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Green Chemistry Initiative —

Joshua A. Bloom and John D. Le

fter numerous attempts, Cali-

fornia is once again moving for-

ward with regulations to imple-

ment its Green Chemistry Ini-
tiative. As directed by the 2008 Green
Chemistry law, the California Department
of Toxic Substances Control proposed reg-
ulations in 2010, only to face vehement op-
position each time from either the busi-
ness community, environmentalists or
both. Now, almost a year after its last at-
tempt, DTSC on Oct. 31 issued an “infor-
mal” draft regulation, named the “Safer
Consumer Products Regulation.” Com-
pared to the last proposal in November
2010, the most recent proposal is in many
ways much broader and far-reaching than
its predecessor.

Enacted in September 2008 through
two companion bills, Assembly Bill 1879
(titled the “Safer Consumer Product Al-
ternatives”) and Senate Bill 509, the Green
Chemistry Initiative is designed as a new
regulatory approach to pollution preven-
tion, which ultimately requires the design
of chemical products and processes that
reduce or eliminate the use and genera-
tion of hazardous substances. Under the
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Once More

law, DTSC was to adopt regulations on
or before Jan. 1 to establish a process for
identifying and evaluating “chemicals of
concern in consumer products and their
potential alternatives.”

As DTSC’s proposals have evolved, a
“four step” process has emerged as the
foundation for its regulatory efforts: (1)
identify chemicals of concern; (2) de-
velop a list of “priority products”; (3)
responsible entities are to perform an
“alternatives assessment” on those prior-
ity products; and (4) DTSC must identify
and impose “regulatory responses.” As
proposed, the regulations would apply
to all consumer products that contain a
COC and are sold, offered for sale, sup-
plied, distributed or manufactured in
California, unless otherwise exempted.

SIGNIFICANT CHANGES
FROM PRIOR PROPOSAL
The informal draft regulation makes a
number of significant changes to the pri-
or proposal, in most cases expanding the
breadth of the regulation. The changes
include:

e The universe of COCs will now be
“robust,” including approximately
3,000 chemicals, and will be based on
a broad array of all hazard traits and
environmental and toxicological end-
points specified by the California Of-
fice of Environmental Health Hazard
Assessment. Chemicals considered
carcinogens and reproductive toxins
will also be more broadly considered
than was previously the case. The ini-
tial list of COCs will be established by
DTSC as of the effective date of the
regulations, and published within 30
days of that time.

e Previous proposals limited DTSC’s
consideration of the initial list of pri-
ority products during the first five

years to children’s products, personal
care products and household clean-
ing products. That would no longer
be the case under the current propos-
al, which has no limit on the product
categories that will be initially consid-
ered. The initial priority products list
must be published within six months
of the regulation’s effective date.
Worker exposure has been added as a
prioritization factor.

Entities responsible for compliance
include a product’s manufacturer,
importer and retailer. However, the
manufacturer has the principal duty
to comply with requirements applica-
ble to aresponsible entity. If the man-
ufacturer does not comply, the duty
falls to the importer (if there is one). If
both the manufacturer and importer
(as applicable) fail to comply, the re-
tailer becomes responsible. However,
as was the case with earlier drafts, the
obligations of a “responsible party”
may be fulfilled by a consortium,
trade association, public-private enti-
ty or any other entity action on behalf
of the responsible party.

The alternatives assessment is more
specific and structured than in previ-
ous proposals and no longer requires
third-party verification, but will re-
quire that the assessment be con-
ducted by a certified assessor. The
assessor will be certified by a DTSC-
designated accreditation body.

There is an exemption for products
with de mimimis levels. For chemicals
exhibiting any of nine specific hazard
traits, the default de minimis level is a
cumulative concentration of all COCs
in a product at or below 0.01 percent
by weight. For other chemicals, the
default is 0.1 percent. DTSC retains
the flexibility to set a higher or lower



level if specified in the priority prod-
ucts list.

Significantly, one element of the draft
remains unchanged from prior drafts —
the absence of a citizen enforcement pro-
vision. Unlike Proposition 65, which has
generated a cottage industry for private
plaintiffs and their attorneys, enforce-
ment of the Green Chemistry Initiative
and its regulations would be left to the
state.

The draft regulations are very detailed
— 68 pages — but the following summa-
rizes the principal elements.

IDENTIFICATION OF
CHEMICALS OF CONCERN

The initial list of COCs, which must be
in place as of the effective date of the reg-
ulations, will be composed of chemicals
that exhibit a hazard trait, or an environ-
mental or toxicological endpoint (as set
forth in OEHHA regulations) and is listed
by one or more authoritative bodies spec-
ified in the regulations. The universe from
which the COCs will be drawn is broad
and diverse. Approximately 3,000 chemi-
cals are expected to be initially identified
as COCs.

After the initial list of COCs is estab-
lished, DTSC can thereafter add to the list
other chemicals that exhibit a hazard trait
or an environmental or toxicological end-
point. The decision whether to add such
chemicals to the list will be based on: (1)
potential chemical adverse impacts, (2)
adverse impacts of special consideration,
such as to children or pregnant women,
or environmentally sensitive habitats, (3)
potential exposures, (4) availability of re-
liable information, and (5) availability of
safer alternative chemicals. Before DTSC
augments the initial COC list, it will pro-
vide a 45-day public review and comment
period. It will review the list at least once
every three years.

PRODUCT PRIORITIZATION

From the COC list, DTSC must then
evaluate and identify “Priority Products”
to determine, in view of the COCs in a
product, the potential adverse impacts
resulting from those COCs, and poten-
tial exposure to the COCs. The potential
adverse public health and environmental
impacts resulting from COC exposure are
considered by looking at the product’s
manufacture, product life and end-of-life

disposal and management.

In its prior regulation, DTSC proposed
that for the first five years of implementa-
tion, it would limit the scope of “Priority
Products” to children’s products, person-
al care products and household cleaning
products. DTSC drew substantial criticism
for this decision, and the draft regulation
no longer limits initial consideration to
those product categories. Nonetheless,
when assessing the potential adverse im-
pacts caused by COCs in a product, DTSC
will take into consideration the type and
severity of potential impacts for children,
pregnant women and other sensitive sub-
populations, environmentally sensitive
habitats and widespread adverse public
health or environmental impacts. When
establishing priority products, DTSC will
also consider availability of information,
safer alternatives and the extent to which
the product or COC in question is regu-
lated under federal or other California
regulatory programs and applicable in-
ternational trade agreements.

Products meeting one or more of the
following criteria will be given priority:

e The COCs in the product pose signifi-
cant potential to cause adverse public
health and environmental impacts.

o The products are widely distributed in
commerce and used by consumers.

e Potential public and environmental
exposures to the COCs may result in
significant impacts.

e There is potential for inhalation or
dermal exposures with respect to as-
sembled products.

e For formulated products, the product
is intended to be applied to the body,
dispersed as an aerosol or vapor, or is
applied to hard surfaces with the like-
lihood of runoff or vaporization.

Unless a responsible entity for a prod-
uct listed as a priority product has sub-
mitted a de minimis exemption notifi-
cation, it must, within 60 days after the
product is listed, notify DTSC that its
product is a priority product. The same
60-day period applies to de minimis ex-
emption notifications. If the product is
first produced, or placed in the stream
of commerce, in California after the
product is listed as a priority product,
notification must be provided to DTSC
within 60 days after the product is first
placed into the stream of commerce in
California.

ALTERNATIVES ASSESSMENT

The Alternatives Assessment is the cor-
nerstone of DTSC’s implementing regula-
tions. It forms the basis for choosing the
most suitable product alternative and the
appropriate regulatory response imposed
on a responsible entity.

Asproposed, aresponsible entity would
be required to submit a preliminary AA
report within 180 days after a product
becomes a listed “priority product.” A fi-
nal AA report work must be submitted to
DTSC within one year after DTSC issues
a notice of compliance for the prelimi-
nary AA report, although on request of
the responsible entity, DTSC can agree
to an extension of an additional year. Any
AA completed after Jan. 1, 2015, must be
performed by a certified assessor, and
any preliminary AA report submitted af-
ter that date must also be prepared by a
certified assessor.

The AA is made up of two stages, pre-
ceding the preliminary AA report and the
final AA report. The first stage includes
identifying product criteria, identifying
alternatives that meet the criteria of the
priority product, and initial screening
of alternative chemicals to replace the
COG s in the product. The first stage also
includes developing a work plan to com-
plete the second stage and ensure that the
final AA report is submitted on schedule.

The second stage includes identifica-
tion of factors relevant for comparison of
alternatives, followed by a comparison of
the priority product with its alternatives,
and finally an alternative selection deci-
sion. Once the final AA report is submit-
ted, DTSChas 60 days to review the report,
and either issue a notice of compliance or
a notice of deficiency.

REGULATORY RESPONSE

Following submission of the AA report,
DTSC would then select the regulatory
response. The regulatory responses can
range from requiring additional informa-
tion, to “no regulatory response required,’
to a phased product ban-and-recall re-
gime.

“Self-implementing” regulatory re-
sponses require the responsible entity to
provide product information to consum-
ers within 12 months if the manufacturer
chooses to retain the priority product, or
if the alternative product contains COCs
above de minimis levels. The responsible



entity must also establish, maintain and
fund, within two years, an end-of-life
product stewardship program.

Of the array of possible regulatory re-
sponses, most significant is product prohi-
bition. If the selected alternative contains a
COC, orif an alternative is not selected, and
DTSC notifies the responsible entity that it
has determined that “a safer alternative ex-
ists that does not contain a COC and that

is both functionally acceptable and tech-
nologically and economically feasible,” the
“product sales prohibition” requirements
will apply. Under those requirements, un-
less DTSC specifies a shorter time, the re-
sponsible entity has one year from DTSC'’s
notification to stop placing the product in
the stream of commerce in California, and
three years to ensure that an inventory
recall program for the product is imple-

mented and completed. In the alternative,
the responsible entity can submit to DTSC
within one year an AA report that selects an
alternative that does not contain a COC.

The public comment period on the in-
formal draft regulation ends Dec. 30. The
draft regulation was discussed at DTSC'’s
Green Ribbon Science Panel’s Nov. 14-15
meetings, and will be the subject of a
DTSC workshop on Dec. 5.
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