FINAL STATEMENT OF REASONS
22 CALIFORNIA CODE OF REGULATIONS

cific 1 1 ve Toxicanls,

(Establishment of a Regulatory Leval for Toluene)

The 5afe Drinking Water and Toxic Enforcement Act of 1986 (hereinafrer the
Act} prohlbits a person in the course of doing business from knowingly and
intentionally exposing any individual tv & chemical that has been listed as
known to the Stabte to cause cancer or reproductive toxiclty without first
glving clear and reasonable warning to such individual (Health and Safety
Coda Section 25249.6). The Act also prohibits a person in the course of
doing business from knowingly discharging a listed chemical into water or
onto or into land where such chemical passes or probably will pass Into a
source of drinking water (Health and Salecy Code Section 25249.5).

For chemicals known te the State to cause reproductive toxleity, an
exemption {5 providerd by the Act for exposures which the person responsible
can show as producing no obsarvable effect, assuming exposure ac 1,000 times
the level in guestion (Health and Safary Code Seetion 25249.10). The
maximum dose level at which a chemical has no observable reproductive effect
is referred to as the no observable effect level (NOEL). Thus, the
exemption applies when the mxposure in question is at a level that does not
excead tha NOEL, divided by a 1,000-fold uncercalncy factor.

Proced aund

On March 22, 1991, the Health and Welfare Agency issued a notice of proposed
rulemaking advising that the Agency intended to adopt a regulatory laval for
toluene in Section 12805, Title 22, California Code of Regulations. (Unlass
otherwise indicaced, all section references are to Title 22, California Code
of Regulations.) Pursuant to such noctice, on May 10, 1991, a public hearing
was held to receive publiec comments on the proposad regulation., One plaece
of correspondence commencing on the proposal was recaived. One presenter
offerad comments during the public hearing.

On July 17, 1991, cthe role of lead agency for the implementation of the Act
was transferred from the Health and Welfare Agency to the Califorxrmia
Environmental Protection Agency's (Cal/EPA's) Office of Environmental Health
Hazard Assessment (DEHHA or the department) by Executive Qrder W-15-91,

This rulemaking sccion is submicted by OEHHA in its capacity as lead agency
for tha implementation of the Act,

Purpose of Final Statement of Rezasons

This final statement of reasons sers forth the reasons for tha final
regulation adopted by the department for Section 12305, and responds to the
vbjections and recommendations submitrted ragarding the regulatiom,
Government Code Secrion 11346.7, subsection (b)(3), reguires that tha final
statement of reasons submitted with an amended or adopted regulation contain
a2 summary of each objection or recommendation made regarding the adoption or
amendment. Ttogether with an explanation of how the proposed action has been
changed Lo accommodate each objection or recommendation, or the reasons for
making no change. Tt specifically provides that this requirement applles
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only to objections or recommendations specifically directed at the proposed
action or the procedurez followed by the department in proposing or adepting
the action.

Some partias may have included in their written or oral comments remarks and
observarions about the regulation which do not constitute an objection or
recommendation directed at the proposed action or the procedures followed.
Accordingly, the department 15 not obligatad under Covernment Caoda

Section 11346.7 to respond to such remarks in this final statement of
reasons. Since OEHHA is constrained by limitacions upon its time and
resources, and is not cbligated by law to respond to such remarks, OEHHA has
not responded to these remarks in this final statement of reasons, Tha
abzance of a response in this final scatement of reasons to such remarks
should not be construed te mean that OEHHA agrees with them.

specific Findings

In accordance with Covernment Code Section 11346.5(a)(7), OEHHA has,
throughout the adeption process of this repulation, considarad available
alternatives to determine whether any alternative would be more effectiva in
carrying out the purpose for wvhich the regulations were propesed, or would
be as effective and less burdensome to affected private persons than the
proposed action. OEHHA has determined rchat no alternative considared would
be more effective rhan, or as effeccive and lese burdensome to affactad
persong than, the proposed regulaticn.

OEHHA has determined that the regulation imposes no mandate on lecal
agencies or school districts.

Bulemaking File

The rulemaking file submitted with the final regulacion and this final
stacement of reasons is the complete rulemaking fila for Section 12805.

Kec £ on of Re Lion

For chemicals known to the Stace to cause reproductiva toxicicy, the Act
exemplts discharges, releases and exposures which, making certain
assumptions, produce no observable effect on reproduction, assuming axposure
at 1,000 times the level in question. The Act specifies that any claim of
exemption under Healch snd Safety Code Sactiom 25249.10, subsection (c) must
be based upon evidence aznd standards of comparable scientific validity to
tha avidence and standards which form the scientific basis for the listing
of the chemical. However, rhe Act does not specify che steps necessary to
calculare whethar a given level of sxposure to a reproductive toxicant is
exempt, nor specify specific levels of exposure which represent the one one-
thousandth of the no observable effecc level (NOEL).

The purpose of this regulation is to provide a "safe harbor" level for
toluene, below whiech the Act dues not apply. This level will allow persons
to determine whether a discharge. release or exposure iluvolving roluene is
exempt from the provisions of the Act.
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Although existing regulations describe principles and assumptions for
conducting risk assessmencs to calculate the NOEL, most businesses subject
to the Act do not have the resources to perform these assessments. Yet each
business with tean or more emplovees needs the ability to determine whether
its mctivities or products are subject to the prohibitions of the Act,

Given that toluene Is a widely used chemical, the absence of a regulatory
level for the chemical would leave a large number of businesses without a
way of determining compliance with the Aecct.

sgction 12805

Existing regulations (Section 12801-12821) provide guidance for determining
whether an exposure to, or dlscharge of, a reproductive toxicant meets the
statutory exemption. These regulations provide two ways by which a parson
in the course of doing business can make such a decterminacion: (1) by
conducting a risk assessment in accordance with the principles described inm
Section 12803 to derive a NOEL, and dividing the NOEL by 1,000; ox, (2Z) by
application of the specific regulatory level adopted for the chemical in
Section 12805 (which represents one one-thousandch of the KOEL) or, in tha
absence of such a level, by using a risk assessment conducted by a state or
federal agency, provided that such assessment [s consistent with the
principles in Secrion 12803, and the maximum allowable daily dose level is
one ona-thousandth of che NOEL.

This amendment to Sectien 12805 would adopt a repulatery level of

7,000 micrograms per day (ug/day) (or 7 milligrams/day (mg/day)) for
toluene, based on a risk assessment prapared by the Beproductive and Cancer
Hazard Assessment Section of rhe Deparcment of Health Services (Memorandum
to Steven A. Boek, Ph.D. from Lauren Zelsa, Ph.D., re: Toluana Exposure
Level Recommendarion, dsted February 11, 1991, and "Reproductive and
Devalopmental Toxlcity of Tolusne: A Review"). (The Reproductive and
Cancer Hagard Asgessment Secrion is now within OEHHA.)

The study deemed to be the most appropriate for deriving a MOEL is an
inhalation study i{n which pregnant racs were exposed in inhalation chambers
te 0, 100, 500 or 2,000 ppm toluene for & hours/day., No observahle adverse
effecte ware chserved in the effspring of rats exposed at 300 ppm,

Exposure of rars to 500 ppm of toluene in air for 6 hours/day is estimated
to result in a total daily intake of 112.5 mg/kg/day. Section 12803(b)
requires the use of a 58-kilogram body welght assumption when the
reproductive effect is upon the female or conceptus, Multiplying tha nec
observable effect level (112.5 mg/kg/day) by 58 kilograms, and dividing by
the 1,000-fold uncertainty factor yields a daily intake level of

6.325 mg/dayv. This wvalue has been rounded off to 7 mg/day, or 7,000 ug/day,
the adopred regulatory level,

The department received one piece of correspondesnce (C-93) during the public
comment pericd. Oral testimony presented during the public hearing
reiterated the peints made in the written submittal. Both the written
comments and the oral testimony were ocffered on behalf of the same party.

The commentors agreed that the rat reproduction srudy which was used by the
department as the basis for the proposed regulatory level for toluene is the
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most appropriate study to use., However, thay indicated that their group had
iniclated a rat developmental toxicity study to provide better dose-responsa
and hazard characterizarion data on teoluene, The preliminary report from
this study suggests that toluene is not a selective developmental toxicant,
and that the NOEL for developmental toxicicy should be 750 ppm. The
commentors urged the department to defer the establishment of & regulatery
level for toluene until it is possible to incorporate the results of the
recently conducted study into the rulemaking process. The commentors stated
that the final repert will be available in Septembar, 1991.

Since Lhe final reporr on the study deseribed by the commentors is still net
available at this time, the deparrment is unable to judge its usefulness to
this rulemaking action. It is the department’s view that the regulated
community and the public are hetter served by the escablishment of a
regulatory level for toluene which is based on the most scientifically
appropriate study currently available, than by postponing sction untll a
report of unknown value is completed,

The ceommentuwrs should note that any parsoen subject to the Act may use an
acceptable dally intake level different from that which Lls established In
regulation. Acceptable daily intake levels for reproductive toxicants In
Section 12805 are intended te provide "safe harbors™ to the regulaced
community, and do not preclude the use of slternative levels rhat can he
demonstrated by their users to be scientifically wvalid.





