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SUPERIOR COURT OF THE STATE OF CALIFORNIA
FOR THE COUNTY OF LOS ANGELES

CONSUMER CAUSE, INC.,
BC247097
Plaintiff
V. ORDER SUSTAINING VARIOUS
DEFENDANTS’ DEMURRER
ARKOPHARMA, INC.; etal.,

Defendants
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The Court. having taken the demurrer of numerous defendants under submission on October
4,.2001. after hearing extensive oral argument, rules as follows: The demurrers are sustained without
leave to amend for the reasons more fully explained below.

1. Question Presented.

The question presented here is a legal one regarding the interpretation of the meaning of an
item included in the “list of those chemicals known to the state to cause cancer or reproductive
toxicity within the meaning of” the Safe Drinking Water and Toxic Enforcement Act of 1986,
commonly known as Proposition 65, California Health & Safety Code § 25249.5 et seq. The specific
question for legal interpretation presented by the demurrer is whether the conceded presence of ethyl
alcohol in the several defendants’ various “dietary supplements” at issue here constitutes “ethyl

alcohol in alcoholic beverages” within the meaning of Proposition 65.
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It is undisputed that defendants’ products are intended to be ingested by humans; in that sense
they are “fit” for human consumption. As packaged and labeled defendants’ products are intended
to be taken in very small quantities, such as drops or a fraction of a teaspoon, and their definition for
federal regulatory purposes as “dietary supplements” is conditioned on their being so intended for
ingestion in “drops or similar small units of measure.” 21 U.S.C. § 350(c)(2).

2. The Proposition 65 Listing At Issue Herein:

The list at issue is promulgated by the Governor pursuant to the authority conferred by Health
& Safety Code § 25249.8. The listing at issue is for “ethyl al(‘:ohol in alcoholic beverages.” 22 Cal.
Code Reg. § 12000(c)(1). At oral argument, the parties concurred that ethyl alcohol is that form of
alcohol resulting from distillation of grain and that such ethyl alcohol is the alcoholic component of
many familiar beverages such as vodka, whiskey and beer.

Tracking the provisions of the Act, the listing of various items determined to require
Proposition 65 warnings is divided into two basic categories, one of which is further subdivided into
three subcategories. The two broad categories set forth at 22 Cal. Code Reg. § 12000(b) and (c) are:
(1) “Chemicals known to the state to cause cancer” and (2) “Chemicals known to the state to cause
reproductive toxicity.” terms mirroring the statutory requirements in Health & Safety Code §§
25249.5 and 25249.6. The listing of items with known reproductive toxicity is further divided in the
state’s listings into three subcategories: “(1) Developmental toxicity,” “(2)Female reproductive
toxicity,” and “(3) Male reproductive toxicity.” 22 Cal. Code Reg. § 12000(c)(1)-(3).

The listing in question for “ethyl alcohol in alcoholic beverages™ appears only under §
12000(c)(1), i.e. “Chemicals known to the state to cause reproductive toxicity. (1) Developmental
toxicity.” Not surprisingly, given “ethyl alcohol in alcoholic beverage’s” inclusion in such category,
it was represented without dispute at oral argument that the inclusion of this item at the time of its
initial listing in October 1, 1987, was out of concern that pregnant women would subject their
unborn fetuses to risk of developmental defects by excess consumption of alcohol during pregnancy.
(Interestingly, “Alcoholic beverages, when associated with alcohol abuse” were separately listed on

July 1, 1998, among “Chemicals known to the state to cause cancer.” 22 Cal. Code Reg. § 12000(b))
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The Court was supplied with a portion of the transcript of a hearing before the state’s
Scientific Advisory Panel Subpanel on Reproductive Toxicity in February 22, 1989. (Exhibit D to
Defendants’ Request For Judicial Notice; while plaintiff objected to the taking of judicial notice of
other items, plaintiff offered no objection to the inclusion of this item.) There, a request was
advanced to list “ethyl alcohol” (also referred therein by its synonym as “ethanol”) as such under
§ 12000(c)(1), deleting the contextual requirement that it be found “in alcoholic beverages.” A
review of the current listing makes clear that although that subpanel recommended such a
modification, that proposal was not ultimately adopted, and the only relevant Proposition 65 listing
remains limited to “ethyl alcohol IN alcoholic beverages.” (Emphasis added.)

3. The Role Of The Attorney General In Private Enforcement Actions Under Prop. 65.

Enforcement efforts by private parties, as here, are specifically contemplated by the Act, but
any such private parties must give 60-days advance notice to at least the state Attorney General (and
possibly also to one or more District Attorneys and City Attorneys) pursuant to Health & Safety
Code § 25249.7. Given the state Attorney General's central role in having prosecutorial prerogatives
in Proposition 65 cases and in having the right to advance notice of any intended private attorney
general action under Proposition 65. the Court finds that the letter from the Attorney General’s office
declining action on this referral (Exhibit A to Request for Judicial Notice, letter from Deputy
Attorney General Edward G. Weil to Morse Mehrban. Esq.. dated December 20, 2000) does
constitute an official act of which judicial may be taken. Accordingly, plaintiff’s objection thereto
is overruled. In that letter. the Attorney General’s Office expressed its view that: “The herbal
extracts identified in your notices do not appear to be alcoholic beverages, or to contain alcoholic
beverages”

4. Legal Analysis Given The Lack Of Case Law Directly On Point.

The demurring defendants grudgingly acknowledge that it is a question of first impression
as to how broadly the term “alcoholic beverages™ should be interpreted under Proposition 65

The Court recognizes that the California Supreme Court has noted the remedial characteristic
of Proposition 65 and the need for broad construction in furtherance thereof. The issue presented

in People ex rel. Lungren v. Superior Court (1996) 14 Cal.4th 294, 314, whether a water faucet
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leaching lead was a “discharge or release [of] a chemical . . . into water or onto or into land where
such chemical passes or probably will pass into any source of drinking water” within the meaning
of Health & Safety Code § 25249.5, is notably separate and distinct from how a chemical listing
under Health & Safety Code § 25249.8 should be interpreted. The Court does agree with plaintiff’s
basic assertion that such listings should be read broadly in furtherance of the statute’s remedial
objectives. But “broad” reading does not equate to “absurd” reading, particularly where it is not the
proper province of the Court to modify the state’s own listing determinations by judicial fiat.

Defendants, for their part, point to what they contend are settled interpretations of the same
terms in various state and federal statutes consistently and clearly leading to the conclusion that these
“dietary supplements™ are not and legally cannot be held to be “alcoholic beverages.” The Court is
not persuaded that any of those cases and interpretations are controlling, particularly as they arise
in different context under statutory schemes with different ends. For this reason, they are not “in pari
materia” with the statute and listing at issue here. They are, however, informative to resolving this
question of first impression.

For example. several arise in the context of alcoholic beverage taxation, including one where
the issue presented was whether a form of alcohol not itself marketed or fit for human consumption
is nevertheless subject to the heavy taxation put upon the alcoholic beverage trade because that
particular type of alcohol is ultimately refined into distilled spirits such as vodka or gin. (See, e.g.
American Distilling Co. V. State Board of Equalization (1956) 144 Cal. App.2d 457) Others
involved the resolution of the question of whether palatable alcohol should be so taxed if its actual
use may or may not be for direct human consumption in beverage form. (See, e.g. Commercial
Solvents Corp. v. Riley (1936) 7 Cal.2d 731 (alcohol to be used in liquid vanilla extract not taxed
as alcoholic beverage), and National Distillers Products Corp. v. Board of Equalization (1947) 83
Cal.App.2d 35 (“medicinal” whiskey sold to military in relatively small individual containers taxed
as beverage))

Defendants also argue that because special federal and state regulatory provisions are applied
to these “dietary supplements” (e.g. the Dietary Supplement Health and Education Act of 1994,

which grants them exemption from Food & Drug Administration regulation), they cannot be
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“alcoholic beverages.” The key federal provision requires that a dietary supplement “not [be]
represented for use as a conventional food,” and “conventional food™ is for those purposes defined
to include alcoholic beverages. The special regulatory status afforded by such definitions to dietary
supplements is sufficiently different in purpose from the purpose of the law in question here (a law
intended for broad application in furtherance of public health and safety) that the Court approaches
such reasoning by analogy with caution. It is germane, however, to note that the concept that these
products are “not represented for use as a conventional food” does fairly reflect dietary’s
supplements uniqueness as distinguished from food (including alcoholic beverages amongst the
universe of foods). These products appear to be much closer in common understanding to medicines
or vitamins, as compared to “foods” or “beverages.”

The limitations of the arguments on behalf of defendants do not. however, lead one to the
conclusion that these products necessarily or logically DO come within a legal or nontechnical
definition of the term alcoholic beverage. The only real argument in plaintiff's favor is that the
dietary supplements are as “fit” for human consumption as any other food. medicine or herbal
remedy. That does not, however. readily lead to the conclusion that just because they are liquid and
fit for human consumption. they come within a reasonable interpretation of the word “beverage,”
even if one accepts plaintiff’s reliance on Merriam-Webster Dictionary’s definition of such word as
a “a drinkable liquid.” Subject to one’s budget and palate. there is no theoretical reason why one
could not buy and ingest mass quantities of the dietary supplements in a short period of time, but that
is not how they are marketed for use or intended for use. These products are intended to be taken
in very small volume quantities more characteristic of the dosage amounts of medicines, not the
volumes associated with beverages, even the modest portions typical of high proof distilled alcoholic
beverages.

Likewise, one could ingest any number of liquid products with reproductive toxicity that are
not “fit” or intended for human consumption, but the theoretical possibility that one could do so does
not itself make such a liquid a “beverage.” Insofar as plaintiff argues that the dietary supplements
should be considered alcoholic beverages because they could be diluted to be made suitable for

beverage purposes, the further dilution of these minimal amounts of alcohol does nothing to advance
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