health and Safety Code. Reference:
Sections 25252, 25253, and 25257, Health and Safety Code.

§ 69505.5. Alternatives Analysis-Reperts: First Stage.

The first stage of the AA shall include the five{5}six (6) steps described below:

@) Step 1, Identification of Product Requirements and Function(s) of Chemical(s) of
Concern.

(1) The responsible entity shall identify the functional, performance, and legal
requirements of the Priority Product that must also be met by the alternatives under
consideration.

(2) The responsible entity shall identify the role(s), if any, of the Chemical(s) of Concern
in_ meeting the Priority Product’s requirements identified under paragraph (1).

(3)(A) The responsible entity shall determine if the Chemical(s) of Concern or alternative
replacement chemical(s) is/are necessary to meet the Priority Product’s requirements identified
under paragraph (1).

(B) __If the responsible entity determines that neither the Chemical(s) of Concern nor
alternative replacement chemical(s) is/are necessary to meet the Priority Product’s
requirements identified under paragraph (1), the responsible entity shall evaluate removal of
the Chemical(s) of Concern from the Priority Product without the use of any replacement
chemical(s) as one of the alternatives to the Priority Product. Alternatively, the responsible
entity may submit Chemical Removal Intent and/or Confirmation Notifications to the
Department in lieu of completing the Alternatives Analysis and submitting the required AA

Reports.
(b) Step 2, Identification of Alternatives.
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(1)(A) In addition to any alternative identified under subsection (a)(3)(B), the responsible
entity shall identify and consider alternatives that meet the definition of “alternative” under
section 69501.1 and meet the Priority Product’s requirements identified under subsection
(a)(1).

(B) ___The responsible entity shall research and evaluate available information that
identifies existing possibly viable alternatives for consideration in the AA. This research and
evaluation shall include, but is not limited to, information posted on the Department’s website.
The responsible entity shall consider any identified alternative in the AA, or explain in the AA
Report why such an alternative is not viable for consideration.

(2 Alternatives that do not involve the use of one or more replacement chemicals, or
otherwise adding chemicals to the product, do not require compliance with subsection (c).

(c) Step 3, Identification of Factors Relevant for Comparison of Alternatives.

(1) A factor listed in paragraph (2), in conjunction with an associated exposure pathway

and life cycle segment, if applicable, is relevant if:
A The factor makes a material contribution to one or more adverse public health
impacts, adverse environmental impacts, adverse waste and end-of-life effects, and/or

materials and resource consumption impacts associated with the Priority Product and/or one or
more alternatives under consideration; and

(B) There is a material difference in the factor’s contribution to such impact(s) between
the Priority Product and one or more alternatives under consideration and/or between two or
more alternatives.

2 The responsible entity shall use available guantitative information and analytical
tools, supplemented by available qualitative information and analytical tools, to identify the

factors listed below and the associated exposure pathways and life cycle segments, if

applicable, that are relevant for the comparison of the Priority Product and the alternatives
under consideration:

(A)  Adverse environmental impacts;

(B) _ Adverse public health impacts;

(C)  Adverse waste and end-of-life effects;

(D) _Environmental fate;

(E)  Materials and resource consumption impacts;

(F) Physical chemical hazards; and

(G)  Physicochemical properties.

(3) The responsible entity’s identification of relevant exposure pathways shall consider

both of the following:
A Chemical guantity information:

1. Quantities of the Chemical(s) of Concern or alternative replacement chemical(s)
necessary to manufacture the Priority Product and each alternative under consideration; and
2. Estimated volume and/or mass of the Chemical(s) of Concern or alternative

replacement chemical(s) that is/are or would be placed into the stream of commerce in
California as a result of the Priority Product and each alternative under consideration.

(B) Exposure factors specified in section 69503.3(b).

W (@ (M (M [T [O (o
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{63(d) Step 24, Initial Evaluation and Screening of Alternative Replacement Chemicals.
(1) For those alternatives under consideration that involve removing or reducing the
concentration of the Chemical(s) of Concern and using one or more alternative replacement

chemicals, or otherwise adding chemicals to the product, the responsible entity shall use
available guantitative information and analytical tools, supplemented by available gualitative
information and analytical tools, to evaluate and compare each of the alternative replacement
chemicals under consideration with the Chemical(s) of Concern in the Priority Product with
respect to each of the following factors to the extent relevant:

2-(B) Adverse public health impacts;
3-(C) Environmental fate;

4(D) Physical chemical hazards; and
5(E) Physicochemical properties.

(2) The responsible entity may eliminate from further consideration in the AA any

alternative replacement chemical(s) that it determines has/have the potential to pose adverse
impacts equal to or greater than those posed by the Chemical(s) of Concern.

£h(e) Step 45, Consideration of Additional Information.

In the first stage of the AA, the responsible entity may consider pertinent factors and
information not specifically identified in this section. This may include, but is not limited to,
consideration of the factors and information specified in section 69505.6. A responsible entity
may eliminate an alternative from further consideration based on the additional factors and
information as long as the reason for its elimination is explained in the Preliminary AA Report
and there are alternatives remaining to be evaluated in the second AA stage.

fe)(f) Step 56, Preliminary AA Report Preparation.

(1) The responsible entity shall prepare, for inclusion in the Preliminary AA Report, a
work plan and proposed implementation schedule for completion of the second AA stage and
preparation and submittal of the Final AA Report.

(2) The responsible entity shall prepare and submit to the Department a Preliminary AA
Report as specified in section 69505.7.

NOTE: Authority cited: Sections 25253 and 58012, Health and Safety Code. Reference:
Sections 25252, 25253, and 25257, Health and Safety Code.

8 69505.6. Alternatives Analysis: Second Stage.
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After receiving approval of the Preliminary AA Report from the Department, the responsible
entity shall compare the Priority Product with the alternatives still under consideration. The
second stage of the AA shall include the five (5) steps described below:

(a) Step 1, Identification of Factors Relevant for Comparison of Alternatives.

£23(1) Adverse Impacts and Multimedia Life Cycle Impacts. The responsible entity

shallmay use available quantitative |nformat|on and analytical tools, supplemented by available
gualitative information and analytical tools,
re-evaluate the identification of factors and the assouated exposure pathways and life cycle
segments, if applicable, that-aredetermined to be relevant under section 69505.5(c) for the
comparison of the Priority Product and the alternatives still under consideration after

completion of the first AA stage. Fheln addition to the factors determined to be relevant under
this paragraph and/or section 69505.5(c), the factors identifiedspecified in sebparagraphs

£3(2) and ££3(3) are relevant for all comparisons of the Priority Product and the alternatives.

éB%(_) Product functlon and performance The responsible entity shall identify the principal

manufacturer-intended use(s) or application(s), the functional and performance attributes, and
the applicable leqgal requirements for the Priority Product. The responsible entity shall, at a
minimum, evaluate:

1. The useful life of the Priority Product, and that of the alternatives under
consideration;
2. The function and performance of each alternative relative to the Priority Product and

other alternatives under consideration; and

Department of Toxic Substances Control Page 66 of 109



© 00 ~NO Ol WDN P

A PR D OWWWWWWWWWWNDNDNDNDNMNMNMNNMNMNMNNNRPERPPRPEPEPRPEPRPEPRELPR
NPFPOOO~NOUOUPRWNPOOO~NOUUPMNWNPEPOOOLONO OGPMWDNEDO

SAFER CONSUMER PRODUCTS Proposed Regulations, R-2011-02

3. Whether an alternative exists that is functionally acceptable, technically feasible, and
economically feasible.

£53(3) _Economic impacts.

1. The responsible entity shall evaluate, monetize, and compare for the relevant
exposure pathways and life cycle segments the following impacts of the Priority Product and
the alternatives:

a. Public health and environmental costs; and

b. Costs to governmental agencies and non-profit organizations that manage waste,
oversee environmental cleanup and restoration efforts, and/or are charged with protecting
natural resources, water quality, and wildlife.

2. If the responsible entity’s alternative selection decision is to retain the Priority
Product based in whole or in part on internal cost impacts, this decision must be explained in
the Final AA Report. The Final AA Report must include a guantified comparison of the internal
cost impacts of the Priority Product and the alternatives, including manufacturing, marketing,
materials and equipment acquisition, and resource consumption costs.

(b) Step 2, Comparison of the Priority Product and Alternatives.

The responsible entity shall use available quantitative information and analytical tools,
supplemented by available gqualitative information and analytical tools, to evaluate and
compare the Priority Product and each of the alternatives under consideration with respect to
each relevant factor and associated exposure pathways and life cycle segments, if applicable,
identified under subsection (a) above and section 69505.5(c). The responsible entity shall
compare each alternative with the Priority Product and with each of the other alternatives
under consideration.

(c) Step 3, Consideration of Additional Information.

As part of the second stage of the AA, the responsible entity may also consider other
pertinent information not specifically identified in this section. This may include, but is not
limited to, reconsideration of the factors and information identified in section 69505.5.

(d)  Step 4, Alternative Selection Decision.

The responsible entity shall select the alternative(s) that will replace the Priority Product,
unless the decision is to retain the existing Priority Product. The selection of an alternative or
the decision to retain the Priority Product shall be based on and supported by the comparative
analysis conducted under subsections (b) and (c).

(e) Step 5, Final AA Report Preparation.
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The responsible entity shall prepare and submit to the Department a Final AA Report as
specified under section 69505.7.

NOTE: Authority cited: Sections 25253 and 58012, Health and Safety Code. Reference:
Sections 25252, 25253, and 25257, Health and Safety Code.

8 69505.7. Alternatives Analysis Reports.
(a) General Requirements.

(2) #%Prelrmrnary and Final AA Reports and draftand-finglAbridged AA Reportss

must each include;-as-applicable; all of the applicable information specified in subsections (b)
through (k).

(2)  The responsible entity shall include in the AA Reports sufficient information for the
Department to determine-comphance-with-;

(A) _ Compliance with the substantive and administrative requirements of this article—;
and

3 | " e shall include int - e

information-for-the Department-to-determine-the(B)  The appropriate due date for submission
of the Final AA Report-

appropriate due date for any regulatory response(s)—rt—any—) required under artrcle 6.

(53) The responsible entity shall identify and explain in the Final AA Report all differences
in the information and analyses presented in the Preliminary AA Report and the Final AA
Report. The responsible entity must identify in the Final AA Report the information sources
used to support changes from the Prelrmrnary AA Report to the Frnal AA Report.=Fhis —lrhas

(64) The responsible entity shall maximize the scope of information in the AA Report that
can be made available to the public, while maintaining protection of legitimate trade secrets.

(A) If the AA Report contains information claimed by the responsible entity to be a trade
secret, a separate publicly available AA Report shall be submitted to the Department that
masksexcludes claimed trade secret information only to the extent necessary to protect its
confidential nature.

(B) If the Department subsequently rejects a trade secret claim and/or the nature and/or
extent of maskiagredaction, the responsible entity shall, at the Department’s request, submit a
revised publicly available AA Report and executive summary within thirty (30) days of the
request to add any information for which a trade secret claim or maskigredaction is rejected.

(b) Executive Summary. AA Reports must include a publicly available executive
summary sufficient to convey a general understanding of the scope and results of the AA and
the rationale for the AA selection decision. The executive summary must be organized in
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conformance with the organization of the AA Report and must include; for each section of the
AA Report; a detailed summary of the information presented. Information for which trade
secret protection is claimed must not be included in the executive summary.

(c) Preparer Information. This section of the AA Report must include:

(1) The name of, and contact information for, the person submitting the AA Report;

(2) If applicable, the name of, and contact information for, all responsible entities on
whose behalf the AA Report is being submitted;-anrd_and

(3) The names of the parties that were involved in funding, directing, overseeing,

preparing, and/or reV|eW|ng the AA—&Hd—thG—QH&l#IG&HGHS—&Hd—G&FH-ﬁG&HGH—FH—fGFm&HGH—

(d) Responsible Entity and Supply Chain Informatlon This section of the AA Report
must include:

(1) The name of, contact information for, and headquarters location of the
manufacturer(s) and the-importer;(s), if applicable, and, if the AA Report is prepared on behalf
of a consortium of manufacturers or other persons in the Priority Product’s supply chain, a list
of the participants along with their eerrespending-contact information;

(2)  The name of, and contact information for, any persensperson(s) identified on the
produetPriority Product label as the manufacturer, importer, or distributor;

(3) The name of, and contact information for, all persons in California; other than the
final purchaser or lessee; to whom the manufacturer or importer directly sold the Priority
Product within the prior twelve (12) months;_and

4) Identification and location of the manufacturer’'s and/or importer’s retail sales outlets
where the manufacturer and/or importer sold, supplied, or offered for sale the proeductPriority
Product in California, if applicable;and.

(e) Priority Product Information. This section of the AA Report must include:

(1)  The brand name(s) and product name(s) under which the preduet-Priority Product is
placed into the stream of commerce in California;
(2) If apphicable,-the Priority Product is a component_of one or more assembled

products, a description of the known product(s) andier-hemogeneous-material{s)-and-tsitheir
asseetated-in which the component{s}thatisfare-the-foeus-ofthe-AA- is used;

3) Identification of the Chemical(s) of Concern m%he—PHthy—FlFeeluet—that—is#aFe—the
basis-for the produ

beum%heptedeet—andPrlorltv Product
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(4)  Any Material Safety Data Sheets and/or Safety Data Sheets related to the Priority
Product; and

5 ) The information specmed in paraqraphs (1) and (2) of section 69505 —S%b}el_(_

{g——Seope-(f) Scope of Relevant Comparison Factors. FaeFinalEach AA Report must
identify which factors and, wherewhen applicable, associated exposure pathways and life cycle
segments were determined to be relevant, under sections 69505.5(c) and 69505.46(a), for
evaluation and comparison of the Priority Product and its alternatives. For each factor, and
exposure pathway and life cycle segment, if applicable, determined not to be relevant, the
EirakAA Report must explain the rationale and identify, and explain the pertinent findings of,
the supporting information for this determination.
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hy—Methodology—(Qq) Scope and Comparison of Alternatives. The AA Repert
shallReports must identify and describe the analysisalternatives chosen to be evaluated and

compared, and explain the rationale for selecting and screening out specific alternatives at
each stage of the alternatives comparison process. For any alternative that is screened out
because it is determined that its adverse impacts are equal to or greater than those of the
Priority Product, the responsible entity shall describe in the AA Report the method used to
determine equal or greater adverse impacts, including the method used to compare the
multiple factors associated with the impacts, and the rationale for any trade-offs made among
the factors.

(1)  FheEach Preliminary AA Report and Abridged AA Report must include the
information collected and the comparison conducted under section 69505.5 for the

Chemical(s) of Concern and the alternative replacement chemical(s). This must include a
matrix, or other summary format, that provides a clear visual comparison that summarizes the
information collected regarding the relevant adverse impacts, and their associated relevant
exposure pathways and life cycle segments, for the Chemical(s) of Concern and each

alternative reglacement chemlcal being conS|dered! and the comgaratlve results of evaluating
this information. : :

(2) The Final AA Report must include the information collected and the comparison
conducted under sections 69505.5 and 69505.6 for the Priority Product and its alternatives,
including:

(A) A matrix, or other summary format, that provides a clear visual comparison that
melydessummarizes the information collected regarding the relevant comparison factors, and
their associated relevant exposure pathways and life cycle segments, for the Priority Product
and each alternative considered, and the comparative results of evaluating this information;
and

(B) __ldentification and description of how any relevant safequards provided by other
federal and California State regulatory programs were considered in the AA.

(3) The responsible entity shall demonstrate in the Final AA Report that all of the
requirements of section 69505.6 have been met.

(h) Methodology. The AA Report shall identify and describe the analytical tools,
models, and software used to conduct the AA, and discuss any of their limitations-ef-these
tools—models,—and-software.. The AA Report shall also identify any published methodologies
and/or guidelines used, and any deviations taken-from thepublishedthose methodologies
and/or guidelines.

(1 Supporting Information.

(1)  Allinformation used as supporting information in performance of the AA and
preparation of the AA Reports must be cited in the AA Reports and made available to the
Department; upon request. The AA Reports must include a brief summary of the mformatlon
reV|ewed and considered under section 69505. 1(h)—d)(=1=} i
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(2) The Flnal AA Report must melude—the—@e%ﬂeaﬂen—ef entlm mformatlon that is not
currently available but, if it were available, could be used to:

(A) Validate information used for purposes of sections 69505.3(b)5 and 69505.4+-6;
and/or

(B)  Address any uncertainties in the analyses conducted under sections 69505.3{b}5
and 69505.4;-andlor

completeb.

0) Selected Alternative(s).

(1)  The Preliminary AA Report must identify and describe the alternatives selected for
further evaluation in the second stage of the AA, and explain the rationale for the selection
decision.

(2)  The Final AA Report must identify and describe the alternative;(s), if any, selected to
replace ermeodify-the Priority Product. The description of the selection decision must include
an analysis that evaluates and compares the selected alternative(s) against the Priority
Product and a detailed list and explanation of the reasons for the selection decision, or,
alternatively, for the decision not to select and implement an alternative to the Priority Product;
whicheveris-applicable.. The Final AA Report must also include-al-ef-the-felowing:

(A)  The product function and performance information specified in section
69505.46(a)(2)B) for the selected alternative:(s). If no alternative is selected, this information
must be provided in the Final AA Report or Abridged AA Report, as applicable, for each
alternative considered.

(B)  An explanation of the rationale for deciding-toretainretaining the Chemical(s) of
Concern or te-use-substituteusing the alternative replacement chemical(s), if section
69505.5(a)(3bYIHS)2:)(B) applies, and theone or more selected alternativealternatives

retains the Chemical(s) of Concern-thatistare-the-basisforthe productbeing-included-onthe

Prierity-Productsist; or uses substitute-chemical{(s)-one or more replacement chemicals.
(C)  Alist of all ehemicakingredientschemicals known, based on available information, to

be in the selected alternative(s) that are Chemicals of Concern, that differ from the ehemical
ingredientschemicals in the Priority Product, or that are present in the selected alternative(s) at
a higher concentration than in the Priority Product;-and-al-ef-the relative to other chemicals in
the Priority Product other than the Chemical(s) of Concern. The following information-thatis,
to the extent available, must be provided for those chemicals:

1. Environmental fate;

2. Hazard trait{s} and environmental and toxicological endpoint{s} information ferany-of
those-chemicals-forwhich-such-informationthat has not already been provided to the
Department under this chapter;
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3. Information enrabout the_chemical purity, meaning the relative freedem-fromabsence
of extraneous matter, efthe-ehemieals-and identification of known impurities and additives in
the chemical;

54. Physicochemical properties; and

65.  Substance identification information, including all of the following that are applicable:

a. Chemical abstract services number;

b. Structural formula;

C. Molecular weight;

d. Synonyms;

e. International Union of Pure and Applied Chemistry name;

f. European Commission number;

g. Registry of Toxic Effects of Chemical Substances number;

h. International Union of Biochemistry and Molecular Biology number;

I. Japan Ministry of International Trade and Industry number;

J- Number assigned by the United Nations Experts on the Transport of Dangerous
Goods;

k. North America Department of Transportation number;

l. European Inventory of Existing Commercial Chemical Substances number;

m. European List of Notified Chemical Substances number;

n. European Commission Directive 67/548/EEC No Longer Polymers number; and

0. Other commonly recognized substance identification system numbers.

(K) Next Steps.

(1) Work plan. The Preliminary AA Report must include the work plan and proposed
implementation schedule for completion of the second AA stage required to be prepared under
section 69505.3(b}5)—(ef)(1). —Fhe-werkplanmustinclude-a-deseription-ofttheprocess-thatwil

(A)  The work plan and implementation schedule must specify the proposed submission
date for the Final AA Report; and must ensure that the Final AA Report_or progress report, if
applicable, will be submitted to the Department no later than twelve (12) months after the
Department issues a notice of compliance for the Preliminary AA Report. If the Department
approves an extended due date under section 69505.89(b)(4)(A), the responsible entity shall
provide a yearly progress report until the Final AA Report is submitted. The first yearly
progress report shall be submitted no later than twelve (12) months after the Department
issues a notice of compliance for the Preliminary AA Report. Each progress report must
include:

1. Preparer information specified in subsection (c);

2. Priority Product information specified in subsection (e);

3. A summary of achievements since the last progress report;

4, A summary and discussion of issues that have arisen and their resolutions;
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5. A summary of work that is pending; and

6. An assessment of whether the milestones in the schedule set forth in the Preliminary
AA Report or Alternate Process AA Work Plan are anticipated to be completed on time and
any contingency plans to ensure timely completion.

(B) The responsible entity may request an extension-extended due date for submittal of
the Final AA Report;._Any requested extension shall not-te exceed twenty-four (24) months

from the date the Department issues a notice of compliance for the Preliminary AA Report-

eemph&neeﬂfepmeeppelmany—AArRepeﬁ—Hhe unless addltlonal time is needed to conduct

regulatory safety and/or performance testing on multiple alternatives prior to making an AA
selection decision—Fhe-, in which case the requested extension shall not exceed thirty-six (36)
months. The extended due date request must include a detailed explanation of why additional
time is needed.

(2) Implementation of selected alternatives. The Final AA Report must include a

detailed implementation-plan as-specified-in-section-69505-4(efor implementing any selected
alternative(s).

(A)  The implementation plan must include key milestones and dates for implementing
the selected alternative;(s), if applicable, and identify applicablefederalstate,-orlocaHaws
and-steps that will be taken to ensure compliance with theseapplicable federal, state, and/or
local laws.

(B) The implementation plan may also include the identification of and implementation
plan(s) for any regulatory response(s) that the responsible entity wishes to propose that would
best limit the-exposure to, or reduce the level of adverse public-health-and-envirenmental
impacts or adverse waste and end-of-life effects posed by, any Chemical(s) of Concern or
replacement Candidate Chemical(s) that will be in the selected alternative-e+(s) or the
Chemical(s) of Concern that is/are in the Priority Product if the decision resulting from the AA
is to retain the Priority Product.

NOTE: Authority cited: Sections 25253 and 58012, Health and Safety Code. Reference:
Sections 25252, 25253, and 25257, Health and Safety Code.

§69505.8. Public Comments on AA Reports.
(a) Public Notice of Opportunity for Comment. Upon receipt of a Final AA Report or an

Abridged AA Report, the Department shall post on its website, and send to persons on the
electronic mailing list(s) that the Department establishes related to this chapter, a notice

regarding the availability for public review and comment of the Final AA Report or Abridged AA
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Report. The notice shall include the last day for the public to submit written comments to the
Department, the method(s) for submitting comments, and a link to the location on the

Department’s website where a copy of the Final AA Report or Abridged AA Report may be
viewed. The last day for submission of public comments shall be no sooner than forty-five (45)
days from the date the notice of availability of the Final AA Report or Abridged AA Report is
posted on the Department’s website or the date the notice is sent to persons on the electronic
mailing list(s), whichever is the later date.

b Department Review of Public Comments. No later than thirty (30) days after the
close of the public comment period established under subsection (a), the Department shall
review the public comments received and notify the person that submitted the Final AA Report
or Abridged AA Report of those issues that the Department determines must be addressed in
an AA Report Addendum. The notice shall include the due date by which the person must
submit an AA Report Addendum to the Department under subsection (c). In determining the
due date for the AA Report Addendum, the Department shall take into consideration the scope
and complexity of the issues the Department is requiring the person to address.

(c) AA Report Addendum. A person that receives a notice under subsection (b) shall
prepare, and submit to the Department by the due date specified under subsection (b), an AA
Report Addendum that addresses the issues identified by the Department as requiring further
attention. The AA Report Addendum shall also include any revisions to the Final AA Report or
Abridged AA Report determined necessary based on consideration of the issues identified by
the Department.

NOTE: Authority cited: Sections 25253 and 58012, Health and Safety Code. Reference:
Sections 25252, 25253, and 25257, Health and Safety Code.

8 69505.689. Department Review and Determinations for AA Reports_and Work Plans.

(a)€)_Review Criteria. In reviewing AA Reports and Alternate Process AA Work Plans for
compliance with the substantive and administrative requirements of this article, the Department
shall consider:

(1) Whether the AA Report or Alternate Process AA Work Plan was submitted timely;

(2) Whether, and to what extent, the responsible entity considered and addressed all
applicable provisions of this article pertaining to the preparation and submittal of an AA Report
or Alternate Process AA Work Plan, whichever is applicable;

(3) Whether, and to what extent, the responsible entity demonstrated that the
conclusions of the AA were based on reliable information, when applicable; and

(4) Whether, and to what extent, the responsible entity demonstrated that the
conclusions of the AA Report were determined using reliable information.

(b) Preliminary AA Reports=B¢af ' b ts: and Alternate
Process AA Work Plans.

(1)  Within sixty (60) days of receiving a Preliminary AA Report—drafterfinal-Abrdged
AARepeoH: or Alternate Process AA Work Plan, the Department shall review the Preliminary
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AARepeortreport or work plan for compliance with this article, and issue a notice of
compliance, a-notice of deficiency, eranotice of disapproval, or notice of ongoing review.
2)}((2) Notice of Deficiency.
(A)  The Department shall specify in a notice of deficiency the areas of deficiency, the
information required to cure the def|C|encv(|es) and the due date for submlttlng the necessary

deficieney, which may not exceed S|xty (60) days from the date the notice of def|C|ency IS
issued. The responsible entity shall submit a revised Preliminary-AA-Reportreport or work

plan, whichever is applicable, by the due date specified, and address the areas of deficiency.
(B)  Within thirty (30) days of receipt of the additional information requested in the notice
of deficiency, the Department shall issue a notice of compliance, a notice of disapproval, or a

notlce of ongoing review for the thmmaw—M—Repeﬁ—ﬁ—ﬂ;e—PFelmqmepy—AA—RepeFt—us

Repeﬁs%%meemph&ne&#ﬁh—seeﬂen%@%report or Work plan.

3(3) _Notice of Disapproval. If the revised report or work plan does not fully address the
identified areas of deficiency, the Department shall issue a notice of disapproval. The
Department shall also issue a notice of disapproval if a revised report or work plan is not
submitted by the due date specified under paragraph (2)(A). If the report or work plan is
disapproved, the Department shall explain the basis for the disapproval. A disapproved report
or work plan is not in compliance with section 69505.1(b).

(4) Notice of Compliance. £A——The Department shall specify in a notice of
compliance for a Preliminary AA Report or Alternate Process AA Work Plan the due date for
submitting the Final AA Report. The Department shall specify a due date-thatis twelve (12)
months from the date the Department issues the notice of compliance, except that the
Department may specify mere-timean extended due date for submission of the Final AA
Report if it determines based on information in the Preliminary AA Report or Alternate Process
AA Work Plan that more time is needed. The Department may netestablish-aalso specify an

extended due date for submission of the Final AA Report th&t—le—meipe—than—twemy—teup%

Repeltt—exeep{—as—prewded—m—seenensresponsmle entltv submlts a request under section
69505. 4:(@&%6959557(@(1)(@5)

(c) Flnal AA Reports and Abridged AA Reports.

(1)  Within sixty (60) days of receiving an EralAA Report Addendum, the Department
shall review the Final AA Report or Abridged AA Report, including the AA Report Addendum
for compliance with the-requirements-oef-this article, and shall issue a notice of compliance, a
notice of deficiency, notice of disapproval, or a-notice of ongoing review._If no AA Report

Addendum is required under section 69505.8, the Department shall complete its review of the
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Final AA Report or Abridged AA Report within sixty (60) days of whichever of the following
dates is applicable:
A The close of the public comment period, if no public comments are received; or

(B) __ Thirty (30) days after the close of the public comment period, if the Department
determines after reviewing the public comments that there are no issues that need to be
addressed in an AA Report Addendum.

(2) Notice of Deficiency.

(A) The Department shall specify in a notice of deficiency the areas of deficiency, the
information required to cure the deficiency(ies), and the due date for submitting the necessary
information to complete the Final AA Report_or Abridged AA Report—Fhe-due-date-for
correcting-the-areas-of-deficieney, which may not exceed sixty (60) days from the date of the
notice of deficiency-isissued. The responsible entity shall submit a revised Final AA Report or

revised Abridged AA Regor by the due date specified, and address all areas of deficiency. H
, heThe responsible entity; may requests and the
Department may approve, U nder section 69505.1(c), a one-time extension; of not more than
sixty-{60ninety (90) days; for submission of the revised Final AA Report or revised Abridged
AA Report to correct the deficiencies.

(8B) Within sixty (60) days of receipt of the requested additional information, the
Department shall issue a notice of compliance, a second notice of deficiency, or a notice of
ongoing review.

A)-1. If the Department issues a second notice of deficiency, the Department may grant
no more than thirty (30) days for resubmissionsubmission of the requested information.

B)2. Within sixty (60) days of receipt of the additional information requested in the second
notice of deficiency, the Department shall issue a notice of compliance, a notice of disapproval,
or a notice of ongoing review for the Final AA Report_or Abridged AA Report.

(3) Notice of Disapproval. If the Final AA Report or Abridged AA Report is
disapproveddoes not fully address the areas of deficiency identified in the second notice of
deficiency, the Department shall explain-the-basisfortheissue a notice of disapprovalirthe
neotice. The Department shall also issue a notice of disapproval if a revised Final AA Report or
revised Abridged AA Report is not submitted by the due date specified under paragraph (2)(A)
or subparagraph-(A),paragraph (2)(B)1., whichever is applicable. If the reperterwork
planFinal AA Report or Abridged AA Report is disapproved, the Department shall explain the
basis for the disapproval. A disapproved Final AA Report or Abridged AA Report is not in
compliance with sectlon 69505. 1(&)@b)
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{e——(d) Notice of Ongoing Review. The Department shall specify in a notice of ongoing

review the estimated date by which the Department expects to issue a notice of compliance or
notice of deficiency—Fhe-Department, which shall take-rto-accountbe based on its available

resources and the complexity of the AA-Repertdocument under review-ir-estimating-the-date
for issuance of a notice of comphiance or notice of deficiency.

(e) Issuance of Notices. All notices issued by the Department under this section shall
be issued to the person who submitted the AA-Repertdocument, and a copy of the notice shall
be sent by the Department to all persons identified in the AA-Repertdocument under
subsections (c)(2) and (c)(3) of section 69505.57.

NOTE: Authority cited: Sections 25253 and 58012, Health and Safety Code. Reference:
Section 25253, Health and Safety Code.

Article 6. Regulatory Responses

8 69506. Regulatory Response Selection Principles.

(@) Need for Requlatory Response. The Department shall identify and require
implementation of one or more regulatory responses desigredfor Priority Products and/or
selected alternative products when the Department determines such regulatory responses are
necessary to protect public health and/or the environment;-and. In selecting requlatory
responses, the Department shall seek to maximize the use of alternatives of least concern;
where when such alternatives are functionally acceptable, technically feasible, and
economically feasible.

(b) Inherent Protection Preference. In selecting regulatory responses, the Department
shall give preference to regulatory responses providing the greatest level of inherent
protection. For these purposes, “inherent protection” refers to avoidance or reduction of
adverse impactorexpoesureimpacts, exposures, and/or adverse waste and end-of-life effects
that is achieved through the redesign of a product or process, rather than through
administrative or engineering controls designed to limit exposure to, or the release of, a
Chemical of Concern or replacement Candidate Chemical in a product.

(c) Selection Factors. In selecting regulatory responses, the Department may consider
any-orallef-the following factors:

(2) Public health and environmental protection.

(A)  The likelyactual-effectiveness-oefdegree to which, and speed with which, the
regulatory response—ireluding_can address the eapaceity-ofrespoensible-entities-to-comply,—and

theadverse impacts and/or adverse waste and end-of-life effects of the Chemical(s) of Concern
or replacement Candidate Chemicals in the selected alternative, or the Chemical(s) of Concern
in the Priority Product;
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(B) ___The ability of end-users to understand and act upon any regulatory response
involving provision of information and/or directions previded-with respect to the preduet;Priority

Product; and

4)-(C) Any adverse ecological impacts of the regulatory response on sensitive resources,
or_unique or additional burdens that weuld-be-imposed-by-the regulatory response_ would
Mmpose upon sensitive subpopulations:;-andfer.
(5)—TFhe-ease-and-efficacy2) Private economic interests of erfercementresponsible
entities.
(A) _ Existing federal and/or California State regulatory requirements applicable to the
Chemical(s) of Concern or replacement Candidate Chemicals in the product;
(B) The cost to the responsible entity of the regulatory response:(s) relative to the cost
of other possible responses; and
(C) _ The practical capacity of responsible entities to comply with requlatory response(s).
(3) Government interest in efficiency and cost containment.
(A) _ The management and clean-up costs imposed on public agencies by the ongoing
sale of the Priority Product or a selected alternative;
(B) __The Department’s administrative burden in overseeing implementation of the
requlatory response(s); and
(C) _ The ease of enforcing the regulatory response(s).

NOTE: Authority cited: Sections 25253 and 58012, Health and Safety Code. Reference:
Section 25253, Health and Safety Code.

§ 69506.1. Applicability and Determination Process.

(&) Applicability. Except as specified otherwise, Fthis article applies to any product
placed into the stream of commerce in California that is:

(1) A Priority Product for which an alternative is not selected;-ef

(2) ___An alternative selected under section 69505.6(d);

(3) A Priority Product that will remain in commerce in California pending development
and distribution of a selected alternative-;_or

Priority Product for which the Final AA Report 0 Abrldged AA Report is dlsaggroved by the
Department under section 69505.689(c)(3).

(b) Exceptions. This article does not apply to a Priority Product if the manufacturer
submits a Removal or Replacement Confirmation Notification that fully meets the applicable
content requirements specified in subsections (b) through (e) of section 69505.2 to the
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Department prior to the due date for implementing any requlatory response that would
otherwise apply to the product.

(c)—shallnetify-) Notice of Proposed Determination. After issuing a notice of compliance or
a notice of disapproval for a Final AA Report or an fisal-Abridged AA Report, the Department
shall issue a notice of the Department’s proposed determination that one or more of the
requlatory responses specified in this article is/are required, or that no requlatory response is
required. The notice shall be issued no later than ninety (90) days after the Department issues
the notice of compliance or a notice of disapproval.

(d) Public Input. A notice issued parsyantteunder subsection (c) shall be sent to all

known responsible entities for the product-ef-the-proposedregulatoryresponse(s)and-make
the-proposed-regulatory-response-determination-notice-, and shall be made available on itsthe

Department’s website, for public review and comment. The proposed requlatory response
determination notice shall include the Department’s rationale for the proposed regulatory
response(s). The Department shall hold one or more public workshop(s) to provide an
opportunity for erakcomment on the proposed regulatory response determination. The
Department shall send to irdiddualspersons on the electronic mailing list(s) that the
Department establishes related to this chapter, and post on its website, a notice regarding the
availability of the proposed regulatory response determination. The notice must include-al-of
the-following:

(1)  The last day for the public to submit written comments on the proposed regulatory
response determination. The last day for submission of public comments shall be no sooner
than forty-five (45) days from the date the notice of the availability of the proposed regulatory
response determination notice is posted on the Department’s website or the date the notice is
sent to adividualspersons on the electronic mailing list(s) that the Department establishes
related to this chapter, and-posted-en-the-Department's-website;whichever is later.

(2) The method(s) for submitting comments to the Department;:and.

(3) The date, time, and location of aaythe public workshop(s).

fe}——(e) Notice of Final Determination. After review and consideration of public
comments, the Department shall finralizepost on its website and send to known responsible
entities the final regulatory response determination notice. The Department may respond to
some or all public comments received.

(——1f) Contents of Notices. All proposed and final regulatory response determination

notices must include-al-of-the-following:

(1) A description of the required regulatory response(s);

2y —The Department's-basisforrequiring-the), or a determination that no regulatory
response{s);_is required, whichever is applicable;

(32) The rationale, information, and information sources supporting the Department’s
determination(s); and

(43) The implementation due date(s) for the regulatory response(s)), if applicable; and

&) ——(4) The Department’s determination as to whether or not the requlatory response(s)
apply(ies) to either or both of the following:
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(A) __ Priority Products ordered by a retailer prior to the effective date of the Priority
Product listing, and still for sale by the retailer as of the date of the final requlatory response
determination notice; and/or

(B) __ Priority Products manufactured after the effective date of the Priority Product listing,
but before the date of the final requlatory response determination notice.

() Implementation Due Date(s). In assigning a due date for aimplementation of one or
more regulatory respenseresponses, the Department shall consider the complexity of
implementing the regulatory response-(s).

(h) Finality of Requlatory Response(s). Once a final requlatory response determination

notice has been issued, the Department shall not augment or revise the regulatory responses
for the affected product, except as provided otherwise in section 69506.2 and article 7.

NOTE: Authority cited: Sections 25253 and 58012, Health and Safety Code. Reference:
Section 25253, Health and Safety Code.

8 69506.3—Ne2. Supplemental Information and Regulatory Response Reguired-
Revisions.

Ne(a) Supplemental Information for Selection of Regulatory Response(s). Prior to
imposing any regulatory response for a product, the Department may require the responsible
entity to obtain or develop, and provide to the Department within a specified time frame, any
information supplementary to the AA Report that the Department determines is nhecessary to
select and ensure implementation of one or more regulatory responses.

(b) Information-Generation for Revision of Regulatory Response(s).

(1) When imposing one or more regulatory responses for a product, the Department
may include a requirement that the responsible entity provide information to the Department to
fill one or more information gaps identified in the AA Report under sections-69506-4-through

69506-10-isrequired-for-the-selected-alternative;section 69505.7(i)(2), if the Department
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determines for-the-selected-alternative-that-ne-this information is necessary to re-evaluate one
or more of the other initial requlatory responses.

(2) Following receipt of information required to be provided under paragraph (1), the
Department may, based on this new information, revise the initial regulatory response-is

necessary-toprevent-or-hmit-adverse(s) imposed for the product in accordance with the

procedures set forth in section 69506.1. Any revisions to the initial requlatory responses shall
be noticed for public health-or-environmentaHmpaetsreview and comment no later than ninety
(90) days after receiving the information required to be provided under paragraph (1).

(c) Regulatory Response Revisions for Revised AA Reports. In addition to the
circumstances described in subsection (b), the Department may revise the initial regulatory
response(s) imposed for a product in response to a revised AA Report submitted by a
responsible entity under section 69505.4(e), within ninety (90) days after issuing the notice of
compliance or notice of disapproval for the revised AA Report.

NOTE: Authority cited: Sections 25253 and 58012, Health and Safety Code. Reference:
Section 25253, Health and Safety Code.

8 69506.43. Product Information for Consumers.
(a)—Execeptas-provided-inparagraph(2)-this)  Applicability. This section applies to

selected-alternative produets—;
(1)  Priority Products for which an alternative is not selected;-and-;

(2) Priority Products whichremain-athat continue to be introduced into commerce in
California pending development and distribution of an alternative product for longer than twelve
(12) months after the Department issues a notice of compliance or a notice of disapproval for
the FinalAA Report:;_and

(3) Selected alternative products that retain the Chemical(s) of Concern, and/or contain
any replacement Candidate Chemical(s).

(b) Required Information. Beginning no later than twelve-(12}-meonths-afterthe date
specified by the Department issues-ain the final requlatory response determination notice-ef

compliance-for-the-FinalAARepeott for the product, or when the product is first placed into the

stream of commerce in California, whichever is later, and for as long thereafter as the product

iscontinues to be placed into the stream of commerce in California, the responsible entity shall
ensure that all of the following information is made available to the consumer prior to expesure
to-any-Chemical{s)-of Concernproduct purchase:

(Al) Manufacturer's name and importer’'s name, and/or the name of any other entity listed
on the product label;

(B2) Brand name(s) and product name(s), and a description of the product;

(€3) Alist of, and common names for, al-Chemicalsany Chemical(s) of Concern knhewn
te-bethat remain in the product;_and/or any replacement Candidate Chemical(s) and known
hazards traits and/or environmental or toxicological endpoints for those chemicals, based on
available information;
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B(4) A statement informing consumers that the product must be disposed of or otherwise
managed as a hazardous waste at the end of its useful life, if applicable;

(5) Any safe handling and storage procedures_and/or other information needed to
protect public health or the environment during the useful life of the product, including
precautions that consumers may take to prevent or limit exposure to the Chemical(s) of
Concern_or replacement Candidate Chemical(s), and first aid and accidental release
procedures;

(E6) Identification of any end-of-life management requirements specified by law, and any
existing end-of-life management program(s) for the product; and

(F7) The manufacturer’s website address and the importer’s website address where the
consumer can obtain additional information about the product, the adverse public-health-and/or
environmentalimpacts associated with the product as identified in the AA Report for the
product, and proper end-of- I|fe disposal or management of the product.

b)y——-—c) Communication to Consumers. The responsible entity shall satisfy subsection

(ab) by making the required information available to consumers, in easily seen, legible, and
understandable formats, by both:

(2) Posting the information in a prominent place on the manufacturer’s website and the
importer’'s website; and

(2)  Using one or both of the following means of informing consumers at the point of sale
of the information specified in subsection (ab):

(A)  Providing the required information on the product packaging or in accompanying
written material that is accessible without breaking the product seal; and/or

(B) Posting the information in a prominent place at the point of retail display. For
products offered for sale online, the point of retail display is/are the web page(s) on which the
product is offered for sale.

NOTE: Authority cited: Sections 25253 and 58012, Health and Safety Code. Reference:
Section 25253, Health and Safety Code.

§ 69506.54. Use Restrictions on Chemicals)of ConcernChemicals and Consumer
Products.

The Department may impose restrictions on the use of one or more Chemicals of Concern
or replacement Candidate Chemicals in a selected alternative, or Chemicals of Concern in a
Priority Product for which an alternative is not selected, or restrictions on the use of the product
itself, that the Department determines are necessary to reduce the ab#ity-ofpotential for the
product to contribute to or cause adverse public-healthimpacts and/or envirenmental
impaetsadverse waste and end-of-life effects. Use restrictions may include one or more of the
following:

@) Restrictions on the amount or concentration of the Chemical(s) of Concern or
replacement Candidate Chemical(s) permitted in a product;
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(b) Restrictions on the settings in which a product may be sold or used,;

(c) Restrictions regarding the form in which a product is sold;

(d) Restrictions on who may purchase and/or use a product;

(e) Requirements for training of product purchasers and/or users; and/or

() Any other use restriction that reduces the amount of any Chemical(s) of Concern or
replacement Candidate Chemical(s) in the product, or reduces the abiity-efpotential for the
product to contribute to or cause an exposure to the Chemical(s) of Concern or replacement
Candidate Chemical(s) in the product.

NOTE: Authority cited: Sections 25253 and 58012, Health and Safety Code. Reference:
Section 25253, Health and Safety Code.

§ 69506.65. Product Sales Prohibition.
(a)

ChemicalExistence of Geneem—abeve—ﬂ%appl%able—al&ema%wes—a&alyss%hresheld—
b)y——Safer Alternative(s). Except as provided in section-69506-3-and-subsection{e),the

reguirements-of subsection{e)}-apply-to-subsection (c), the Department may require a

responsible entity to cease placing into the stream of commerce in California a selected
alternative product that contains one or more Chemical(s) of Concern;_or replacement
Candidate Chemical(s), or a Priority Product for which an alternative is not selected, if the
Department determines and retifies-provides notice to the responsible entity; under section
69506.1; that there-is-a safer alternative exists that does not contain the Chemical(s) of
Concern or replacement Candidate Chemical(s) and that dees-ret-contain-a-Chemical-of
Concernand-thatis-beth-is functionally acceptable-and, technically feasible, and economically
feasible. In making sueh-athis determination, the Department shall consider the potential

adverse impacts and potential exposure pathways that-have-the-ability-to-contribute-to-or

cadse-adverse-public-health-and/orenvironmentalimpactsassociated with the alternative

product or Priority Product, as applicable.

(b) No Existing Safer Alternatives.

(1) year after the Department issues the notification, unless the notification specifies a
) Except as provided in section-69506-3-and-subsection (ec), the Department may
issue a netiicationnotice, under section 69506.1, ef-its-determination-that a product containing
athe Chemical(s) of Concern_or replacement Candidate Chemical(s) may no longer be placed
into the stream of commerce in California, notwithstanding the fact that there are no currently
identified safer alternatives that are beth-functionally acceptable-and, technically feasible, and

economically feasible.

(2) Prior to issuing a netificatiennotice under paragraph (1), the Department shall
request the responsible entity to provide, within sixty (60) days, documentation that
demonstrates to the Department’s satisfaction both of the following:
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(A)  The overall beneficial public health and/or environmental impacts and/or social utility
of the product significantly outweigh the overall adverse-public-health-and-environmental
impacts of the product; and

(B)  Administrative and/or engineering restrictions on the nature and/or use of the
product will adequately protect public health and the environment.

(3) The Department may issue a netiicationnotice under paragraph (1) if the
responsible entity does not provide the requested documentation with sixty (60) days, or if the
submitted documentation does not make the required demonstrations to the Department’s
satisfaction.

{e)——(c) Exceptions. A responsible entity that receives a netificationnotice under

subsection (ba) or (db) is not subject to the requirements of subsection (ea) or (e){4b) if all of
the following requirements are met:

(1)  Within sixty (60) days after the netificationnotice is issued by the Department, the
responsible entity notifies the Department in writing of its intent to submit a revised Firal-Final
AA Report that selects an alternative that does not contain athe Chemical(s) of Concern;_or the
replacement Candidate Chemical(s);

Departmentspecifies-a-shorterperiod-of-time-in-the-netification,the-The Department receives,

by the date specified by the Department in the final regulatory response determination notice
issued under section 69506.1, a timely-revised Final-Final AA Report that selects an alternative

that does not contain athe Chemical(s) of Concern or the replacement Candidate Chemical(s)
and that meets-therequirements-ef-complies with section 69505.57; and

3) The product containing ene-er~merethe Chemical(s) of Concern or the replacement
Candidate Chemical(s) is eompletely-remeved-fromno longer placed into the stream of
commerce in California by the responsmle entity, dlrectlv or |nd|rectlv by the date speC|f|ed by
the Department in the ne

Repe%submﬂ%ed—undepparag%aph—%—epm—a—separa{eﬁnal requlatorv response determlnatlon
notice issued under section 69595—6{9)4}9—eemplener+da{e—shau—be—ne49ngeﬁhw%h¥ee—8)

{f}((d) Extensions.

(1)  Aresponsible entity may request a-ene-timean extension to the due date for the
revised Firal-AA Report to be submitted under subsection (ec), under the procedures specified
in section 69505.1(dc) or section 69505.7(k)(1)(B).

(2) If the Department grants an extension, the responsible entity shall satisfy one of the
following requirements by the due date specified in the extension approval:

(A)  Arevised Final-Final AA Report meeting the requirements of subsection (ec)(2) shall
be submitted to the Department; or
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(B)  The product shall cease to be placed into the stream of commerce in California_by
the responsible entity, directly or indirectly.

NOTE: Authority cited: Sections 25253 and 58012, Health and Safety Code. Reference:
Section 25253, Health and Safety Code.

8§ 69506.#76. Engineered Safety Measures or Administrative Controls

@) Requirement for Controls. The Department may;-undersubsection{(b)mpose
requirements require a manufacturer to engineer safety measures that integrally contain or
control access to-e+, and/or implement administrative controls that limit exposure to, the
Chemical(s) of Concern or replacement Candidate Chemical(s) in a selected alternative
produet-or, or the Chemical(s) of Concern in a Priority Product for which an alternative is not

selected, to reduce the likeliheod-ofpotential for adverse public-health-andlor-envirenmental
impacts.

(b) Crlterra Englneerlng or admrnrstratrve controls may be mpesed—by—the—Departmen{

hmr%e*pesure%eﬂqeehemwa%s)—eﬁeeneem egurred if one or more of the foIIowrng applres

(2) Reliable information indicates the presence of the Chemical(s) of Concern;_or
replacement Candidate Chemical(s), or its/their degradate, metabolite, or reaction products, in
a particular subpopulation that has one or more routes of exposure to the chemical(s);

(2) Reliable information indicates an elevated level of the Chemical(s) of Concern or
replacement Candidate Chemical(s) in an indoor building or other enclosed environment;
and/or

3) Improper product handling weuld-nereaseincreases the likelihood-oefpotential for
release of, or exposure to, the Chemical(s) of Concern-_or replacement Candidate

Chemical(s).

NOTE: Authority cited: Sections 25253 and 58012, Health and Safety Code. Reference:
Section 25253, Health and Safety Code.

§ 69506.87. End-of-Life Management Requirements.

(@)  Except as provided in section 69506.3, a responsible entity for(a) Applicability.
A manufacturer of a selected alternative, or a Priority Product for which an alternative is not
selected, that is sold or otherwise made available to consumers as a finished product and is
required to be managed as a hazardous waste in California at the end of its useful life, shall
ensure-thatcomply with the fellewing-requirements are-met:of subsection (c) except as
otherwise provided under subsections (d) and (e).

€29—(b) Manufacturer CoIIaboratron Optron A manufacturer may individually fulfill the
reqguirements of this section, or may join with other manufacturers to form a non-profit third-
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party product stewardship organization, funded by participating manufacturers, to fulfill the
requirements of this section on behalf of the participating manufacturers.

(c) End-of-Life Program Requirements. No later than ene{1)-yearafterthe date
specified by the Department issues-ain the final requlatory response determination notice of
compliance-forthe-FinalAA-Repeort-for the product, or no later than the respoensible-entity-shall
fund.-date the product is first placed into the stream of commerce in California, whichever is
later, the manufacturer shall establish; and maintain an end-of-life management program for

the product. The program must comply with all of the following requirements:

(Al) A comprehensive product stewardship plan must be developed and maintained,
after beingthe plan is submitted to and approved by the Department._If the Department
disapproves the plan, it shall notify the manufacturer in writing, identify what is necessary to
correct deficiencies in the plan, and specify a due date for appreval—Fhesubmission of a
revised plan. If the plan is not resubmitted by the due date or does not address all of the
deficiencies, the plan will be considered to be non-compliant with this section.

(2) Each product stewardship plan must include-al-ef-the-following:

4 (A) A list of, and contact information for, participating manufacturers, importers, and
other participating persons.

2-(B) The scope of products and brands to be covered by the plan.

3-(C) The roles and responsibilities for manufacturers, importers, assemblers, retailers,
consumers, and government throughout the life cycle of the product, and identification of
retailers and/or assemblers who have agreed to participate in the program.

4.(D) Identification and description of collection systems that will be used.

5.(E) End-of-life management information; that iacludesdescribes the steps that will be
taken to ensure compliance with all applicable federal and California State and local laws, and
that addresses any adverse multimedia impacts.

6—Anticipated(F) Identification of anticipated resources needed to implement and
sustain the plan, iacluding-tdentification-of-anywhich must ensure that the end-of-life
management program is maintained for sufficient time to be available at the end-of-life for the
last covered product, and all previous covered products, that the manufacturer places into the
stream of commerce in California. An estimate of the annual and total long-term program
costs shall also be identified in the plan, along with the information, assumptions, calculations,
and any models used to develop the cost estimate.

(G) _ The funding mechanism to cover, but not exceed, the costs identified in
subparagraph (F). This requirement shall be satisfied by whichever of the following means is

applicable:
1. If the end-of-life management program will be administered by a non-profit third-

party product stewardship organization eeHecting-and-pursyantteunder subsection (b), the
plan shall describe how the organization will collect operating revenues in an amount
necessary to cover, but not exceed, the costs identified in subparagraph (F). This shall include
the method and calculations used to determine how much each participant will contribute.

2. If an individual manufacturer is administering a-fee-to-fund-the-stewardship-program-
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Zand funding its own end-of-life management program, the manufacturer shall provide a-

—A financial guarantee provided-by-theresponsible-entity- to-irsure-a-sustainable-end-

Califernia-cover the costs |dent|f|ed in subparagraph (F).

8.(H) Program performance goals, which shall be quantitative to the extent feasible, for:

al. Increasing the capture rate of covered products at the end-of-life; and

b-2. Increasing recyclability, and recycling rate.

9-(I) A description of how each program goal will be achieved.

10-(J) Public education, outreach, and communications plans.

11.(K) A description of public and stakeholder consultation activities during preparation;
and-nperiodic of the plan, which shall include, at a minimum, provision of thirty (30) days for
the public to comment on the proposed product stewardship plan through the manufacturer’s
website. The manufacturer shall transmit to the Department all comments received concurrent
with submittal of the plan.

(L) A description of public and stakeholder consultation activities for review and
updating; of the plan, which shall occur no less frequently than annually.

12.(M) Reporting and evaluation procedures.

(B3) The product stewardship program and plan for collecting and, if applicable, recycling
the product shall be developed in consultation with Callfornla retailers and other
owners/operators of prospectlve collection sites.

(€4) The Fespensbie—enmymanufacturer shall prowde its product stewardship plan to the
Department for review and approval, post a copy of the product stewardship plan on its own
website, and provide athat link-te-the-pesting to the Department for posting on the
Department’s website.

(B5) The responsible-entity-for-manufacturer of a product subject to the-requirements-of
this section shall ensure-thataprovide an annual report is-previded-to the Department-annuaty
._The annual report is due one (1) year from the date the end-of-life management program is
required to be implemented-, and annually thereafter. The report must include, by total
tonnage:

1-(A) The quantity of products placed into the stream of commerce in California over the
previous one-year period; and
2-(B) The quantity of products recovered over the same one-year period.
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end-of-life-
(c) A responsible entity subject to the reguirements of(d) Alternative End-of-Life

Programs. A manufacturer subject to this section may request the Department’s approval to
substitute an alternative end-of-life management program that achieves, to the maximum
extent feasible, the same results as the program required by this section. Arespensible

management program relies on other persons, the manufacturer shall provide written

substantiation of their agreement to participate at a level necessary to insure successful
implementation of the plan as proposed. A manufacturer may not substitute an alternative

end-of-life management program for the program specified in this section unless it receives
advanced written approval from the Department.

(de) Exemption from End-of-Life Program Requirements.

(1) A respensible-entitymanufacturer subject to-theregquirements-of this section may
request an exemption from the requirement to provide an end-of-life management program by
demonstrating to the Department’s satisfaction in the Firal-AA Report that an end-of-life
management program cannot feasibly be implemented for the product.

(2) A manufacturer subject to this section is not exempt from this section until it receives
written concurrence from the Department that an end-of-life management program cannot
feasibly be implemented for the product.

NOTE: Authority cited: Sections 25253 and 58012, Health and Safety Code. Reference:
Section 25253, Health and Safety Code.

§ 69506.98. Advancement of Green Chemistry and Green Engineering.

Fhe Department-may-require-aWhen a manufacturer concludes that no safer alternative to
its Priority Product is functionally acceptable, technically feasible, and economically feasible, or
a manufacturer selects an alternative that reduces but does not eliminate the use of Candidate
Chemicals in the product, the Department may require the manufacturer to initiate a research
and development project or fund a challenge grant pertinent to the Priority Product that uses
green chemistry and/or green engineering principles to do one or more of the following:

@) Design a safer alternative to the Priority Product;

(b) Improve the performance of a safer alternative to the Priority Product;

(©) Decrease the cost of the safer alternative to the Priority Product; and/or

(d) Increase the market penetration of a safer alternative to the Priority Product.

NOTE: Authority cited: Sections 25253 and 58012, Health and Safety Code. Reference:
Section 25253, Health and Safety Code.
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8 69506.26—9. Exemption from Regulatory Response Selection-and-Re-

EvalyationRequirements.

§69506-11- Exemption from-Regulatery-Response Regquirements:
fa)—Requests. A product is exempt from therequirements-ef-sections 69506.43 through
69506.108, if the responsible entity requests, and the Department grants, an exemption. A

responsible entity seeking an exemption shall submit an exemption request to the Department

no later than whichever-of-the following-dates-is-applicable:sixty (60) days after the Department

issues a final requlatory response determination notice for the product.

by——Requests. An exemption request submitted under subsectlon (a) must include-alt-of
the following:

(1) The name of, and contact information for, the person filing the exemption request;

(2)  The name of, and contact information for, the responsible entity(ies) on whose
behalf the exemption request is being submitted;

3) If different from paragraphs (1) and (2), the name of, and contact information for, the
manufacturer(s) and the-importer(s) of the product;

(4) The name of, and contact information for, other responsible entities for the product,
to the extent known to the person submitting the exemption request;

(5) Information identifying and describing the product, ireludingand the brand name(s)
and product name(s) under which the product is placed into the stream of commerce in

California, and-infermation-specifically-identifying-, if the product is a component and/of one or

homogeneous-material-and-ts/theirassociatedmore assembled products, a description of the
known product(s) in which the component;-#-applicable_is used; and

(6) Information that demonstrates to the Department’s satisfaction that one or both of
the following applies:
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(A)  The required or proposed regulatory response weuld-conflictconflicts with one or
more requirements of another California State or federal regulatory program or anapplicable
treaties or international trade-agreementagreements with the force of domestic law; in such a
way that the responsible entity cannot reasonably be expected to comply with both
requirements; and/or

(B) The required or proposed regulatory response substantially duplicates one or more
requirements of another California State or federal regulatory program or anapplicable treaties
or international trade-agreementagreements with the force of domestic laws without conferring
additional public health or environmental protection benefits.

(c) Departmental Notice. Within sixty (60) days of receiving an exemption request, the
Department shall issue a notice to the person who submitted the request granting or denying
the exemption request. The Department shall send a copy of the notice to known responsible
entities for the product.

{eh——(d) Actions Following Exemption Denial. If the exemption request or the
Department’s granting of the exemption is based solely on the criteria specified in subsection
(b)(6)(A), the Department may require implementation of a modified regulatory response that
resolves the conflict that is the basis for the exemption.

(e) Rescission of Exemption. The Department shall rescind an exemption granted
under this section if the Department determines that the facts and/or assumptions that the
Department relied upon in granting the exemption were not, or are no longer, valid. If the
Department rescinds an exemption, the Department shall retiyprovide notice to the person
who submitted the exemption request and known responsible entities for the product.

() Contents of Notices. The Department shall include in all notices granting, denying,
or rescinding an exemption under this section a statement of basis for its decision and a new
due date for compliance, if applicable.

NOTE: Authority cited: Sections 25253 and 58012, Health and Safety Code. Reference:
Sections 25253 and 25257.1, Health and Safety Code.

§ 69506.4210. Regulatory Response Report and Notifications.

@) Notification to Supply Chain. A responsible entity subject to a regulatory response
other than one imposed under this-article,-exceptforthe-regulatoryresponses-specified-in
sections 69506.2 and 69506.9;8 shall ensure that a neticenotification is sent to all retailers-who
sellpersons in California, other than the final purchaser or lessee, to whom the responsible
entity directly sells the product, and any other person other than the final purchaser or lessee
to whom the responsible entity directly sells the product if it is reasonably foreseeable that the
product will be placed into the stream of commerce in California, informing the-retatersthose
persons of the applicability of the regulatory response to the product. The retieenotification
shall be sent-to-theretailers—and-, with a copy sent to the Department, no later than whichever
of the following dates is applicable:

—Thirtythirty (30) days after receiving a final regulatory response determination notices
under section 69506.1:-ef
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include-all-ef-the-following:

(1) The name of, and contact information for, the person providing the notification;

(2) The name of, and contact information for, the responsible entity(ies) on whose
behalf the notification is being provided;

(3) If different from paragraphs (1) and (2), the name of, and contact information for, the
manufacturer(s) and-the importer(s) of the product;

£3(4) Information identifying and describing the original Priority Product; and the selected
alternative, ineludingand-the brand name(s) and product name(s) under which the product is
placed into the stream of commerce in California, are-the name(s) of any persons identified as
the manufacturer, importer, and/or distributor on the product label;, and, if the product is a
component of one or more assembled products, a description of the known product(s) in which
the component is used; and

(45) A description of the required regulatory response(s) and the due date for
implementing the regulatory response(s).

fe}——(c) Notifications to the Department. The responsible entity shall notify the
Department upon completing implementation of the required regulatory response(s) and, if
applicable, upon completing development and introduction into the California marketplace of
the selected alternative:(s). The notification must include information describing how the
regulatory response(s) was/were implemented. If requested by the Department, the
responsible entity shall provide periodic implementation status reports regarding the selected
regulatory response(s):) and/or the development and introduction into the California
marketplace of the selected alternative(s). The information provided to the Department under
this subsection shall also be posted on the website of the responsible entity.

{e{(d) Requlatory Response Summary.

(1)  The Department shall prepare and post on its website, and update at least annually,
a Regulatory Response Summary that identifies the regulatory response(s) for each selected
alternative ferto a Priority Product, or for the Priority Product, whichever is applicable. The
Regulatory Response Summary must contain all of the following for which information is
available:

(A)  The name of, and contact information for, the manufacturer(s) and the-importer;(s);

(B) The names of, and contact information for, other known responsible entities;

(C) Information identifying and describing the original Priority Product; and the selected
alternative;(s), if any, ireludingand-the brand name(s) and product name(s) under which the
product is placed into the stream of commerce in California, the name(s) of any persons
identified as the manufacturer, importer, and/or distributor on the product label, and, if the
product is a component of one or more assembled products, a description of the known
product(s) in which the component is used;
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(D) The due date and actual date for completing development and introduction into the
California marketplace of the selected alternative;(s), if any;

(E)  The regulatory response(s), if any;

(F)  The applicable section(s) in this article specifying the regulatory response(s);

(G) The implementation due date(s), and the actual implementation date(s), for the
regulatory response(s); and

(H)  Other information provided to the Department under subsections (a) through (c).

(2)  The Department shall also include in the Regulatory Response Summary the
information specified in paragraphs (1)(A) through (1)(D) for each exemption granted by the
Department under section 69506.219.

NOTE: Authority cited: Sections 25253 and 58012, Health and Safety Code. Reference:
Sections 25253 and 25257, Health and Safety Code.

Article 7. Dispute Resolution Processes

8 69507. Dispute Resolution.

(@)  Applicability. This article applies to any responsible entity that wishes to dispute a
decision made by the Department under this chapter that applies to the responsible entity,
except as otherwise provided in subsection (c).

b)y——(b) Exhaustion of Administrative Remedies. The procedures set out in this article
are required for resolving disputes arising under this chapter. If the responsible entity fails to
follow the procedures specified in this article for disputes subject to this article, it waives its
right to further contest the disputed issue-administratively.

(c) AScope. Notwithstanding any other provision of this chapter, a decision made by
the Department under article 2, 4, or 289 is not subject to dispute resolution under this article.

(d)  Automatic Stay. A requirement imposed by the Department under this chapter on a
responsible entity, and any posting concerning the requirement on the Failure to Comply list

undersection-69501-2(d);, is stayed during the pendency of an administrative dispute
concerning the requirement.

NOTE: Authority cited: Sections 25252, 25253, and 58012, Health and Safety Code.
Reference: Sections 25252, 25253, and 25257.1, Health and Safety Code.

8§ 69507.1. Informal Dispute Resolution Procedures.

(@) Request for Review. For a dispute regarding a decision made by the Department
under the provisions of this chapter; other than seetions-69506-5,69506-6,-69506-7-69506-9;
69506-10,-and-69506-11article 6, a responsible entity may, within thirty (30) days following the
mailing of the notice or the website posting of the Department’s decision that is the basis of the
dispute, whichever is later, request that the Department informally resolve the dispute. The
Department shall provide the responsible entity with an opportunity to resolve the dispute
informally within thirty (30) days of receiving the request for dispute resolution. If a request for
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informal dispute resolution is not received within thirty (30) days of the notice or website
posting of the Department’s decision, the Department’s decision is final and is not eligible for
any dispute resolution procedures under this article.

(b)  Administrative Appeal. If the responsible entity disagrees with the Department’s
decision following completion of the informal dispute resolution process, the responsible entity
may appeal to the Director of the Department under section 69507.2.

NOTE: Authority cited: Sections 25252, 25253, and 58012, Health and Safety Code.
Reference: Sections 25252, 25253, and 25257.1, Health and Safety Code.

§ 69507.2. Appeal to the Director.

€)) Contents of Appeals. A responsible entity appealing the Department’s decision
following completion of the informal dispute resolution process shall submit information stating
the basis for seeking further review, and the reasons why the decision does not

comportcomply with therequirements-of-this chapter or is otherwise unreasonable. The
responsible entity shall also provide-al-ef-the-following:

(1) The original statement of dispute;

(2) Supporting deeumentsinformation; and

3) Copies of responses prepared by the Department.

(b)  FheDeadline for Filing an Appeal. A responsible entity appealing a Department
decision shall file the appeal with the Department’s Director within thirty (30) days after
completion of the informal dispute resolution process under section 69507.1.

(c) Decision on Appeal. The Director or designee shall issue a decision granting or
denying the relief sought, in whole or in part, or a notice of ongoing review, within sixty (60)
days after receipt of the request under this section. If the relief sought is denied, the decision
by the Department must:

(1) Contain a short and plain description of the basis for denial of the request for further
administrative review; and

(2)  Specify the date by which the responsible entity shatmust comply with the
requirements of this chapter that were in dispute.

(d) Finality of Decision. A decision issued under subsection (c) is the Department’s final
decision and is not subject to additional administrative dispute resolution.

(e) Notice of Ongoing Review. The Department shall specify in a notice of ongoing
review the estimated date by which the Department expects to issue a decision granting or
denying the relief sought. The Department shall take into account its available resources and
the complexity of the issues raised in the appeal in estimating the date for issuance of the final
decision.

NOTE: Authority cited: Sections 25252, 25253, and 58012, Health and Safety Code.
Reference: Sections 25252, 25253, and 25257.1, Health and Safety Code.

8 69507.3. Formal Dispute Resolution Procedures.
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For all dlsputes regarding a decision made by the Department under sections-69506.5;

) 9,69 Zlarticle 6, the procedures specified in
sectlons 69507. 4 through 69507 6 shaII apply in lieu of the procedures set forth in sections
69507.1 and 60507.2.

NOTE: Authority cited: Sections 25253 and 58012, Health and Safety Code. Reference:
Sections 25253 and 25257.1, Health and Safety Code.

8§ 69507.4. Time Lines for Requests for Review.

Within thirty (30) days of a responsible entity receiving a final requlatory response
determination notice from the Department under section-69506-5,69506-article 6695066+
69506-9,-69506-10,6r69506-11, the responsible entity may submit a Request for Review to
the Department, requesting review of such determination. If a Request for Review is not filed
within this time period, the Department’s determination is final and is not eligible for any
administrative dispute resolution procedures under this article.

NOTE: Authority cited: Sections 25253 and 58012, Health and Safety Code. Reference:
Sections 25253 and 25257.1, Health and Safety Code.

§ 69507.5. Contents of Requests for Review.

A Request for Review filed under section 69507.4 must include a statement of the reasons
supporting the Request for Review, and, as applicable, a showing that the determination is
based on:

@) Erroneous facts, assumptions, approaches, or conclusions of law; and/or

(b) A policy judgment that the Department should, in its discretion, censiderreconsider.

NOTE: Authority cited: Sections 25253 and 58012, Health and Safety Code. Reference:
Sections 25253 and 25257.1, Health and Safety Code.

§ 69507.6. Department Procedures for Requests for Review.

@) Decision Time Frame. Within sixty (60) days following the filing of a Request for
Review under section 69507.4, the Department shall issue an order either granting or denying
the Request for Review, or a notice of ongoing review.

(b) Finality of Decision. An order denying review shall constitute the Department’s final
decision and shall not be subject to additional administrative dispute resolution. The decision
shall be effective on the date of the order. An order denying review must:

(1)  Specify the date by which the responsible entity shallmust comply with the
requirements of this chapter that were the subject of the Request for Review; and

(2)  Contain a short and plain description of the basis for the denial of further
administrative review.

(c) Briefing Schedule. An order granting review must specify a schedule for briefing of
the issues by the responsible entity and the Department.
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(d) Merits Decision. The Department shall issue an order specifying its decision on the
merits of the Request for Review, or a notice of ongoing review, within 180 days from the date
it grants the Request for Review.

(2) If the final order upholds the Department’s decision under this chapter, the order is
the Department’s final decision and is not eligible for additional administrative dispute
resolution. An order upholding the Department’s original decision must specify the date by
which the responsible entity shallmust comply with the applicable requirements of this chapter.

(2) If the final order grants the relief sought by the responsible entity, in whole or in part,
the order must remand the decision that is the subject of the Request for Review to the
responsible program within the Department for re-evaluation by a specified date. The date for
completion of the re-evaluation must be no more than ninety (90) days from the date of the
order. The order may also provide guidance or criteria for the re-evaluation.

(e)  Notice of Ongoing Review. The Department shall specify in a notice of ongoing
review the estimated date by which the Department expects to issue an order under
subsection (a) or (d), whichever is applicable. The Department shall take into account its
available resources and the complexity of the issues raised in the Request for Review in
estimating the date for issuance of the order.

() Recusal of Staff. No Department staff that participated in the decision that is the
subject of the Request for Review filed under section 69507.4 may participate in decision-
making or review of decisions made under this section.

{¢——(a) Limits on Intra-Departmental Communications. No Department staff participating
in decision-making or review of decisions made under this section may have communications
about the Request for Review with the Department staff that participated in the decision that is
the subject of the Request for Review filed under section 69507.4; unless the Department
simultaneously communicates with the responsible entity or its representative regarding the
issues under discussion with Department staff.

NOTE: Authority cited: Sections 25253 and 58012, Health and Safety Code. Reference:
Sections 25253 and 25257.1, Health and Safety Code.
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Article 98. Audits

§695098. Audit of Materials Submitted to the Department and Regulatory Responses.
(@  Audits. The Department may audit any information compiled, and/or submitted to
the Department, under this chapter. Information the Department may audit includes, but is not
limited to, AAs, AA Reports, information related to notifications submitted under this chapter,

and implementation of regulatory responses.

(b) Scope. The scope of any audit may include, but is not limited to, an examination of
one or more of the following:

(1) Compliance with article 5 requirements;

(2) Information quality and adequacy of analysis;

3) Implementation of the-selected alternativealternatives, if applicable; and/or

4) Compliance with the regulatory response(s) imposed under article 6, if any.

Department of Toxic Substances Control Page 105 of 109



© 00 ~NO Ol WDN P

AR DOWWWWWWWWWWNDNDNDNDNMNMNMNNMNMNMNNNREPERPRPRPEPRPRPEPRPEPRERELR
NPFPOOO~NOUOUPMRWNPOOO~NOUUPMNWNPEPOOOLONO OGPMWDNEDRO

SAFER CONSUMER PRODUCTS Proposed Regulations, R-2011-02

(c) Notification of Audit Findings. Upon completion of an audit, the Department shall
netifyprovide notice to the responsible entity(ies) of the audit findirgfindings and the process to
dispute audit findings.

NOTE: Authority cited: Sections 25253, and 58012, Health and Safety Code. Reference:
Article 8 of Division 4.5 of Chapter 20 and Section 25253, Health and Safety Code.

Article 289. Trade Secret Protection

§ 69510695009. Assertion of a Claim of Trade Secret Protection.

(@) Substantiation Requirements. A person who asserts a claim of trade secret
protection with respect to-deeuments-or information submitted to the Department under this
chapter will receive a written request from the Department to furnish the Department with all of
the following supporting information:

(1) The identity of the person asserting the claim;

(2) A brief description of the nature of the information for which trade secret protection is
being claimed;

3) The extent to which the information is known by employees or others involved with
the facility or business of the person, and whether or not those individuals are bound by non-
disclosure agreements;

(4)  The extent to which the information is known outside of the facility or business of the
person, and whether or not individuals with such knowledge are bound by non-disclosure
agreements;

(5)  The measures taken to restrict access to and safeguard the information, and
whether or not the person plans to continue utilizing such measures;

(6) The estimated value of the information to the person and the person’s competitors;

(7)  The estimated amount of effort and/or money expended by the person in developing
the information;

(8) The estimated ease or difficulty with which the information eeuldcan be properly
acquired or duplicated by others, including for any chemical claimed as trade secret, an
explanation of why the chemical identity is not readily discoverable through reverse
engineering;

(9) Copies of, or references to, any pertinent trade secret or other confidentiality
determinations previously made by the Department or other public agencies;

(10) A description of the nature and extent of harm that weuldcould be caused if the
information were made public, including an explanation of the causal relationship between
disclosure and the harmful effects claimed,

(11) The signature of the person's general counsel or other executive with knowledge of
the preparation of the substantiating information, certifying underpenalty-of perury-and-subject
to-the-provisions-ofas required by section 69501.3; and based upon the knowledge and belief
of the signatorys that:

(A)  The substantiating information is true, accurate, and complete;
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(B) The information for which trade secret protection is claimed is not otherwise publicly
available; and

(C) There is a reasonable basis to assert trade secret protection for the information so
claimed; and

(12) Contact information for the individual to be contacted if partany of the claimed
information is requested to be disclosed under the California Public Records Act:_ (commencing
with Government Code section 6250).

(b) Streamlining of Submittal. The substantiating information required under
subsections (a)(1) through (a)(10) shall be provided for each individual trade secret claim,
although such information may be incorporated by reference to apply to multiple claims, as
appropriate. The requirements of subsections (a)(11) and (a)(12) may be met once for all
claims submitted at one time.

(c) Documentation. A person who asserts a claim of trade secret protection shall also;
at the time of submission; provide the Department with both of the following:

G—A1) Except where expressly prohibited by federal law, or by a nondisclosure
agreement whose relevant text is provided to the Department, a complete copy of the
documentation being submitted, which shall include the information for which trade secret
protection is claimed; and

2 A redacted copy of the documentation being submitted, which shall exclude the

(d) Marklnq of Documents. A person Who asserts a clalm of trade secret protection
shall make such assertion at the time of submission by marking the words "Trade Secret"
conspicuously on each page containing the information for which trade secret protection is
claimed. If no claim of trade secret protection is made at the time of submission, the
Department may make the submitted information available in full to the public without further
notice.

{e)——(e) Provision of Separate Copies. If the documentation supporting a claim of trade
secret protection contains information that is itself subject to a claim of trade secret protection,
such supporting documentation shall be separately supplied in both complete and redacted
form as required by subsection (c), and marked as required by subsection (d), but shall not
itself require further supporting documentation. Such documentation shall be separate from
documentation used to comply with other provisions of this chapter.

() Hazard Trait Submissions. Except as specified in subsection (g), trade secret
protection may not be claimed for any health,—safety.-erenvironmenta-nformation-contained-in
any-hazard trait submission or for any chemical identity information associated with a hazard
trait submission.

(g)—Frade-secretprotection-may-be-claimedforthe-chemical__Chemical Identity Masking
When a Patent is Pending.

(1) The precise identity of a chemical that is the subject of a hazard trait submission

may be temporarily masked only if the-subject-of-claimthat chemical is a-prepoesedan
alternative to-a-Chemical-of-ConcerninaPriority-Produetconsidered or proposed in an
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Alternatives Analysis, and the-claimant-does-all-of-the-following:a patent application is pending

for the chemical or |ts contemplated use in the product. Such masking shall be authorized only
until the pateptaps A-h ptedordeniedinformation subject to the trade secret

claim is made public through any means, including through publication of the patent

application, a foreign counterpart, or an issued patent. The person claiming the trade secret
shall notify the Department in ertlnq within thlrty (30) days after the

H-(2) Any person maktng—a—elatm—ef—trade—seeret—p#eteeﬂen—feﬁh&temporarllv masklnq

the precise identity of a chemical under subsection{gparagraph (1) shall provide the
Department with a non-confidential description of the nature of the chemical that is as specific
as possible, consistent with the claim of trade secret protection.

NOTE: Authority cited: Sections 25252, 25253, and 58012, Health and Safety Code.
Reference: Sections 25252, 25253, and 25257, Health and Safety Code.

§ 6951069509.1. Department Review of Claims of Trade Secret Protection.

@—(a) Review of Support for Trade Secret Designation. Upon receipt of
information submitted under this chapter that contains information identified as being subject to
trade secret protection, or at any time thereafter, the Department may review the trade secret
claim and supporting information for compliance with the requirements of this article.

b} (b) Additional Information Requirements.

(1) If the Department determines that information provided in support of a request for
trade secret protection is incomplete or insufficiently responsive to permit a trade
seeretsecrecy determination, the Department shall:

(A) NetifyProvide notice to the submitter of the Department's finding of insufficiencys;,
and the basis therefor;

(B) Identify the specific area(s) for which additional information is needed; and

B(C) Indicate the date by which the submitter must provide the requested information.

(2) If the submitter fails to provide the information within the timeframe specified, the
Department shall netifyprovide notice to the submitter by certified mail that the claim is out of
compliance with this article, and that the information claimed to be trade secret will be
considered a public record subject to disclosure by the Department thirty (30) days after such
notice is mailed. During this 30-day period, the submitter may seek judicial review by filing an
action for a preliminary injunction and/or declaratory relief.
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(c) Notice to Submitter. If the Department determines that information provided in
support of a request for trade secret protection does not meet the substantive criteria for trade
secret designation, the Department shall netiyprovide notice to the submitter by certified mail
of its determination and that the information claimed to be trade secret will be considered a
public record subject to disclosure by the Department thirty (30) days after such notice is
mailed. During this 30-day period, the submitter may seek judicial review by filing an action for
a preliminary injunction and/or declaratory relief.

(d)  Judicial Review. If a person asserting a claim of trade secret protection initiates an
action for a preliminary injunction and/or declaratory relief under subsection (b)(2) or (c), the
Department may not publicly release or disclose the information that is the subject of the claim
of trade secret protection until resolution of any court challenge, including any appeals;-#-any.

NOTE: Authority cited: Sections 25252, 25253, and 58012, Health and Safety Code.
Reference: Sections 25252, 25253, and 25257, Health and Safety Code.

Article £210. Severability
§ 6951169510. Severability.

If any provision(s) of this chapter, or the application thereof to any person or circumstances,
is held invalid, such invalidity shall not affect other provisions or applications of this chapter
that can be given effect without the invalid provision or application, and to that end the

provisions of this chapter are severable.

NOTE: Authority cited: Sections 25252, 25253, and 58012, Health and Safety Code.
Reference: Sections 25252 and 25253, Health and Safety Code.

Article £211.[Reserved]

88 6951269511 -- 69599. [Reserved]
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