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June 6, 2005

VIA FACSIMILE d: U.S. MAIL

Dr. Joan Denton
Office of Environmental Health Hazard Assessment
1001 I St., 19d1 floor
Sacramento CA 95814
Fax: (916) 327-1097

"Potential Regulatory Action" Under Proposition 65
for "Cooked" Foods (Extended Comment Notice Dated 5/27/05)

RE:

Dear Director Denton:

We represented the plaintiffs in the most important early litigation over the scope
of the state's powers to regulate under Proposition 65, AFL-CIO et al. v. Deukmeiian et
~ (Sacramento Superior Court, No. 502541, filed 5/31/88; complaint attached as Exhibit
A) (commonly known as "Duke Ir). That case settled in 1992 with a binding
commitment from the State of California that it would:

1. repeal the illegal regulation that plaintiffs challenged in Duke II, which
categorically exempted foods from Proposition 65 under some
circumstances, and

2. not enact any similar categorical exemption from Proposition 65 at any
time in the future, for foods or anything else.

A copy of the settlement agreement is attached as Exhibit B, and we explain its exact
language and context below.
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The Duke II settlement agreement is still binding today. It commits the State to a
chemical-by-chemical, science-based approach to regulatory exemptions affecting foods.
The "potential regulatory action" for "cooked" foods, which was the subject of your May
9 workshop and your May 27 notice extending the public comment period, is completely
contrary to that commitment and would clearly violate the legal principle that the State
and your office bound themselves to in that settlement. We explain in more detail below.
One purpose of this letter is to remind you, your counsel, and the Attorney General of the
State's continuing legal obligation to comply with the terms of the Duke II settlement

agreement.

Also, in our nearly 20-year experience with Proposition 65, we have bad
extensive experience with the litigation and lobbying efforts by certain high-profile
organizations claiming to represent the food industry, usually coordinated through trade
associations in Washington, D.C., to avoid having Proposition 65 apply to foods. In their
many different guises, those efforts have consistently been characterized by gross
exaggeration, outright misstatement, and heavy political influence. The current effort to
exempt "cooked" foods from Proposition 65 coverage bears the same hallmarks of heavy
political pressure and lighter-than-air reasoning - one more attempt to put muscle over
mind. Another purpose of this letter is to remind you of the historical context for this
current effort, and how little credibility those lawyers' and lobbyists' complaints and
predictions about Proposition 65's impact on food products have earned over that long
period. They have cried "Wolfl "many times about Proposition 65, beginning before the
law even went into effect, and experience has always proven them wrong. We urge you
to keep this long history in mind as you address its latest concerns over high levels of
known carcinogens in popular food products.

IMP ACf OF DUKE II SElTLEMENT ON POTENTIAL
REGULA nON FOR "COOKED" FOODS

The State of California agreed to the Duke II settlement after the Superior Court
issued a preliminary injunction against the State, stopping it and your predecessor from
going forward with the challenged regulation. In effect, the State conceded that plaintiffs
and the Court were right that it did not have the power to exempt foods (or other
products) from Proposition 65 coverage by declaring whole categories of exposures
exempt, and that the law required a particularized, scientifically based approach to any
regulatory exemption. In fact, the State's legal and administrative representatives
conceded this to us personally, shortly after the court ruling. The case would have settled
much earlier (and at much lower cost to the state), if it had not been for the private trade
association participants' strenuous opposition to conceding that categorical exemptions
for foods were illegal, which continued for years after the State had informally reached
that conclusion.

lSOOOlS91.DOC;1)
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The future commitment by the State in the Duke II settlement states:

13. Defendants [the Governor of California and the Director ofOEHHA] agree
that any provision which is adopted after the date of this agreement to define the
term "no significant risk" of the Act [proposition 65] for any food, drug, cosmetic
or medical device product, and which employs standards derived from existing
state or federal law shall be based up<?n specific numeric standards for the
chemical, as evidenced by the tulemaking file. Such levels shall be consistent
with and corifirm to sections 12703 and 12721 of title 22 of the California Code

of Regulations [risk- and exposure-based criteria].
Settlement Agreement dated 12/23/92 (see Exhibit B).

For the State to identify exposure levels to Proposition 65 chemicals in foods that are
exempt from warning requirements, it is obvious that particularized, chemical-by-

chemical science is required.

There is no question that foods generically are subject to Proposition 65. There is
equally no question that blanket or categorical exemptions from Proposition 65, for foods
or any other source of exposure, are not within the state's power to grant, as OEHHA
recognizes. See Regulatory Background for Exposures to Proposition 65 Chemicals in
Food, p. 1 (attachment to AprilS, 2005 notice). This is the principle that was litigated in
Duke II and that the Duke II settlement confinned. But once again, we are seeing a well-
financed lobbying effort to try to create exemption for food products without coming

forward with the necessary science.

In trying to find legal room for a categorical exemption where no legal room
exists, proponents will undoubtedly argue that the "cooked food" exemption they are
supporting does not violate the Duke II settlement, because it does not use exactly the
same terms that the Duke II settlement forbids. The exact language of the Duke II
settlement forbids any future Proposition 65 regulation defining "no significant risk"
levels of exposure on a non-scientific basis. The "potential regulatory action" exempting
certain exposures to Proposition 65 chemicals in "cooked" foods does not explicitly use
the term "no significant risk." However, it is legally identical for purposes of compliance
with the Duke II settlement. The proponents' desired exemption would represent a blanket
determination, without a scientific basis, that exposures to a potentially wide variety of
listed Proposition 65 chemicals, which occur in the context of one large category of
consumer products (i.e., "cooked" foods), do not constitute exposures significant enough
to require compliance with Proposition 65 warning requirements. It is important to note
that the Duke II settlement commitment is cast in terms of definition of exempt
exposures, because the parties recognized in 1992 that future regulatory definitions of

{SOOOlS91.D<x::;l}
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exempt exposures were of special concern, and that chemical-by-chemical science
needed to be required in that process.

Using "cooking" and/or "heat processing" as the basis for a categorical exemption
of exposures would be particularly contrary to science, not to mention logic and previous
Proposition 65 experience. Not only is there no science to support the notion that
exposures to carcinogens formed by "cooking" or "heat processing" represent less
significant health risks than other exposures, but the history of Proposition 65 is replete
with examples to the contrary. The application of heat is well known as the ~ of
many significant exposures to Proposition 65-listed chemicals that have received
regulatory and enforcement attention, such as lead in ceramicware (which is fired in a
kiln), DEHP in baby-bottle nipples and similar products (manufactured with a heating
process), automobile exhaust in parking garages, and perhaps most obviously, cigars and
pipe tobacco, which were the subject of the very first Proposition 65 enforcement action
in 1988. Secondary cigarette smoke has also been the focus of numerous enforcement
actions. In these and many other instances, the application of heat either creates,
enhances, or creates the medium for major, undeniably significant exposures to known
carcinogens and/or reproductive toxins. If food, why not tobacco? Why not diesel
exhaust?

The exemption proponents also claim justification for their desired "potential
regulatory action" in the exemption for "naturally occurring" chemicals already set forth
in regulation. However, current regulation in 22 CCR 12501 already goes as far in that
direction as the law allows. It is clearly the Don-natural creation and enhancement of
carcinogen exposure in foods, through deliberate human intervention, that the proponents
wish to exempt. Their "naturally occurring" plus "heat processing" rationale would
equally well exempt exposure to tobacco smoke, since tobacco's ingredients are as
naturally occurring as any other agricultural product's, and the application of heat to them
is as integral to the resulting human exposure.

If a court is asked to rule on whether the "potential regulatory action" considered
in your May 9 workshop violates the tenns of the Duke 11 settlement, it will take into
account the plain language and context of the Duke 11 settlement itself, and the fact that
exposure exemptions without science to back them were the core of the original
controversy. It will also take into account the clearly insupportable and self-contradictory
explanations for a "cooking"/"heat processing" exemption, showing it to be a ruse rather
than a rational regulatory determination. The State of California paid $800,000 in legal
fees to be led down this path by Washington D.C. lobbyists once before. It should not
make the same mistake again.

{S(KK)IS9I.DOC;I}
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II. BRIEF mSTORY OF PREVIOUS FOOD-IMPACT CLAIMS AND
ATTACKS ON PROPOSmON 65

Before Proposition 65 even went into effect in 1988, trade associations claiming
to speak for food manufacturers were taking a lead role in trying to avoid the new law
with a series of legal, lobbying, and public-relations maneuvers, predicting dire
consequences if food products were to be subjected to California warning requirements.
In 1987, at workshop-type hearings held by the Health and Welfare Agency, those
associations arranged for the Commissioner of the U.S. Food and Drug Administration to
testify in Davis, California, in person, that it was unnecessary for California to apply its
new law to foods and other FDA-regulated products because FDA regulation guaranteed
the absence of carcinogens in food products to a more stringent degree than Proposition
65 would require. The FDA Commissioner testified in support of the food-and-drug
exemption regulation, 22 CCR 12713, that was enacted and then successfully challenged
in the Duke //litigation by the plaintiffs we represented. Dr. Frank Young, the
Commissioner, did not explain why, if FDA regulation was so successful in keeping
carcinogens out of food, there would be any worry whatsoever about any food product
meeting the no-significant-risk requirement of Proposition 65 without any special
exemption.

Years later ~ while the Duke II litigation was still pending on appeal~ i.e.~ prior to
settlement, the head of a leading trade association, the Grocery Manufacturers of
Ameri~ testified to a Cal-EPA hearing that none of the food industry's 15~OOO separate
products in grocery stores would currently require any Prop. 65 warning for carcinogens.
The only concern that the GMA official~ Mr. Sherwin Gardner ~ expressed about the food
industry~s ability to meet Proposition 65 exposure levels in the future was that California
might shift to a more stringent risk threshold for carcinogens than U.S. FDA; i.e.~ more
stringent than FDA ~s claimed one-in-a-million (or 10~ standard for carcinogen risk. It
was unclear from Mr. Gardner's testimony in January 1992 whether his assurance about
the lack of carcinogens in food products had been true when Commissioner Young had
testified in 1987 ~ and when the Duke II litigation had been filed in 1988~ or whether it had
become true in the intervening years as food manufacturers had adjusted to the prospect
of Proposition 65 compliance.

In the meantime, lobbyists in Washington, D.C. were also making exaggerated
and false claims to the federal government about Proposition 65's coming impact on the
food industry, trying to convince both the President and the U.S. Congress to take action
that would preempt Proposition 65 and prevent it from being applied to food products.
Before Proposition 65's warning requirements had taken effect, in 1988, working through
U.S. Attorney General Edwin Meese in the Reagan Administration, those lobbyists
obtained a Cabinet-level review to consider preempting Proposition 65, reporting to the

{SOOOI59I.DOC;I}
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Reagan Administration's Working Group on Federal Preemption. They then submitted an
economic study which concluded that compliance with Proposition 65 by out-of-state
food producers would cost "approximately $200 million per year." However, the
Cabinet-level review group in its official fmdings determined that the submitted estimate
"appears to us to vasdy overstate the potential impact on [food] producers" (emphasis
added) - in part, because it ignored the possibility that food producers would apply
quality control measures to keep carcinogen exposures under control. The official
findings are attached as Exhibit C (Executive Office of the President, "Economic
Analysis of Proposition 65," dated December 5, 1988).

Failing with the Reagan Administration, the same lobbyists then took their case to
the new Administration of President George H. W. Bush. In December 1988, shortly
before the first Bush Administration took office, one of them had an in-person meeting
with the incoming White House counsel, C. Boyden Gray, and told him that Proposition
65 would require health warnings on ice cream and orange juice. Mr. Gray discovered
shortly afterward that this was not the case. After the flrst Bush Administration
determined that it would not preempt Proposition 65, the same interests persisted in
lobbying FDA Commissioner Young to take agency action against Proposition 65,
leading to an unusual White House reprimand which noted that "representatives of the
various interests involved in California's Proposition 65, and particularly the food
industry, are again seeking opportunities to have their case reheard." See Exhibit D
(OMB letter dated May 17, 1989).

At the same time, and for nearly every year since Proposition 65 was passed, the
same special interests have sought legislation in the U.S. Congress that would effectively
preempt Proposition 65's application to food products and/or other products regulated by
the FDA. A chart of the highlights of these continuing efforts is attached as Exhibit E. In
support of these efforts, their proponents continue to predict dire consequences for the
food industry in having to comply with Proposition 65, even as experience has shown
otherwise.

This long history, which we summarize very briefly based on our personal
knowledge, is important for you and your new administration in California to be aware
of, in order to put into context the current claims and legal positions of the proponents of
regulatory exemption for cooked foods.

We are submitting a copy of this letter to Ms. Oshita in your office to be included
in the comment record. We are also copying your counsel, the Office of the Attorney
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General, and relevant Cabinet officials in the Schwarzenegger Administration. If you
would like further information on these subjects, please do not hesitate to contact us.

David Roe
Calvo &; Clark LLP
One Lombard St., 2nd floor
San Francisco CA 94111
415-374-8370

Sincerely,

¥11:~J.J
, Fred H. Altshuler

AItshula-, BerZOD, Nu""~~ Rubin &; Demain

cc: Terry Tamminen (via regular mail; w/cncls.)
Alan C. Uoyd (via regular mail; w/encls.)
Bill LoCkYer (via regular mail~ w/encls.)
Peter Siggins (via regular mail; w/cncls.)
Carol Monahan (via regular mail; w/encls.)
Edward O. Wcil (via reguiar mail; w/eocls.)

. Cyn(hia Oshita (for comment record) (via fax to 916-323-8803; w/cncls.)./

Encls.: Duke n complaint (Exhibit A)
Duke n settlement (Exhibit B)

, White House "Economic Analysi~ of ~sition 65" (Exhibit C)

OMB letter to FDA Commissioner (Exhibit D)
Summary of Food Industry Lobbying Attempts [chart] (Exhibit E)
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