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“Potential Regulatory Action” Under Proposition 65

for “Cooked” Foods (Extended Comment Notice Dated 5/27/05)

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. Deukmejian et
al. (Sacramento Superior Court, No. 502541, filed 5/31/88; complaint attached as Exhibit
A) (commonly known as “Duke II”). 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 /I, 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.

SADMITTED IN MASSACHUSKTTS ONLY
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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 had
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 “Wolf! ” 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.

IMPACT OF DUKE Il SETTLEMENT ON POTENTIAL
REGULATION 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.

{80001591.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 of OEHHA] 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 upon specific numeric standards for the
chemical, as evidenced by the rulemaking file. Such levels shall be consistent
with and confirm 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 April 8, 2005 notice). This is the principle that was litigated in
Duke II and that the Duke II settlement confirmed. 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

{50001591.D0C; 1}
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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 cause 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 non-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 terms of the Duke II settlement, it will take into
account the plain language and context of the Duke II 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.

{S0001591.DOC;1}
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II BRIEF HISTORY OF PREVIOUS FOOD-IMPACT CLAIMS AND
ATTACKS ON PROPOSITION 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 II 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 1] litigation was still pending on appeal, i.e., prior to
settlement, the head of a leading trade association, the Grocery Manufacturers of
America, testified to a Cal-EPA hearing that none of the food industry's 15,000 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

{50001591.DOC;1}
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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 findings determined that the submitted estimate
“appears to us to vastly 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 S, 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 first 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

{S0001591.D0C;1}
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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.

=3 _ Sincerely,

A 7 r D/ :

Al W

David Roe 7 Fred H. Altshuler

Calvo & Clark LLP Altshuler, Berzon, Nussbaum, Rubin & Demain
One Lombard St., 2™ floor

San Francisco CA 94111

415-374-8370

cc: Terry Tamminen (via regular mail; w/encls.)
Alan C. Lloyd (via regular mail; w/encls.)
Bill Lockyer (via regular mail; w/encls.)
Peter Siggins (via regular mail; w/encls.)
Carol Monahan (via regular mail; w/encls.)
Edward G. Weil (via regular mail; w/encls.)
. Cynthia Oshita (for comment record) (via fax to 916-323-8803; w/encls.)v”

Encls.: Duke II complaint (Exhibit A)
Duke II settiement (Exhibit B) :
White House “Economic Analysis of Proposition 65 (Exhibit C)
OMB letter to FDA Commissioner (Exhibit D)
Summary of Food Industry Lobbying Attempts [chart] (Exhibit E)

{S0001591.DOC;1)
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SUPERIOR COURT OF THE STATE OF CALIFORNIA
COUNTY OF SACRAMENTO

AMERICAN FEDERATION OF LABOR AND
CONGRESS OF INDUSTRIAL ORGANIZATIONS:
NATURAL RESOURCES DEFENSE COUNCIL;
ENVIRONMENTAL DEFENSE FUND; SIERRA CLUB;
PUBLIC CITIZEN, INC.; CAMPAIGN
CALIFORNIA; CITIZENS FOR A BETTER
ENVIRONMENT:; SILICON VALLEY TOXICS
COALITION; AND BERNARDO HUERTA,

No.502541

COMPLAINT FOR
DECLARATORY AND
INJUNCTIVE RELIEF

Plaintiffs,
V.

GEORGE DEUKMEJIAN, Governor of the
State of California; CLIFFORD ALLENBY,
Secretary, Health and Welfare Agency;
THOMAS E. WARRINER, Deputy Secretary,
Health and Welfare Agency,

[ T Y g

Defendant
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RO ion

Plaintiffs AMERICAN FEDERATION OF LABOR AND CONGRESS OF
INDUSTRIAL ORGANIZATIONS; NATURAL RESOURCES DEFENSE COUNCIL;
ENVIRONMENTAL DEFENSE FUND; SIERRA CLUB; PUBLIC CITIZEN, INC.:;
CAMPAIGN CALIFORNIA; CITIZENS FOR A BETTER ENVIRONMENT; SILICON
VALLEY TOXICS COALITION, and BERNARDO HUERTA bring this action for
declaratory and injunctive relief, and by this verified complaint
allege that:

1. on November 4, 1986, by an overwhelming majority, the.
people of California enacted Proposition 65, the Safe Drinking
Water and Toxic Enforcement Act of 1986 (hereinafter “Proposition
657 or the “Act.”). See Health & Safety ("H & S¥) Code §25249.5
ah Bag

2. This complaint 1is necessary because defendants have
thwarted the purposes of Proposition 65 by unlawfully exempting
food, drugs, cosmetics and medical devices from the Act’s purview,

3. Section 25249.6 of the Act prohibits any person in the
course of doing business from knowingly and intentionally exposing
an individual to a carcinogen or reproductive toxin contained on
the Proposition 65 list of chemicals known to the state to cause
cancer (hereinafter *Proposition 65 1list”) without providing a
#clear and reasonable warning to such individual.” The Act
provides an exception to the warning requirement for carcinogens
where “the person responsible can show that the exposure poses no
significant risk [of cancer] assuming lifetime exposure at the
level in question.” §25249.10(c). The Act places the burden of

proof of demonstrating the absence of such significant risk on the
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person responsible for exposure to a carcinogen. Id.

4. On February 27, 1988, the day the Act’s warning require-
ments became effective, defendants promulgated a set of “emergency
regulations” providing categorical exemptions from the “no
significant risk” provision for carcinogens found in food, drugs,
cosmetics, or medical devices so long as they were being used in
compliance with various preexisting state and federal laws. These
exemptions were granted for all such products, across the board,
even where no regulatory levels or controls have been set pursuant
to such laws, and despite the fact that Proposition 65 was enacted
because the People of California believed existing laws regulating
carcinogens failed to adequately protect the public health.

S. The regulations violate the Act by adopting in toto
federal and state “standards” without any factual or scientific
basis for concluding that such standards meet the “no significant
risk” requirement of Proposition 65 and without regard to the
adequacy or effectiveness of such standards to insure that
carcinogens found in food, drugs, cosmetics or medical devices do
not exceed the level representing “no significant risk” within the
meaning of the Act. Many of these standards have an insufficient
scientific basis; others are for substances for which no cancer
risk assessment has been performed; and many others are for
substances for which regulatory 1levels have never even been
established. Defendants’ regulations have therefore resulted, and
will continue to result, in a serious obstacle to implementation
of the Act in a timely and effective fashion.

II.

FARTIES
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6. Plaintiff American Federation of Labor and Congress of
Industrial Organizations (hereinafter “AFL-CIO”) is a federation
of 90 national and international unions having a total membership
of approximately 14 million working men and women with ap-
proximately 1.8 million such members that reside, work, and pay
taxes in cCalifornia. The AFL-CIO maintains regional and sub-
regional offices in San Francisco and Los Angeles. The purposes
of the AFL-CIO include protecting and promoting the interests of
members of its affiliated unions, and of working men and women
generally, including their interest in a workplace and environment
free of exposure to substances that cause cancer or reproductive
toxicity. These members are regularly exposed to carcinogens
contained on the Prdposition 65 list without warning due to
defendants’ blanket exemptions from the Act.

7. Plaintiff Natural Resources Defense Council (hereafter
*NRDC”) is a nonprofit, membership corporation headquartered in
New York, New York, with offices in Washington, D.C. and San
Francisco, California. NRDC has a nationwide membership of 84,000
members, more than 17,000 of whom reside in California, dedicated
to the defense and preservation of the human environment and the
natural resources of the United States. These members are
regularly exposed to carcinogens contained on the Proposition 65
list without warning due to defendants’ blanket exemptions from
the Act. Among the purposes of NRDC is monitoring and participat-
ing in government agency decisionmaking to ensure that state
statutes designed to protect public health and the environment,
such as Proposition 65, are fully and properly implemented. HEn"

also engages in independent factfinding and research and regularly
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distributes to its members and the general public information on
matters of environmental concern.

8. Plaintiff Environmental Defense Fund (hereinafter "EDF”)
is a national not-for-profit membership organization established
in 1967 and dedicated to the protection and rational use of
natural resources, and to the preservation and enhancement of the
human environment. Under EDF’s incorporation papers and by-laws,
EDF and its staff of scientists, lawyers, economists and others
seek to pursue these goals through scientific research, monitor-
ing, and administrative and judicial action. EDF is incorporated
under the laws of the State of New York and has offices and|
resides in Oakland, California; New York, New York; Washington,
D.C.; Boulder, Colorado; Richmond, Virginia; and Raleigh, N.C.
EDF has approximately 60,000 members nationwide, of whom ap-
proximately 8,000 are residents of California. These members are
regularly exposed to carcinogens on the Proposition 65 1list
without warning due to defendants’ blanket exemptions from the
Act.

9. Plaintiff Sierra Club is a nonprofit, membership corpora-
tion organized and existing wunder the laws of the BState of
California and having its principal place of business in San
Francisco, California. The Sierra Club is a national conservation
organization with approximately 400,000 members, approximately
155,000 of whom reside in the State of California. These members
are regularly exposed to carcinogens on the Proposition 65 list
without warning due to defendants’ blanket exemptions from the
Act.

10. Plaintiff Public citizen is a nonprofit, public
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interest organization with approximately 55,000 members, ap-|
proximately 14,000 of whom reside in California. Public Citizen
and its Health Research Group have, during the past 15 years,
filed numerous petitions and lawsuits charging that the Food and
Drug Administration and other federal agencies have not adequately:
protected the public from substances that pose a risk to human:
health. Public Citizen’s members who live in and visit california
are regularly exposed to carcinogens contained on the Proposition:
65 list without warning due to defendants’ blanket exemptions from
the Act.

11. Plaintiff Campaign California is a nonprofit, statewide
grassroots citizen organization dedicated, .inter alia to the
protection of the environment and especially its drinking water.
Campaign California’s principal place o©of business is in Los
Angeles, California, and its members are regularly exposed to
carcinogens on the Proposition 65 1list without warning due to
defendants’ blanket exemptions from the Act.

12. Plaintiff Citizens for a Better Environment (hereinafter
#CBE”) is a California nonprofit, tax exempt organization under
state and federal law with offices in San Francisco, Los Angeles,
Berkeley and Santa Cruz and 20,000 members throughout cCalifornia
who are regularly exposed to carcinogens contained on the Propési-
tion 65 list without warning due to defendants’ blanket exemptions
from the Act. The specific purpose of CBE is to conduct educa-
tion, research, litigation, fund raising, and advocacy promoting
the protection of the environment and public health.

13. Plaintiff Silicon Valley Toxics Coalition is a coalitionj

of organizations and individuals throughout the Silicon Valleyj}
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formed five years ago to fight toxic pollution in Silicon Valley.
In particular, the coalition has been active in combatting ground
water contamination and toxic air pollution and in encouraging
site clean-up. The Coalition’s members are regularly exposed to
carcinogens on the Proposition 65 1list without warning due to
defendants’ blanket exemptions from the Act.

14. Each of the plaintiffs described in 99 6 - 13 above
brings this action on its own behalf and on behalf of all its
members.

15. Plaintiff Bernardo Huerta is a resident of McFarland,
Kern County, California. He is a farmworker in Kern County. An
unusual nunber of residents in the area in which plaintiff resides
have contracted cancer and suffered reproductive problems such as
miscarriages and birth defects. Substantial suspicion is focused
on toxic chemicals, including substances to which plaintiff is
exposed without warning due to defendants’ blanket exemptions from
the Act. Plaintiff is wvitally concerned and fears that toxic
chemical exposure may Jjeopardize his health and that of his
children and grandchildren and therefore seeks to ensure that
Proposition 65 be fully, quickly, and effectively implemented to
diminish any such potential jeopardy.

16. Each plaintiff has paid taxes within the past year and
therefore brings this action pursuant to Code of Civil Procedure
§526a.

17. Defendant George Deukmejian is Governor of the State of
California and is charged with implementation of Proposition 65.
Plaintiffs are suing Governor Deukmejian in his official capacity.

18. Defendant Clifford Allenby is Secretary of the Health
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and Welfare Agency and is sued in that capacity. The Agency has
been designated by the Governor as the lead agency for implementa-
tion of Proposition 65.

19. Defendant Thomas E. Warriner is the Undersecretary and
General Counsel of the Health and Welfare Agency. The Agency is
the lead agency within the meaning of H & S §25249.12, and the
regulations challenged here were adopted by defendant Warriner.

IIT.
CAUSE OF ACTION FOR DECLARATORY AND INJUNCTIVE RELIEF

20. Plaintiffs refer to and incorporate by reference as if
specifically set forth herein parqgraphs 1 - 19, inclusive.

21. One of the principal purposes of Proposition 65 is to
increase the public’s protection from toxic substances by requir-
ing that clear and reasonable warning be given prior to exposure|
to a listed carcinogen, unless the person responsible can demon-.
strate that such exposure poses ”no significant risk.” Thus, for
any chemical published on the Proposition 65 list, H & S §25249.6
expressly prohibits any ”person in the course of doing business”
from knowingly and intentionally exposing any individual to such a
chemical “without first giving clear and reasonable warning to|
such individual, except as provided in Section 25249.10.” This
requirement becomes effective for any particular chemical twelve
months after it is placed on the Proposition 65 list, and is now
in effect for 29 listed chemicals and will later be in effect for
more than 200 chemicals already listed.

22. H & S §25249.10(c provides that no warning under the
Act is necessary for:

An exposure for which the person responsible can
show that the exposure poses no significant risk

7
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assuming lifetime exposure at the level in question for
substances known to the state to cause cancer...based on
evidence and standards of comparable scientific validity
to the evidence and standards which form the scientific
basis for the 1listing of such chemical pursuant to
subdivision (a) of Section 25249.8. In any action
brought to enforce Section 25249.6, the burden of
showing that an exposure meets the criteria of this
subdivision shall be on the defendant.

23. On February 27, 1988, defendant Warriner adopted a set
of emergency regulations, set forth at 22 cCalifornia Code of
Regulations #CCR” Division 2, Chapter 3, that allow exposure
without warning to substances covered by Proposition 65 on the
sole basis that such substances are in conformity with pre-
existing state or federal regulatory schemes.

24. By letters dated January 26, 1988 and February 29, 1988,
plaintiffs informed defendant Warriner that regulations allowing
automatic exemptions based on pre-existing state and federal law
violate Proposition 65.

25. Defendants’ regulation contained in 22 CCR §12713,
provides, inter alia, categorical exemptions for exposures to
listed chemicals known to the state to cause cancer that are
present in food, drugs, medical devices or cosmetics. These
exemptions are granted for all such products in a wholesale,
across-the-board fashion whenever their use is in conformity with
various state and federal laws and regulatory standards. 22 CCR
§12713(c) (1)-(8). In addition, these exemptions are granted for
all such products even where they contain carcinogens for which no
regulatory standards have been set by either the state or federal
governments. 22 CCR §12713(4d).

26. In adopting these regulations, defendants failed to

conduct a case-by-case study or otherwise determine whether state
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and federal standards for the over 200 chemicals currently on the
Proposition 65 list were adequate to insure ”"no significant risk”
of cancer from exposure to such chemicals in food, drugs,
chemicals or medical devices. Contrary to the purposes of the
Act, defendants adopted pre-existing federal and state standards|
in toto without sufficient evidentiary basis for their action.

27. The state and federal standards adopted pursuant to the
statutory schemes incorporated in 22 CCR §12713 do not in fact in:
all cases prevent “”significant risk” of cancer. These standards
are inadequate because they allow exposure in excess of "no
significant risk” even under defendants’ own regulatory definition
of that term (22 CCR §12711), because they 1lack a sufficient
scientific basis, and because they include numerous instances in
which the government has simply failed to regulate carcinogens-4.
i.e., there are no regulatory levels at all.

28. By providing in 22 CCR §12713 for automatic exemptions
from the “no significant risk” requirement based upon conformity
with various state and federal laws - including statutory schemes
pursuant to which the state and federal governments have failed to
set regulatory levels - defendants have violated the Act.

29. By adopting 22 CCR §12713 which frustrates rather than
furthers the purposes of the Act, defendants have violated
§25249.12 of the Act.

30. As a result of defendants’ blanket exemptions, plain-
tiffs, their members and all California residents are suffering]
and will continue to suffer irreparable injury through involuntary
exposure to chemicals known to cause cancer in food, drugs,

cosmetics and medical devices without a clear and reasonable
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warning as required by the Act. Plaintiffs and their members are
further harmed in their capacity as California taxpayers by
defendants’ expenditure of public funds in the unlawful ad-
ministration of Proposition 65.

31. Defendants’ actions have created a true and actual
controversy between the parties entitling plaintiffs teo declara-
tory relief under CCP §1060.

32. Plaintiffs have no plain, speedy, or adequate remedy, in
the ordinary course of law.

WHEREFORE, plaintiffs pray:

1. That the Court issue a declaratory judgment declaring
that 22 CCR §12713 or any similar regulation that interprets
Proposition 65 as providing an automatic exemption from the “no
significant risk” requirement based upon conformity with other
federal or state laws is unlawful; and

2. That the Court issue a preliminary and permanent injunc-
tion restraining defendant George Deukmejian, Governor of the
State of California, defendant Clifford Allenby, Secretary, Health
and Welfare Agency, and defendant Thomas E. Warriner, Deputy
Secretary, Health and Welfare Agency, their successors in office,
agents, employees, and all persons acting by, through, under, or
in concert with them, from enforcing Title 22 CCR §12713 and from
promulgating any similar regulation that interprets Proposition 65
as providing an automatic exemption from the ”no significant risk”
requirement based upon conformity with other federal or state

laws; and

£
/7/
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3. That the Court grant plaintiffs their costs and reason-
able attorneys’ fees incurred in this proceeding and such other
relief as the Court deems just and proper.

Dated: May 31, 1988.

Respectfully submitted,
STEPHEN P. BERZON

GAY C. DANFORTH
Altshuler & Berzon
LAURENCE GOLD

ALBERT H. MEYERHOFF
Natural Resources Defense Council

DAVID B. ROE
Environmental Defense Fund

RALPH SANTIAGO ABASCAL
California Rural Legal Assistance

WILLIAM B. SCHULTZ
Public Citizen, Inc.

Albett H. Meyegrhoff =,

David B. Roe

11
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VERIFICATION

I, Albert H. Meyerhoff, am the attorney for plaintiffs
Natural Resources Defense Council; Sierra Club; Campaign
California; Citizens for a Better Environment; and Silicon Vvalley
Toxics Coalition in this action; I am more familiar with the
facts alleged in the complaint than are plaintiffs; the foregoing
complaint is true of my own knowledge.

I declare under penalty of perjury that the foregoing is

true and correct.

Dated: May 31, 1988

/ /, &
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STEPHEN P. BERZON

GAY C. DANFORTH

Altshuler & Berzon

177 Post Street, Third Floor
San Francisco, California 94108
(415) 421-7151

LAURENCE GOLD

815 16th Street, N.W.
Washington, D.C. 20006
(202) 637-5390

Attorneys for AFL-CIO

ALBERT H. MEYERHOFF

Natural Resources Defense Council
90 New Montgomery Street, Suite 620
San Francisco, California 94105
(415) 777-0220

Attorney for Natural Resources Defense Council;
Sierra Club; Campaign California;

Citizens for a Better Environment; and

Silicon Valley Toxics Coalition

DAVID B. ROE

Environmental Defense Fund
5655 College Avenue
Oakland, California 94618
(415) 658-8008

Attorney for Environmental Defense Fund

WILLIAM B. SCHULTZ

ERIC GLITZSTEIN

Public Citizen

2000 "P¥ Street, N.W.
Suite 700

Washington, D.C. 20036
(202) 785-3704

Attorneys for Public Citizen

RALPH SANTIAGO ABASCAL

California Rural legal Assistance, Inc.
2111 Mission Street, Suite 401

San Francisco, California 94110

(415) 864-3405

Attorney for Bernardo Huerta
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SETTLEMENT AGREEMENT

1. This agreement is entered into between the AMERICAN
FEDERATION OF LABOR AND CONGRESS OF INDUSTRIAL
ORGANIZATIONS, the NATURAL RESOURCES DEFENSE COUNCIL, the
ENVIRONMENTAL DEFENSE FUND, the SIERRA CLUB, PUBLIC CITIZEN,
INC., CAMPAIGN CALIFORNIA, CITIZENS FOR A BETTER
ENVIRONMENT, SILICON VALLEY TOXICS COALITION, BERNARDO
HUERTA, herein referred to as "Plaintiffs", and PETE WILSON,
Governor of the State of California, and CAROL J. HENRY,
Ph.D., Director of Environmental Health Hazard Assessment
for the State of California, herein referred to as
"Defendants".

2. Plaintiffs and Defendants are engaged in a legal action

entitled mmm_nmm

or izatij et _al George De ejian
yg:ng: of the State g Califo ;n;g, et al. Defendants are
successors in interest by law to former Governor George
Deukmejian, former Secretary of Health and Welfare Clifford
Allenby, and Health and Welfare Undersecretary Thomas E.
Warriner, the original named defendants in this action.

3. Plaintiffs filed their complaint for declaratory and
injunctive relief on May 31, 1988, in Superior Court of the
State of California in and for the County of Sacramento
(Case no. 502541). The complaint sought judicial
invalidation of an emergency regulation adopted by
Defendants on February 16, 1988 and subsequently adopted
through formal rulemaking. This regulation is found at
section 12713 of title 22 of the California Code of
Regulations, and is herein referred to as the "regulation".

4. On April 16, 1990, the Sacramento Superior Court
entered judgment, grantlng Plaintiffs’ motion for summary
judgment and declaring the regulatlon null and void.
Defendants filed an appeal in the Court of Appeal for the
Third. Appellate District (3 CIVIL C 008697).

5. Plaintiffs contend that the reqgulation illegally adopts
a categorical exemption from the Safe Drinking Water and
Toxic Enforcement Act of 1986 (Health and Safety Code
section 25249.5, et seq.) (herein referred to as the "Act")
for food, drug, cosmetic and medical device products.

Initials:



Settlement Agreement
Page 2

6. Defendants contend that the regulation validly adopts
standards drawn from other state and federal law to
determine compliance with the Act. By executing this
agreement, neither Plaintiffs nor Defendants concedes their
position on the validity or invalidity of the regulation.
Nothing in this agreement shall be construed as an admission
by either party as to the validity of any contention made by
the other.

7. Plaintiffs and Defendants resolve by this agreement all
aspects of the litigation identified in paragraphs 2, 3, and
4 in the interest of avoiding the further expenditure of
legal and technical resources.

8. Plaintiffs and Defendants agree that the judgment of
the trial court dated April 16, 1990, shall have no res
)udlcata or collateral estoppel effect in any enforcement
action taken pursuant to the Act.

9. Defendants will create a "Priority List of Chemicals
for Carcinogenic Dose-Response Assessment", herein the
"pPriority List", which will assign dose-response assessment
priority for all chemicals listed pursuant to Health and
Safety Code section 25249.8 as "known to the state to cause
cancer" for which there is no level provided in section
12705 of title 22 of the California Code of Regulations.
The initial Priority List shall assign high priority to the
following substances:

Benz[a)anthracene

Benzo[b]fluoranthene
Benzo([j]fluoranthene
Benzo(k]fluoranthene

Benzotrichloride

Dibenz[a,hjacridine

Dibenz[a, j)acridine
7H-Dibenzo([c,g]carbazole
Dibenzo(a,e}pyrene

Dibenzofa,h]pyrene

Dibenzo(a,i]pyrene

Dibenzo(a,l]pyrene

Diepoxybutane

Diethyl sulfate
3,3’-Dimethoxybenzidine (ortho-Dianisidine)
3,3’-Dimethylbenzidine (ortho-Tolidine)

Hexamethylphosphoramide /ﬁﬂzﬁf
Initials: /



Settlement Agreement
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Indeno (1,2,3-cd]pyrene
Lead phosphate
5-Methylchrysene
Methyl iodide
5-(Morpholinomethyl)-3-{ (5-nitro-furfurylidene)-amino}-2-
oxalolidinone
Nickel carbonyl
4-Nitrobiphenyl
2-Nitropropane
N-Nitrosomethylvinylamine
N-Nitrososarcosine
Polygeenan
Saccharin, sodium

10. Defendants will further establish a process to update
the priority list, based upon input from interested parties,
on a quarterly basis concurrent with the issuance of each
revision of the Governor’s list of chemicals known to the
state to cause cancer to reflect new chemical listings,
completed dose-response assessments, and public input.

11. Defendants will schedule dose-response assessments in
order to develop "no significant risk" levels for inclusion
in section 12705 for approximately 30 substances assigned
high priority on the priority list, with a target date of
July 1, 1993 for development of the levels. These chemicals
may include the substances identified in paragraph 9, or
such other chemicals as Defendants deem neceéessary for the
protection of the public health or for orderly
implementation of the Act.

12. Defendants agree to repeal the regulation, effective
July 1, 1993. Failure by Defendants to develop or adopt all
of the "no significant risk" levels referred to in paragraph
11 shall not delay the repeal of the regulation.

13. Defendants agree that any provision which is adopted
after the date of this agreement to define the term "no
significant risk" of the Act for any food; drug, cosmetic or
medical device product, and which employs standards derived
from existing state or federal law shall be based upon
pecific numeric standards for the chemical, as evidenced by
’_‘Egg_gg;gmnking_filgﬁ, Such levels shall be consistent with
and conform to sections 12703 and 12721 of title 22 of the

California Code of Regulations.

Initials: ,
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14. Defendants agree to pay Plaintiffs’ attorney fees in
the amount of $800,000. The fees shall be paid under Code
of Civil Procedure section 1021.5 and only out of the state
budget appropriations made expressly for that purpose (Item
No. 9810-001-001). Plaintiffs agree that payment of the
amount specified in this paragraph shall constitute a full
and final satisfaction of all claims for attorney fees and
costs arising out of the litigation which is identified in
paragraphs 2, 3, and 4 of this settlement agreement.
Plaintiffs agree to enter between themselves an agreement
dividing the amount specified among themselves as they deem
appropriate. A claim may then be submitted to the State
Controller for payment of the fees. In making such claim,
Plaintiffs agree to execute any such release or releases as
may be required by the Office of the State Controller.

15. The terms of this settlement agreement may be enforced
by any party through, an appropriate judicial proceeding.

ege / ) /"7 , ff*{ﬂh " . Date: y% D;/ /WZ

/Attorney for Plalntli.g'””
AMERICAN FEDERATION OF LAHOR AND
CONGRESS OF INDUSTRIAL ORGANIZATIONS,
the ENVIF‘.DN' {(ENTAL. DEFENSE FUND, and
BERNARDO ERTA

// A /, A
¢ {i (/ Date: !4@21, //}'—/ A /Z/ /42;2

/fkttorney“tor Plaintlifg,
NATURAL RESOURCES DEFENSE CQUNCIL,
SIERRA CLUB, PUBLIC CITIZEN, INC.,
CAMPAIGN CALIFORNIA, CITIZENS FOR A
BETTER ENVIRONMENT, SILICON VALLEY
TOXICS COALITION,

By: ’é‘;‘ z-f £ a’ié: /r Date :2("4 X; /”L

Attorney “for DEandaﬂtb
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EXECUTIVE OFFICE OF THE PRESICENT
’ COUNCIL OF ECCNOMIC ADVISERS
WASMINGTON. D C 20030

Decenmber S, 1588

ECONOMIC ANALYSIS OF PROPOSITION €S

subnitted by the Working Group on the Economic Costs of
Proposition €5 te the Working Group on Federal Preezmption

e > of p

This Working Group has attenpted to assess the magnitude of
the economic costs that have been or aze likely to be inpoged
upon persons outside of Califormia by that state's Préposition
65. oply.if sionificant costs are_boxne by non=Californians can
ve justify recommending preepntign. Our conclusion is that the s

law to date has izposed only relatively minor costs upon
non-California persons. Unfo

unately, there is not yet
sufficient data available to offer an accurate estitate of the
magnitude of those costs. : ‘ - S

-

, Tne implementation of this' lawv. is in a :6lativ&iy early
stage, and it is possible that over tirme, as the structure of
implementing regulations is more fully articulated, and as

affected companies make the adjustments needed for compliance,
more _substantial burdeng on interstate commerce will result,
perhape_ia"fuite sudden faghion. We theréfore recozmend that the
-conclusions of this WOfktn?*créup be pericdically reassessed by
Federal officials as more information becctes available, and
that the Federal Governcent take steps to determine how quickly
it could act to preempt.the Preposition 65 warning requirements
should it becone advisable to do so. ‘ '

Riscussion
b 4% Introduction

Claims have been xzade by rcﬁreseﬁt tives of the food
industry, the cosmetics industry, the over=-tha-counter drug
industry, And others that the portions of California's

Propoesition €5 _that relate tc tR¥ expogure of consumers to
cazc

w:ﬂﬁau.mxms ATpose_a_substantial burden
on_interstate comrexce which_juskifles Federal.preexption. This
Working Group has attezpted to assist in evaluating these claims

by ascertaining the econozic costa that these provicions of
Proposition 6% have iz=posed on persons outside of California, and
by identilying the circuZstances under which the law Bay in the
future izmpose substantial costs upon non-california personsg.
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Proposition 6% imposes geparate and distinct warning
requirecments for products containing chemicals listed by the
state of Calilornia as known carcinogens, and for theae
containing chexicals listed as known reproductive toxins.

This
anelysis will therefore consider separately the economic effects
of each of those two requirements.

The Working Group has met with varicus trade associaticns, a
representative of the Envircnzental Defense Fund, and
representatives. of over hzlf a dozen companies.
©

The industry
rgenizations have expressed strong concern a8s to the i=pact of
EE%ESE::::E:EST-TET'EﬁﬁﬁEhy representatives almost Udaninously

asserted that faced with a listed chemical that was unavoidably

contained in.a product in sufficient concentration, they would
cheoose _to label for California aleone rather than eithe

=oInia aione = er label .
nat-onally or witadraw _tyom the cajifornia market. .The
CallZornia marxet was viewed by them as too inportant te aba

néon.

Given that under those circurstances they would cheose to ¢
label conly a porticn of . their cutput, their major concern stem=ed
fron the costs ¢of having to segregate products intended for .

Califdrnia distridbution from those intended for distribution
in the rest of the country. In most cases, their existing

distribution systems could not achieve the segregation. They
claim, undoubtedl

y accurately, that their inventory costs.would’
rise as wall. . " ) e
“.—-!——-—- . .

The companies also expressed concern about keeping .-

Unlabeled products from being transferred to Califernia, opening
~them up to potential liability, as well as about the effect on
sales of having products labeled for cCalifornia turn up on the
.shelves in other states. They were concerned as well with the
impact that future law suits claiming their products contained

i
substances causing cancer or reproductive harm would have on -
their sales. . '

It should be noted that a potentially significant cost that
might result from labeling is that consuzers could be mislead
about _risk. Existing prodUcts neet Federal standards, and the
Propesition 65_labels could lead consurers to_believe they_are
less s a2 ——aCt the case. IZ labeled products are sold
outside of California; then consuners ray switch to unlabeled
products which might contain more of the specified chemical than
the lzteled product. Wae have not tried to quantify the cost of
any nmisinfcrzmation that Propesition 65 rmay provide, but it could
be significant, especially in California. 1If California's l:bels
interfcre with consuzers' understanding of Federally requiz.:i
labels describing true risks, preempticn may be required.

<ince
no Proposition 65 labels are now being provided, it is prezature
to consider this issue.
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Economic Costs I=posed Upon Non-Callfornmia Pergsons by the
Cazrcinogen Warning Requirerment.

A. Existing economic costs.

The econozic_costs_izpcsed thus far upen_non-cCalifornia
persons by the carcinegen warning requiremen§ JPREAX £O be
:ela;;xg%y minizal. Interi= Calilernia regulations exenpt all
FDA-requlated products from those requirements, and allow thes
alcocholic beverage warning requirements to be satisfied through
the posting of signs on the sale premiges. Additiocna2l protection
is also provided many producers through their participation in a
toll-free telephone information system, although this
regulation~endorsed. systexm. is now subject to court challenge
which may well result in its invalidation as a means of
sufficient warning. While at least two major Califernia
retailers (Safeway and Von's) have publicly announced that they -
will not post shelf signs for censusex products, and will instea9
require producers to provide product labels or certification of
precduct compliance, we are not aware of any producer (with the
exception of the tocbacce ceZpanies discussed below) who has
either labeled its products with carcinogen warnings, or has

withdriwn those products fron the california. market.,

»

A Proposition 65 lawsuit filed against the cigar and tobacco
panufacturers has been recently settled on- terms that will
require such manufacturers to label all of their California
products with carcinogen and reproductive toxin .warnings.
Indications are that the prizarily naticnal-scale preducers of
such tobacco products intend to incarpoxate Proposition
€S=conforaing labels natiocawide, so as to aveid incurring -
substantial segregation of products distridution cests, and thus
are likely <o incur only minor adcded lzbel redesign costs.

B. Potential future econocnic costs.

_ While Ptopcsitioﬁ.6§ has of yet only had minipal 1npac£, it
is likely that its impact cver tize will be more substantial.

Several foreseeable fusure evénts, if they come to pass, will
potentially increase the:izpact.of the carcinogen warning
requirements on ocut-of-state pitducers. .First, the toll-freae
tetephidhe inforzation systed could be judicially deter=ined in
pending litigzation to provide inadequate warning, an outcome we
regard as likely. Secend, the interia exemption new available
for FDA-regulated products csuld ke superceded by nu=erical
standards for exposure levelg for individual chexicals, also a
likely prospect. Third, California is likely, over tize, to add

new chemicals to the carcinogen liset, pSssibly incluainq some
commercially impertant pesticides.

) Assuﬁinq for thé cake of arquzent that all of the above
events occur, the econozic izpact upon nen-California persons:
will depend upon the producer responses. Assuming further, as
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seems reoasonable, that most or all producers would chocogs not %o

withdraw thedir products frem the significant Califernia market L2
this can be aveoidoed, th

Ay _ hey would be forced to choose from among
the following options: = : o

-

..Et“'inpleﬁentation'6£m§5§ii€f‘conérél procedures sufficiens
. ....to .assure that all preducts sold in California do not
. contain concentrations cf. any listed carcinogenic

. "“chenicals sufficient to requirse warning labels. This
v T may -include monitering

suppliers or even switching
sources ©of supply: - - ' L

tabeling of all products seld auywhere in the U.S. that
) contain sufficient concentrations of listed carcinogenic
._; chenicals with Proposition €5-conforming waznings: or

cribution in Califozrnia, and that contain sufficiens
concentrations of carcincgenic listed chenmicalg, and *
segregaticon of those products during distrikution frez
those to be distridbuted elsewhers. v

s Labeling of ohif"tﬁosi products intended fer
T dis

Ofi the basis of digcussions with a nucber of representatives
of producer firms or their trade associations, it appears to us
that very_few.products (tokacco excepted) contain levels of
listed carcinogens_sufficient to require warnings under the
mistrical. . exposure.standards I{Xdly to be icpoged by California
once the. interim exemption for FDA-regulated producss is £2ad.
However, food industry representatives claiz that the level set
for Dieldrin, a pesticide no longer in use, would require
labeling for virtually all products containing fruits and
vegetadbles, a2s well as for rav produce. Standards for other

pesticide cozpounds may be set gquite close to the persistent
"background” levels sterx=ing from pricr use. '

_ . Whetler the
"naturally occurring" exezption is interpreted to cover
concentrations resulting fro= earlier huzan activity may have a
major izpact on the burden.

-9 The current definition specifies -
that ornily chexzicals that do not. recult "frem any known human

‘activity other than ordinary cultivation practices" =re
considered to be "naturally occurzing.” o

California’s £inal expesure standards may well be no more
restrictive than current FDA requirezcents, and =ay be rore

lenient than those existing FDA standards by roughly an order of
magritude, although this claiz has keen strongly dicputed by scrce
industry representatives who have argued that issuance by
California of exposure standards nore stringent than thoeoe of
Federal law is aleoct inevitadbla. The cogss izposed by the
cancer-warning provisions of the law may be prizarily of the
nature of product testing and quality controel expenditures,
rather than what appears to be the rora substantial labeling and
product segrégation outlays.? However, if very stringent
exposure standards ara in the future applied by Califorais,
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particularly.to-any newly-listed and cox=orcially izportant
pesticides, -cancer warning ‘labels may bo requiroed for a large
nucber-of products, rather than only quality control zecaguras.

Thesa quality control expendituros cay prove to be fairly

substanzial, given the need to test individual product batechas
-for a large nuxber of leoew-concentraticn chezicals,

; and given tha
preblems faced by manuiascturers of conticlling the quality of
inputs received fsom nuserous raw. material suppliers,

, As an
ex2zple of these type of costs, one coz=pany has teld us that to

meet the standard for aglatoxin, & naturall

carcinogen, .they have givenw-ip using certain kinds o2 peanuts anad

y_occursing
are -spending nore on screening the peanuts after purchase.

This
cozpany .asserts that they cannot separate their peanut butter

produced for California fzon tha:.sold_elséinere.

T That company
:has spent $1.2 million 4in the last few =cnths on ensuring that
:Only peanuts with less aflatcxin are used.

"They egtiz=ate that
treir ongoing annual costs: to Teet this California standard will
be S3.5 million. If other cozpanies follow this lead and 4
puchaseE Gnly peanuts with low levaels of aflatoxin, tha price of

such peanuts will rise while the prica of other peanuts fall.

. ‘It zust be kept in zind that £irms nov have in place
extensive qualigy control and testing procedures designed to
agsure conpliance with Federal standards. Only the marginal added

-costs ¢2 nore cozprehensive and/or sensitive procedures
sufficient to comply with the Proposition 63 standards are
probably attsibutable to that statute. Even if these marginal
.2dded quality control costs are substantial, nuch cr even most of
these costs are likely to ultizmately be borne by California
consuners rather than by either tha prsducers or the
-non-CalifZeornia consuzers of those produczs. The pracise
-allocation of tha costs azong these groups depends upon the
elasticities of supply and demand in the relevant Califernia
product ‘zarkets,? and upon the degree of cempstition from

producers who do not sell in California that faces national

producers in their non-California markets. At this time, there
ig insufficient inforzatisn available concerning those paracetsrs
to accurately estizate either'the total z2aocunt of likely marginal
~added quality control. exgenditures, or the .portien of those
‘expenses that will be borna by nen~-California persons.

Any quallity centrol =easures undert:Xen are unlikely to be

100 parcent effective, and soxe procducts s0ld may subsequantly be
deternined (in litigaticn) to havae cecnzained sufficient levels of
carcincgens to require warnings.® Ssorce penalties pay

consequently have to be raid by producers, and adverce publicity
resulting froa thosae lawsuits =ay injure sales.

To the extaent producers instead chooss to label products on
a haticrnwide basis--a ccurse of action that appears to us

unlixaely cutside of the tobacco industry, given the realities of
‘marketplace cozpetition with unlabeled preducts outsida of
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california--the costs are likely to ba minor, consisting only o?
a one-time label rodesign outlay.’ I

<, however, sote producers
. choose to label only those units of products_destined for

.california, and not those destined for sale elgowhere,_they m2y

inEﬁg:§9n51ﬁhilxx:1§QEE:E£%E§i!tttbﬁ*dﬁa THVENtOSYV caats. :

However, a major porticn of thoce costs are likely to be borne by

- California consumers, given the relewvant California zrice

. el is and given the effect of competitisn _in
.nep=Califarnia marxecs in restraining praicae increages in these
parkets, Again, the pracise allccation of these costs tetween

- producers and California consuners depends upon thae elasticities

of supply and demand.in the relevant California markets.

.If national producers chocse the labeling and segregation
option, this will provide a slight advantage for producers whoe
produce only for the California market, and who thus nced not
incur segregatiocn expenses, However, this cost advantage is
likely to be relatively small in magnitide and benefis only a

small proportion of the producers. 7

He have been provided with an eccnecxzic analysis of the costs
of Proposition 65 that was prepared by (rescar¢h groun) “ for a
naticnal greeery group That study estirates the tosal
COSt Of OuUT=0I-STARL 908 _proqucer compliance with Proposition 65
To be approximately $200 million per vear, and that between 35
paercent and 70 percent of that cost will not be shifted forward

to California consumers in higher prices, but will instead coze
out of producer profits.

However, for a number of reasons this estizate appears to us -
.. to vastly overstate fhe potential impact on producers. First,
and mast izportantly, the study assuzes that all processed food
items will be labeled and segregated froz producticon not destined
~£for California, when in fact nany items (for exanple, neats and
shipments to food servicae establishments) which may tetal 45
percent of more of all shipzents are not even governed by the
-retail product labeling requirements of Propositicn 65. Second,
for those products potentially covered by the Proposition 65

.labeling requirements, as discussed above most do not contain.
- carcinogen levels sufficient to justify warnings. Third, for

these products which may contain sufZfizient carcinegen levels to
require warrnings, preducers will likely, if it is pcssible at
reasonable cost, utilize better quality control measures rather
than more costly labeling and product segregation. Fourth, the
dexand elasticities estizzted by (res. ¢z.) are presented in
misleading fashion so as to suggest higher demand elasticities
and less shifting of costs to California consumers than would
likely be the case.® TFinally, the study attaches undue weight to

regression coefflicients that sugsest only partial cost shifting,

when those:coefficients are in fact net significantly different
(even at the 90 percent significance level) from cocfflclents
which would izply that all costs were shifted to California
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congumers, - On the whole, thal .og. co. Study zust bo taken as an
unlikely worst-case gcenarioe., " o

" We were alsc provided with a similar study done by the
e eseartnGrdms Tl

R ' g.'a'f‘na': rgt%dy estiz=ted the added costg of :
Propoesitien 65 at $95 million eznnually. Rowaever, thit gtudy -
Autilized many of the same unrealistic assumptions used by the
-lexecon study regarding the scope ¢of the coverage of Proposition

6%, and the likely producer responses. The G B study did not

address thae alleocatien of the cost burden between preducers and .
California consumers., .""°" . . . L o S

. -
.
.-

~=vs -In estizating the potential cost of Proposition €5 on the

“rest of the econony under the pessinmistic assumptiorn that

‘substantial labeling will be required, ‘it is critically important
to accurately estizate the relevant elasticities of demand and
supply. The relevant dexand elasticity is not that facing an J
individual preducer or seller in California, which ray be quite
high, but is the generzlly samzller elagticity of decand facing
the irzporters of the product viewed ag a group. Thus, if all the
product is precducad entirely cutsice of California, coffee being
such 2p exacple, the relevant demand elasticity is thes industsy
elasticity, which is estizated by USDA for coffee te be only
=.19. In such a case, given a reascnable estixzate of the o
industry supply elasgticity, say 2 (to be conservative), less than
10 percent of the cost izposed by Proposition 65 would be borne

. by the suppliers; the rexainder would be passed on to Califernia
consuzers. . . . . R - L.

In sunzary, we are of the view that the future costs for
food products of the Propositiosn 65 carcinogen warning

requirezents are likely to be prirarily of the nature of .
additional quality control expenditires, rather than labaling
expenditures, and consequently are likely to be smaller in
pagnitude, and in any _event will be koxine

’ in large part by
California consunmers tEETtgh higher prices. This conclusion

présunes, however, -thRat California.does not subsequently list as -
carcinogens and adopt highly stringent exposure standards for any
widely used pesticides.. . e - . e ‘

"7 ‘Hlowever, the over-the-counter industry may face zore |
substantial problens. S seexs liXely that California may list

ethanol, aspirin, and saccharin ag either carcinegenic or causing
reproductive har=.

£ 80, zany if not mogt over-the-counter
drugs nay be required to be liszed. Since many of these
preparations cox=e in a multitude of sizes and different forus,
labeling and segregatich could kecomo quite expensivae.

Even if one assuces that substantial nurbers of products
will requize

labeling and segregated distribution systexs, the
costg of Propogition 65 that will be borne by out-of-state

producers will only amount to a very emall percentage of their
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Califernia sales rovenues. Tor example, accopting as accurate
(res. ¢gp.) estizates that California annually imports $3.8 billien
of procensed fcods, and that ladbeling and saogregation costs for
labeled producess will amount to between one and six percent of
their sales values, if ocne arbitrarily assuces that 10 percen: of
suck foods will have to ba labeled (probably a high estizata cven
{or the worgt case), the tetal annual cost of labeling and
segregation will be between $8.8 million and $52.8 million., 1I2
on averzge the elasticlity of demand for icpor:ed foods is =)}, and
‘the elasticicty of supply is 2, then ocna-thizd of this cost will
be borne by out-of-gtate producers, or roughly $2.9 million to
$17.6. nillion, a "tax" on the industzy of only about 0.03 percent
to 0.2 percent of the value of California sales.

III. Econcaic costs for Non-California Perscns of the
. Reproductive Tcxin Warning Requirezent

D Existing eccnomic costs.

- The econczic costs izposed thus far upon non-California
persons by the reproductive toxin warning requirexent alsco appear
to be relatively minimal.

Wa are not avare.of any preduct that
has bean labkeled with-such a warning, or that has been withdrawn

from the California market to avoid having to give such a
wvarning: (Although, as discussed above, cigar znd pipe tokbacce
will shortly carry such a varning label.) _ :

B. Potential future economic costs.

Thera is a potential for substantial econozic costs to
ultizately result from the reproductive toxin warning -
requirenment.

The warning-triggering levels of such toxins ars
statutorily set at a low level equal to 1/1000 of the "ne

observable effect level,” and no interin aexemption is available
for FDA-regulated products. The application of this standard te
the listed repraductive toxin lead poses special concern, since
the varning level standard is so low as to approach "background”
environzental levels.  The California regulations do provide an
exexption for that portion of texin conhcentration vhich was .
"naturally occurring® in the raw naterials, but that exenption is
©f uncertain scope, =ay be difflcult to estaklish in practica,
and is inapplicable to cosmetics or over~the<ccunter drug
preducts. An zdditional potential concern is that aspizin or
vita=in A could concaivably ba addaed to tne reprsduciive toxin
list.? 12 go, larvels would ke required Zcr a nuzber of items,
since those chemicals' concentraticns in preducts that utilize
then far exceed the level requiring a warning lzbel. The
additicn of certain cozrmercially izgertans paesticides tS the list
could also lecad to labeling of significans numters of products.

. Legislative efforts to azend this astatute to incroducs
flexibility into the application of tha reproductive toxin
warning requizenments have thus far proven unsuccessful, but zre
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'yongoinq and have soRe support 2T

¢ 2rom Proposition €5's major
environmental ‘greup advocates.

If those efforta continue te be
unguccesstul, it coculd well ke that signiticant nu:beru of

products would have to be ladeled with reproductive toxin
wvarnings on acccunt of thelr lead concentratiocns, and perhags
8lso because of pasticide concentrations. 1If so, substantial
- labeling and segregation costs would reeult. However, again, such
~-costs would be borne to a large extent by Califorania consuzers.

~-.v. c°n=lusi°ns we e maeatee, e -

.o . -
-

" The Proposition 65 carcincgen and reproduc ive texin warning
requirements have to date irposed relatively m=iner costs upen
_non-Califernia persons. "There is a potential, however, for the
‘future- costs of those requirements to be aubstaneially hiq“e-,
“-the level depending prizarily upon thkae stringency of the :
‘numerical carcincgen standards ultimataly adopted by Califernia,

the nature of any nev carcinogens or reprecductive toxins ]
- subsequently listed, and upon the ability of producers to zmeet

wvhatever reproductive warning standarcds are finally impesed upon
lead or pesticide concentrations in products.

We thus recoxzmend
that the application by Califernia of Proposition 65 be monitored
by Federal officials on an ongoing basis, and that the

-conclusions of this Working Group be peziodically reassessed as
’ that experience dictates. |

LI LR 4 ..
) - e

In weeting with industry and environ:entalistc ve are
hearing conflicting testizony as to the reasonableness of

California's risk assesancnt =ethods. We vere told by some
persons that the resulting standards for carcinogens would bhe
less strict than Federal etandards. and by other persens that
they would be nore strict., Califernia has completed about six
such . risk agsesscents. H. recoc=end that FDA and EPA examine
. these risk assesszents to deterzine how reasonable their

- methodology is, aﬂd how thei* outcc es co3pare to Federal
"standards.

‘We.2lso recozxzend that: tﬁc FDA and other relevant .
aqenc:cs deterrine howv quickly they could act to preecpt the |
-Proposition ‘€% warning requirenents, should the costs imposed by
that statute on non-California persons increase to a level:
sufficient to justify such action, so0 that Fedaral officials can

better detercine what preemptive action would be necessary when
they were p-esen:ed with cersain and sufll

£f€iciently larga harss
that clearly call for such ac:ion.

Thomas G. Moore
Chair=an

Working Group on Prcposition €5
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The FDA has estizated such costs te range from $100 to $570
(in 1984 dollars) per product lsbel, depending on tha nature
of the packages. : '

The Working Group has undertzken a questionrnaire survey of

approxicately 100 major producers of fcods, costetics, or

over-the-counter drugs fer the California zarket concerning
their responses to Proposition .€S.

No results are as yet
available from this survey. .

Hazelton lLaboratories, in a study dore for The Froprictary
Association, estizated that the cost of a full test of a
product sample for all listed chexmic2lsg, using cursranzly

available analytical techriques, would ke approxizately
$6'°°°. . :

\ 24

The higher the elasticity of demand, the szaller the
proportion of producer costs that can be passed cn to

California consumers. Similarly, the lower the elasticity of
supply, the sxzaller the proportion ol

i producer costs that can
be passed on to California consuners. :

A prelinminary analysis of Proposition 65 conducted by the
Depart=ant of Agriculture estipated that only 1ll percent of
the cost burden of that law will be borne by :

out-of-state producers rather than California censurers.

It seems possidble, however, that the courts may rule that

quality control measures need only ke reasonably effective,
rather than perfact, for manufacturers to aveid being found
to have "knowingly and intentionally" caused expesures to

carcircgens. I so, manufacturers may not ba fcund liable
for isolated non-labeled exposures. ‘

Sge Footrota 1, 53923.

L )

A prelizminary analysis of Propoasiticn 65 conducted by the
Deparszent of Agriculture has concluded that only about 11
percent ©of thae cost burden ¢ Preposition €5 will be borne by
ocut-of-state preducers, rather than the 35 to 70 percent
estizated by lexecon.

There is scze questicn whether the FIML sTEGRANCY fursing
warning rules would preezpt the 2pplicaticn of the
Tepreductive toxin warning requirecents to aspirin producte,
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EXECUTIVE OFFICE OF THE PRESIDENT
OFFICE OF MANAGEMENT AND BUDGET
WASHINGTON, D.C. 20503

MAY 17 080

Dr. Frank Young

Commissioner

Food and Drug Administration
5600 Fisher’s Lane
Rockville, MD 20887

Dear Frank:

It appears that representatives of the various interests
involved in California’s Proposition €5, and particularly the
food industry, are again seeking opportunities to have their case
reheard. I gather that they are visiting a number of
departmental and agency officials.

As you know, the Administration has determined that, until
there is a significant change in the situation in California with
regard to the State’s implementation of Proposition 65, which
change substantially implicates important Federal interests, no
Federal preemptive action ~ either by regulation or otherwise -
is warranted. That position was formally established in the
Reagan-Bush Administration, after extensive review by a Working
Group of which your were chair; the matter has been revisited by

the Bush-Quayle Administration, and this position continues
without change.

This office has been assigned responsibility for monitoring
the situation, and for ensuring that the Administration is kept
informed of important changes that may occur. Conflicting
signals about the Administration’s positicn by departmental or -
agency officials can create false hopes and encourage
counterproductive efforts to undermine this carefully conﬁide::d
policy. They can also be a source of potential embarrassment to
the President. If you have information that would be of value in
our on~-going monitoring, I would be pleased to hear of it. 1In
the meantime, we know wa can depend on you to protect the
Administration’s decisicn against such efforts to undermine it.

Sincersly,

8. Jay &er S

Administrator
Office of Infermation
Regqulatory Affairs

¢: Director Darman ow
Secretary Sullivan”
Under Secretary Horner
Dr. Mason
Associate Director Holen
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SUMMARY OF FOOD INDUSTRY LOBBYING ATTEMPTS
(Proposition 65 preemption for foods and related products)

Description

FDA Revitalization Act. Title VII
("Uniformity in Regulations") would
preempt Prop. 65 for FDA-regulated

products.

to consider federal preemption of
Prop.65, at food industry request

Outcome

]

reject food industry cost study as
vastly overstated"”; reject preemption.
See full report.

FFDCA amendments on pesticide
residues. "Negligible risk" standard of
safety would preempt Prop. 65.

to take preemptive action against Prop.
65

renewed food-industry lobbying for FDA

OMB directive to maintain "no-
preemption"” position

1989. Hatch Amendment ("National
Uniform Nutrition Labeling™) would
_ preempt Prop. 65 for foods.

Nutrition Labeling and Education Act of |.

7 FFDCA amendments, including "to
provide for national uniformity in food
labeling.”

FIFRA and FFDCA amendments "State
Authority" provision (Section (1)(4))
would preempt Prop. 65.

tro::::i on Federal forum }[
06/06/1988 S. 2468
( White House
- Cabinet-level
i mid-1988 task force
(Reagan Admin) |
n04/06/1989 HR. 1725
; : U.S. FDA;
i1Spring 1989:| HHS(early GHW
L. il BushAdmin)
]
H.R.
07/27/1989 3028
| U |
08/03/1989 S. 1505
05/12/1995 H.R. 1627
= e
08/10/1995 [ S.1166

03/29/1996 H.R, 3200

FIFRA amendments; Section 305 "State
Authority" provision would preempt

Prop. 65 for pesticide residues on food. i}

P.L. 104-170 (08/03/96) [preemptlon
not included]

FFDCA amendments, Section 108
("National Uniformity") would preempt
Prop. 65 for foods, drugs, and

_cosmetics.

House Small Business Committee

| Federal OSHA scheduled hearing to pressure Federal
05/21 /1997; U.S. Departm. e;wt OSHA to reject Cal-OSHA incorporation Hearing cancelled with witnesses
i of Lgabor of Prop. 65 into workplace standards present, 5/21/97. Not rescheduled
‘ (effectively preempting Prop. 65 in the
workplace).
§ M 1 creates P.L. 105-115 (11/21/97) Includes
06/05/1997 |15, 83Q/H.R. 1411 | "uniformity" for prescription drugs and specific exemption from uniformity
ol ____ cosmetics. | ___requirements for Prop. 65.
| Natlonal Unlformity for Food Act 1998,
"to provide for uniform food safety
07/27/1998 2.2336 warning notification requirements, and
b - for other purposes.”
i il Last-minute request from Senate
National Uniformity for Food Act of Majority Leader to add to HHS
05/27/1999 S, 1155/H.R. 2000, "to provide for uniform food || Appropriation bill, October 2000;
2129 safety warning notification rejected after Senators' letter to
requirements, and for other purposes.” President Clinton and Clinton
| i Administrati ition.
] House Committeei Hearing to explore preemption of Proﬁ Hearing'ctoses With chair noting
10/28/1999 n Small ! 65 gfo pd gbusespin atizen ' |California's recent amendment to Prop.
on Sma ] e FOELISEE O e 65 to address enforcement issues
Business 1 enforcement. (S.B. 1269).
i National Uniformity for Food Act of o
ﬂo7/zs/zoo1 H.R, 2649 J 2001,
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