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TOXIC CHEMICALS

CONSUMER PRODUCTS
The newly released Oct. 31 draft of California’s Green Chemistry regulation makes substantial changes to earlier draft regulations by the state’s Department of Toxic Substances
Control that had come under intense criticism, say attorneys Peter Hsiao, Michael Steel,
and William Tarantino, and environmental analyst Meredith Klein in this BNA Insight.
The authors offer a detailed analysis of the draft regulation, which if adopted will impose
‘‘broad compliance obligations’’ on manufacturers, distributors, and retailers, including
limitations on the use of certain chemicals, reformulation requirements to eliminate targeted chemicals, and an outright ban on sales of certain products in California. The informal public comment period closes Dec. 30.

California Revives Green Chemistry Initiative With Draft Program Regulations
BY PETER HSIAO, MICHAEL STEEL,
WILLIAM TARANTINO, AND MEREDITH KLEIN,
MORRISON & FOERSTER LLP
n Oct. 31, 2011, California released a new draft of
its Green Chemistry regulations. If adopted, the
regulations would create a new, complex program
intended to remove toxic chemicals from consumer
products, and would make dramatic changes in the way
those products are designed, formulated, used and collected for disposal. The regulations would apply to
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some 3,000 chemicals and impose major new burdens
on product manufacturers, importers and retailers.
With reform of the federal Toxic Substances Control
Act (TSCA) stalled in a divided Congress, many state
legislatures have undertaken their own individualized
approaches, banning or restricting chemicals such as
lead and bisphenol A on a chemical-by-chemical, or
product-by-product basis. The result is a checkerboard
of regulations, frustrating businesses in their attempt to
design products and conform their global supply chains
to comply with these different rules.
Perhaps the most important of those state efforts is in
California, which has largely rejected a chemical-bychemical approach in favor of a broad regulatory program that rivals TSCA and the European Union’s
REACH program in its scope and complexity. In 2008,
California enacted its Green Chemistry statute, known
as Assembly Bill 1879 (AB 1879), which required a new
life-cycle ‘‘alternatives analysis’’ to assess and potentially replace hazardous chemicals in consumer products. The statute incorporated principles of ‘‘green
chemistry’’ advocated by Professor Paul Anastas and
others, and requires an evaluation of alternatives and
substitutes for hazardous substances based not just
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upon their risk during product use, but also after disposal.
The Legislature was intentionally vague about the important details of the program’s implementation, leaving the details—‘‘a process to identify and prioritize
those chemicals or chemical ingredients in consumer
products that may be considered as being a chemical of
concern’’—to be worked out by the state’s lead agency,
the Department of Toxic Substances Control (DTSC).
The statute directed DTSC to adopt these regulations by
Jan. 1, 2011. DTSC issued draft versions of the regulation for public comment in June, September, and November 2010.1 However, following intense criticism of
the regulations by both environmental and industry
stakeholders, DTSC withdrew the draft regulations.
On Oct. 31, 2011, the DTSC issued a new ‘‘informal’’
draft of its Green Chemistry regulation, titled the ‘‘Safer
Consumer Products Regulation.’’ Now 11 months late,
the current iteration makes substantial changes to draft
regulations that have come under intense criticism at
each step. The ‘‘informal’’ status of the new draft reflects DTSC’s wariness of likely controversy and criticism. Instead of proposing to adopt the regulation and
adhering to the normal administrative process, the new
draft provides further time for additional comments by
stakeholders and DTSC’s own Green Ribbon Science
Panel (GRSP).
Notably, the initial list of ‘‘Chemicals of Concern’’
will be much broader than previously anticipated and is
expected to include nearly 3,000 chemicals (beating
California’s Proposition 65 list by at least 2,200 chemicals). As with the predecessor draft regulations, this
version imposes broad compliance obligations on
manufacturers, distributors, and retailers, imposing yet
another California-specific burden for the consumer
product industry. While children’s products, personal
care products, and household cleaning products are no
longer called out as the specific targets for immediate
prioritization, the product prioritization criteria suggest
that this regulation will likely impact them early on and
affect many other everyday consumer products over
time.
As drafted, the regulations require extensive risk and
life cycle analyses for prioritized products. The analyses
may lead to limitations on the use of certain chemicals,
reformulation requirements to eliminate targeted
chemicals, or the outright ban on sales of certain products in California.

Summary of the Informal Draft
Process
The draft regulations establish a four-step process to
identify safer consumer product alternatives:
1. Chemicals: DTSC will publish an initial list of
Chemicals of Concern (COCs), based on chemicals
identified by other authoritative organizations and on
the regulations currently being adopted by the Office of
Environmental Health Hazard Assessment (OEHHA)
on a broad range of hazard traits and environmental
and toxicological endpoints. DTSC estimates the initial
1
See analysis by these authors in BNA Toxics Law Reporter, Vol. 25, at 1224 (Nov. 15, 2010) (25 TXLR 1224,
11/18/10).
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list will include approximately 3,000 chemicals. The
regulations also establish a process for DTSC to add
chemicals to the initial list.
2. Priority Products: Next, DTSC will develop a list
of Priority Products based on its evaluation of products
that contain the identified COCs, and the distribution,
use, and disposal patterns of the products.
3. Business Duty to Notify and Evaluate: Responsible entities (which include manufacturers, importers,
and retailers) must notify DTSC when their product is
listed as a Priority Product. DTSC will post this information on its website. The responsible entity will be required to perform an Alternatives Assessment (AA) for
its product and the COCs in the product to determine
how to best limit potential exposures or potential adverse impacts. The regulation imposes the ‘‘principal
duty to comply’’ on the manufacturer.
4. Product/Chemical Limits/Regulations: DTSC will
identify and impose a Regulatory Response to limit potential adverse public health and environmental impacts, if any, from the Priority Product or its COCs, or
from the alternative chemical or product selected to replace the Priority Product.

Applicability
The regulations apply to all consumer products containing a COC that are sold, offered for sale, supplied,
distributed, or manufactured in California. There are
limited exemptions for products:
s Exempted by law (specified medical and dental
devices, ‘‘dangerous’’ prescription drugs, food, and pesticides) and products used solely to manufacture a
product exempted by law;
s Manufactured, stored in, or transported through,
California, solely for out-of-state use; and
s Regulated by other federal or California state
regulatory programs or international trade agreements,
where the program or agreement provides an equivalent or greater level of protection of public health and
the environment than would be provided if the product
were listed as a Priority Product (no examples are
specified, but EU programs seem likely candidates).
The regulations apply to any ‘‘responsible entity,’’
which includes the manufacturer, or, if the manufacturer does not comply, the importer or retailer. The responsible entity must notify DTSC of Priority Products
and perform the AA. A responsible entity may opt out
of the program by deciding not to offer Priority Products in California and notifying DTSC of this decision.
Responsible entities may also use a consortium, trade
association, public-private partnership, or other cooperating entity to assist in fulfilling their obligations.

Chemical and Product Prioritization
DTSC must establish the initial list of COCs within 30
days after the effective date of the regulations. The initial list is derived from chemicals that (1) exhibit a hazard trait or an environmental or toxicological endpoint
set forth in OEHHA regulations (that have not yet been
finalized) and (2) are identified based on one or more
of the following:
s Fifteen ‘‘authoritative body’’ lists based on hazard
traits;
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s Four authoritative body lists based on exposures
or environmental or toxicological endpoints; or
s Three specified sources of ‘‘reliable information.’’
DTSC may add chemicals to the initial list of COCs
based on factors set forth in the regulations.
The regulations contemplate identification of Priority
Products for purposes of AA preparation based on the
following criteria:
s The COCs in the product pose a significant potential to cause adverse public health and environmental
impacts;
s The product is widely distributed in commerce
and used by consumers;
s There is a significant potential for public and environmental exposures to the COC(s) in quantities that
can result in adverse public health or environmental impacts; and
s For assembled products, the product contains
COC(s) that may present potential exposures through
inhalation or dermal contact.
s For formulated products, the product is intended
to be:
a. Applied directly to the body;
b. Dispersed as an aerosol or a vapor; or
c. Applied to hard surfaces with the likelihood of
runoff or volatilization.
There are de minimis exemptions for products with
COCs at concentrations equal to:
s 0.01% by weight for chemicals exhibiting one of
nine specified hazard traits (carcinogenicity, developmental toxicity, reproductive toxicity, endocrine toxicity, genotoxicity, immunotoxicity, neurotoxicity, bioaccumulation, or environmental persistence);
s 0.1% by weight for chemicals that do not exhibit
any of the nine specified hazard traits and environmental and toxicological endpoints; or
s A lower or higher concentration if specified by
DTSC in the Priority Products list.

Alternatives Assessment
This assessment remains at the heart of the Green
Chemistry regulations. Each AA must be conducted in
two stages, with a report sent to DTSC at the end of
each stage.
1. Necessity/Identification of Alternatives: In the
first stage, product criteria are identified (e.g., by function, performance, technical, and legal requirements
that would need to be met by an alternative). A statement must be provided on whether the COC or a substitute chemical is necessary to meet the product’s requirements. Next, alternatives to the usage of the COC
must be identified and screened, and a work plan proposed for the second stage. This information is reported
to DTSC in a Preliminary AA Report, which is due 180
days after the product is listed on the final Priority
Products list.
2. Detailed Assessment of Alternatives: The second
stage requires a more detailed assessment of alternatives. The product and each alternative must be evaluTOXICS LAW REPORTER
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ated with respect to relevant factors and associated exposure pathways and life cycle segments. At this stage,
the responsible entity selects an alternative that will replace or modify the Priority Product or decides not to
modify the Priority Product (or discontinue the distribution of the product in California). A Final AA Report is
due to DTSC within a year after the date DTSC issues a
notice of compliance for the Preliminary AA Report, unless an extension of up to one additional year is approved.

Regulatory Responses
After evaluating the AA Report, DTSC is required to
consider the appropriate regulatory response. In general, product information must be provided to consumers if the alternative product contains a COC above the
de mimimis level or the manufacturer decides not to
modify the original Priority Product. Other possible
regulatory responses triggered by DTSC’s findings and
determinations include:
s Requiring additional information to be provided
to DTSC;
s Prohibition on sale:
a. Ensuring that the Priority Product is no longer
sold in California (including implementing an inventory
recall program) where DTSC determines there is a safer
alternative that is functionally acceptable and technologically and economically feasible, or
b. Submitting to DTSC an AA Report that selects an
alternative that does not contain a COC;
s Other responses DTSC may require include:
a. Engineered safety measures to control access or
limit exposure to the COC in a product;
b. Restrictions on the use of the COC;
c. Research and development projects or challenge
grants; and
d. New alternative assessments.
Regulatory responses are not required for selected alternatives that do not contain a COC above the de minimis level, or for selected alternatives that do not pose a
potentially significant adverse public health or environmental impact.
Another very important feature of the draft—one that
could easily be overlooked by businesses—would require responsible entities to establish, maintain, and
fund an end-of-life product stewardship program for
any product that is required to be managed as a hazardous waste in California.

Enforcement
The regulations provide DTSC with an array of tools
to compel responsible entities to carry out their obligations under the program. DTSC will establish a Failure
to Comply List and post the non-complying parties on
its web site. When DTSC determines a requirement has
not been fulfilled for a chemical or product, it will issue
a notice of noncompliance to the manufacturer and any
importers. If the noncompliance is not remedied, DTSC
will place the following information about the product
on its Failure to Comply List:
s Information identifying and describing the product, including brand name and product name;
BNA
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s Basis for the notice of noncompliance
s Statement placing retailers of the product on notice, identifying the requirement applicable to the retailer and the timeframe for compliance;
s COC(s) in the product;
s Name and any contact information for the manufacturer and any listed distributor;
s Identity of any manufacturer and importer DTSC
has notified of noncompliance;
s If DTSC has notified a retailer of the failure of the
manufacturer or importer to comply and they have not
done so, and if the retailer has failed to notify DTSC
within 60 days of the notice that it has ceased ordering
the product, DTSC will post the name and any contact
information of the retailer of the product;
s The date the product was first placed on the Failure to Comply list.
DTSC will remove a product and the associated information from the Failure to Comply list if it determines
that the noncompliance has been fully remedied or if
the manufacturer or importer has notified it that the
product is no longer placed into the commerce stream
in California. Where a retailer has complied with its obligations, DTSC will remove information concerning
that retailer.
The regulations authorize DTSC to conduct audits to
determine compliance with the AA and regulatory response requirements. DTSC will rely on its general enforcement authority to impose fines and penalties for
the failure to comply.

Significant Changes From the DTSC
November 2010 Draft Regulations
With this new draft, DTSC extensively revised its November 2010 regulation. Many time frames were shortened or made more specific. In some cases, deadlines
are now linked to the effective date of the regulations.
The regulations call for an immediate, robust list of
COCs. The list of hazard traits has been significantly
expanded to include all hazard traits and environmental and toxicological endpoints specified by OEHHA
(whose regulations are not yet finalized). The universe
of chemicals considered to be carcinogens and reproductive toxins is far broader than earlier envisioned.
The regulations no longer limit the product categories
DTSC can consider when listing Priority Products during the first five years; earlier drafts targeted toys, personal care, and household products. Worker exposure
has been added as a prioritization factor.
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Regarding the AA, the provisions expand the primary
responsibility for compliance beyond the manufacturer
to the importer and retailer. The AA process is more
specific and structured. The requirement to fill information gaps during the AA is eliminated, but DTSC may
require this as a regulatory response. The third party
verification requirement for the AA has been replaced
by a requirement that AAs must be conducted by a certified assessor, and DTSC’s role in auditing AAs is expanded.
Another major change in response to criticisms from
both environmental groups and industry is to redefine
the exemptions from the regulations. While the default
de minimis level remains at 0.01% for chemicals with
one of nine specified hazard traits, DTSC has the option
to set a higher or lower level for all other chemicals.
The exemption for unintentionally added chemicals has
been eliminated, but these chemicals may be considered in setting a higher de minimis level. The ‘‘no exposure pathway’’ exemption has been eliminated, but will
still be considered during the prioritization process.
In addition, a manufacturer may no longer avoid doing an AA by simply removing the COC once the product is listed as a Priority Product. Removing the product
from the California marketplace and introducing another similar product containing a COC will require a
notice to DTSC.

Conclusion
The current informal draft will be discussed by
DTSC’s GRSP at its Nov. 14-15 meetings. On Dec. 5,
DTSC will hold a workshop on the informal draft. Following the informal public comment period, which ends
Dec. 30, 2011, DTSC will develop formal proposed
regulations and solicit further comment before adopting the final version. With this action, California appears determined to take the lead in product stewardship and chemical regulation through this initiative.
The consumer product industry can only hope that California proceeds with caution, and recognizes the value
of harmonizing its program with work previously done
in the European Union and other states and countries
on chemical use regulation.

Interested in Publishing?
If you are interested in publishing an analysis
or commentary article, we’d like to consider your
article or idea for publication as a BNA Insight.
Please contact the managing editor at
patkins@bna.com.
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