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June 6, 2005 

VIA FACSIMILE & U.S. MAIL 

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

RE: 	 "Potential Regulatory Adion" 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 eta/. v. Deukmeiian et 
a/. (Sacramento Superior Court, No. 502541, filed 5/31188; complaint attached as Exhibit 
A) (commonly known as "Duke Ir). That case settled in 1992 with a binding 
commitment from the State ofCalifornia that it would: 

1. repeal the illegal regulation that plaintiffs challenged in Dulce 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 ofyour 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 "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. 

IMPACf OF DUKE II SETILEMENT ON POTENTIAL 
REGULATION FOR "COOKED" FOODS 

The State of California agreed to the Duke 11 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 ofexposures 
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. 

fSOOOl~I.DOC;I) 
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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 u~n specific numeric standards for the 
chemical, as evidenced by the rulemaking 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 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 ofdefinition of exempt 
exposures, because the parties recognized in 1992 that future regulatory definitions of 

{S000159l.DOC; 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 
ofexposures 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 ofProposition 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 ofnumerous enforcement 
actions. In these and many other instances, the application ofheat 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 ofheat 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 Dulce li settlement, it will take into 
account the plain language and context of the Dulce 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. 

{SOOOIS91.DOC;I} 
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Il 	 BRIEF IDSTORY OF PREVIOUS FOOD-IMPACT CLAIMS AND 
ATIACKS ON PROPOSIDON 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 ofcarcinogens 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 Dulce 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 Dulce II litigation was still pending on appeal, i.e., prior to 
settlement, the head ofa leading trade association, the Grocery Manufacturers of 
Ameri~ 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 
ofProposition 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 

{SOOOIS9J.DOC;l} 



Dr. Joan Denton 
June 6, 2005 
Page6 

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 overslllle 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 ofProposition 65," dated December 5, 1988). 

Failing with the Reagan Administration, the same lobbyists then took their case to 
the new Administration ofPresident 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 ftrst 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 ofthis 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 

(SOOOIS91.DOC;I} 
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General, and relevant Cabinet officials in the Schwarzenegger Administration. Ifyou 
would like further information on these subjects, please do not hesitate to contact us. 

Sincerely, 

David Roe Fred H. Al1Bhuler 
Calvo & Clark LLP Altshuler, 8erzoD, Nussbaum, Rubin & Demain 
One Lombard St., 2Dd floor 
San Francisco CA 94111 
415-374-8370 

cc: Terry Tamminen (via regular mail; w/cncls.) 
Alan C. Uoyd (via regular mail; w/encls.) 
Bill Lock)rer (via regular mail; w/encls.) 
Petez Siggins (via regular mail; w/eocls.) 
Carol Monahan (via regular mail; wiencls.) 
Edward 0. Weil (via regular mail; w/encls.) 

· Cyn~ Oshita (for comment record) (via fax to 916-323-8803; w/eocls.)/ 

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

(S000159l.DOC;I} 
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(List of Counsel appears on following page) 

SUPERIOR COURT OF THE STATE OF 

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, ) 

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, ) 

Defendant 

ENDORSED 

FILED 

MAY 3 1 1988 

JOYCf.RUSSEtt SMITH, CLERK 
B~ L BOYKIN, Deputy 

CALIFORNIA 

No~S02541 

COMPLAINT FOR 
DEClARATORY AND 
INJUNCTIVE RELIEF 
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I. 

Plaintiffs AMERICAN FEDERATION OF LABOR AND CONGRESS OF 

INDUSTRIAL ORGANIZATIONS; NATURAL RESOURCES DEFENSE COUNCIL; 

ENVIRONMENTAL DEFENSE FUND; SIERRA CWB; 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 

65* or the *Act.•). See Health & Safety (*H & s•) Code §25249.5 

2. This complaint is 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 list") 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 

1 
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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. 

5. 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 levels 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. 

2 
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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 California. 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 Proposition 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 w.ithout war11ing 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. 

also engages in independent factfinding and research and regularly 

3 
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distributes to lts members and the general publ ic i n f ·ormation on 

mat ters o f environment a l concern . 

8 .. Plaintiff Environmental De£ens.e. Fund .(hereina fter "'EDF'') 

is a national not-for-pro£it membership .organization established 

n ~967 and d ed icated t o t he prob~:ction a nd rational use o f 

natural resources 1 and to the preservation and enhancernent of the. 

human e,nvironment. Under EDF's i ncorporat ion pa"pers and by-laws , 

EDF and its s t aff of scientists~ lawyers; economists and others 

s eek to· pursue these goals through scientific research, :monitor­

ing , a nd admin is trative and judicia1 action . EDF is i n corporated 

under the laws of the State of Ner,.t York ana has offices and 

resides in Oakland , California; New York , Ne\'lf York; Washington-, 

D. c.; Boulder, Colorado; Richmond , Virgin ia~ a.nd Raleigh, N.c. 

EDF has approximately 60, ooo members nationwide, o whom ap ­

proximately 8 ,000 a r e resident s of Cal i fornia. These members are 

regularly exposed t o carcinogens on the Proposition 65 list 

without warning due to defenda.nts ' blanket xemptions from the 

A.ct~ 

9. Plainti. Sierra Club is a nonprofit, membership corpora­

tion oiLqanized and existing under the la\vS o th stat e o 

Californi a and having s principal place of business in San 

Francisco , California . The Si·erra Club is a n.ation a.l conservation 

organi zat ion with approximately 4 00 1 ooo members, approxhnately 

155,000 of whom reside in the State of california . Thes~ members 

are regularly exposed to carcinogens on ·the Propo.sition 65 list 

't.o~ithout w.arning due to defendants' blan ket exemptions from the 

Act. 

10. Plaint iff Public Citiz.en is a nonprofit, public 

4 
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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, alia to the 

protection of the environment and especially its drinking water. 

campaign California's principal place of business is in Los 

Angeles, California, and its members are regularly exposed to 

carcinogens on the Proposition 65 list 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 California 

who are regularly exposed to carcinogens contained on the Proposi­

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 adyocacy promoting 

the protection of the environment and public health. 

13. Plaintiff Silicon Valley Toxics Coalition is a coalition 

of organizations and individuals throughout the Silicon Valley 

5 
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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 list without warning due to 

defendants' blanket exemptions from the Act. 

14. Each of the plaintiffs described in ,, 6 - 13 above 

brinqs this action on its o'dn 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 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 vitally concerned and fears that toxic 

chemical eXDosure may jeopardize 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 

6 



2 

3 

4 

5 

6 

7 

8 

9 

10 

ll 

18 

19 

20 

21 

22 

23 

24 

25 

26 

27 

28 

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. 

III. 

CAUSE OF ACTION FOR DECLARATORY AND INJUNCTIVE RELIEF 

20. Plaintiffs refer to and incorporate by reference as if. 

specifically set forth herein par~graphs 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 
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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 listing 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 California Code of 

Regulations 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 .A.liA, 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(d). 

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• 

o~ 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 §1~713 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 lack a sufficient 

scientific basis, and because they include numerous instances in 

which the government has simply failed to regulate carcinogens-­

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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II 	 warning as requir ed by the Act .. :Plainti ffs and their melnbers are 

furcthe harmed in their capacity as California taxpaye.rs by 

def'endants ' expenditure ·Of public funds in he un lawful ad-

II 	ministration of Proposition 65. 

3l. Defendantsi actions have created a true and actual 

II 	 controversy between the parties. entitl ing plaintiffs to declara-

II 	 tory relief under CCP §1060 . 

32 . Plaintiffs have no p l ain, speedy, or adequate r emedy, ~n 

II 	 the ordinary course of law. 

WHEREFORE, p laintiffs pray : 

1~ That the Court issue declaratory judgment declaring 

z 3 
11 	 that 22 CCR § 127 13 or any similar :r;-egulat ion that interpre"ts0 	 8.N •....fa 	 "'... -z 11 Pr oposition 65 as p roviding an automatic exemption from the ·~'~ no 

1'1"1 	 - c 
...... ::) 0 
.. 	.5I , ... • 
~loU.:::;~ siqnificant r i sk'' requirement based upon onformity with other ... 	 ,..,. w • ;<... 
0 	 """ (T1 cw u• ''llil: 
~ 	........ 0

ill 	 ....J til u 

y 

• 11 federal o:r s t at·e l aws is unlawful; and 
~ e	....­.,

0 	 u 
a. 	 z 2. That the Court issue a preliminary and permanent injunc-

CJ) 	 ... ~ 
f-4 	 ... ... 
~ 	- z t ion restraining defendant George Deukmejian, Governor of the< : 

State of California, defendant Clifford Allenby, Secretary, Health 

and Welfare Agency and defendamt Thoma s E. Warriner, Deputy 

11 Secretary, Healt h and W,elfare Agency, their successors in office, 

agents mployees, and a ll persons acting by, through, under, or 

ir:t concert with them, from enforcing Tit le 22 CCR §12713 and from 

promulgati ng anjl simi lar regul ation that interprets Proposition 65 

as providing an automatic exempt i on from the "no signLficant risk'f 

requirement based upon conformity w·ith other federal or state 

II 	 laws; and 

/// 
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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. 

BY: ___________ __________________________ 
David B. Roe 
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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 Valley 

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 

WILLIAM B. SCHULTZ 
ERIC GLITZSTEIN 
Public citizen 
2000 wp• Street, N.W. 
Suite 700 
Washington, D.C. 20036 
(202) 785-3704 

Defense Fund 

Attorneys for Public Citizen 

RALPH SANTIAGO ABASCAL 
California Rural Legal Assistance, 
2111 Mission Street, suite 401 
San Francisco, California 94110 
(415) 864-3405 

Attorney for Bernardo Huerta 

Inc. 
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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 American Federation of Labor and Congress of 
Industrial organizations. et al •. v. George Deukmejian. 
Governor of the state of California. 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 Cod~ of 
Regulations, and is herein referred to as the "regulation". 

4. on April 16, 1990, the Sacramento Superior Court 
entered judgment, granting Plaintiffs' motion for summary 
judgment and declaring the regulation 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 regulation 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:~ 
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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 
judicata 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 
"Priority 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 
Dibenzo[a,h]pyrene 
Dibenzo[a,i]pyrene 
Dibenzo[a,l]pyrene 
Diepoxybutane 
Diethyl sulfate 
3,3'-Dimethoxybenzidine (ortho-Dianisidine) 
3,3'-Dimethylbenzidine (ortho-Tolidine) 
Hexamethylphosphoramide 

Initials: ~ 
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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 necessary 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 
fro~ existing state or federal law shall be based upon 

~pecific numeric standards for the chemical, as evidenced by 
the rulemaking file. Such levels shall be consistent with 

---and conform to sections 12703 and 12721 of title 22 of the 
California Code of Regulations. 
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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, J, 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 -d-ou~ an appropriate judicial proceeding. 

Date:...~ 0 

Att:-;o :;;n ;;-i a ir.n t;-:~t-"i~~ :;;.r ;;:e~y f-;;o:;;r~P~'~l.-:;~ ~ •· ti~U~1 
AMERICAN FEDERATION OF LA .oR AND 
CONGRESS OF INDUSTRIAL ORGANIZATIONS, 
the ENVIRO DEFENSE FUND, and 
BERNUDO 

Pla n 1.£ 
NATURAL RESOURCES DE ENSE. COUNCIL, 
SIERRA CLUB, PUBLIC CITIZEN, INC., 
CAMPAIGN CALIFORNIA, CITIZENS FOR A 
BETTER ENVIRONMENT, SILICON VALLEY 
TOXICS COALITION, 

/ 

By: 
-fenda.nts 

· :.::·~ 
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EXECUTiVE OFFICE OF THE PREStOENT 
COUNCI\. OF £CONOUIC ACUISEI'S 


WA$MIMOtQN. D ~ 200Ct 


December S, 1988 

ECONOMIC ANALYSIS OF PROPOSI~ION 65 


S@~itt.ed'by the Wcrkinq Group on t.he Ec:cnomic costa.ot 

P~opcsiticn 6S to-the Worxinq Group c~ Federal Preemption 


This workin; Group has atte:pted tc assess the maqnitude ot 
the econo:ic cost' that have be.'!~or a.~•-+ikely t5!_ be__;~.~~~ed. 
upon persons ouw.~t: Calilq,~l.a by that s~at·e 1 a Propoaiticn 
65. on.lY.JfJ.isn;...~i..ca...~...S.C2.!S.ll..~.rA.•~.s=~-~.Y_!l.o~.-cal~!crnians ca%\ 
~· iusti:y xeco~endina preem~~i~n. our conclusion is-that t~au 
law ~o data has i:pc~aQ cnly relatively mine~ ccata upon 
non-cali~crnia persona. Unfort~~ately, there is net yet 
aufticien~ data available to offer an acc~rate esti:ate·ot the. 
maqnitucia of those costa. · ... 

"" Th• implementation ot this"lav. ia in a relativ&iy ea~ly 
stage, and it ia possible that ever ti:a, as the structure c! 
1mple:entin9 rec;ulaticna ia more fully articulated, and. aa .·,
affected companies maka the adjustments needed fa~ compliance,
•ere s~stantial ~urdent_on interstate·ccm:erce will result, 
perl'l~A' in-cnt£.~uji].~!1i fashion. wa ··i:lieria-tcra ·z.eccn:l:uana ·that tha 
ccnclusicna of this Wcrki~~-c~oup be periodically reassessed by
Federal officials as mere intcr=aticn ~acc:ea ava1Iibla, ind 
that ·the Tederal Gcvern:ant t~ka s-t;aps t.o. c!etermine how quickly
it could act to preempt.the Prcpos•tion ~s warni~9 requirements
should it becc:e advisable to de so. · 

Discr.;ssion 

%.· Introduction 

Claims.hava been :ada by represen~atives.cf th• teed 
industry, the cosmetics industry, the cver•tha-ccunter dru9 
industry, And others that the portions ot California~• 
Proposition 6! that relata. tc thLi~.;JUl:.-• of consumers to 
ca~\:~~oc;ens ·anCi ·rep~z\e£:&."-:, ..~.QX~n~ .J..;.P.Q."U:.a:~·-~~t:a~~ia1_~-~r$!cn 
~!L_~rifers;a~• c~~~~h~Ch-~us.~:!~A-~eqer~r~•mption •. This 
Worklnq Group haa atte=;t·ed. to assist in evaluatinq the•• cl~i~n 
by ascer~aininq the·eccno:ic costa that t~e,a proviciono ot 
Proposition 6~ have i:posed on per~ons outside o~ ·cali!ornia, and 
by idcnt!!yinq the circ~:stances under vhich the law :~y in the 
futuro i:pose sub~tan~ial ccsts upon· non-california percono. 

http:represen~atives.cf
http:S.C2.!S.ll
http:on.lY.JfJ.isn;...~i..ca
http:costa.ot
mailto:S@~itt.ed'by
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Preposition 6~ imposes separate and diotinct varninq 
·re.q,.li:c.mon~e tor products cont~ininq chemical& lir&tad. by tho 
Eitate ct Cali!ornia ·as knovn ·carcinogens, and tor thoaa . 
cont~ininq che~icals liste~ .as known reproduc~ivo toxino. This 
·ane·lysia "'ill therefore cone1der sepa.rately tho ec;onomic ettcct.s 
of each ot those t~o requirementa. 

The world.n~ Group has met '-lith various tr~cie assoc:iatiens, a 

r presen~a~ive of the .Envircn:en~al oa~ensa Funa, and . 

representatives. c! over half a doz-en companies. The industry

org!.niza1;icna have·. eX';:)ressea· strcnef co_t')~~rn....~s to the ~:.pact of 

Pxop.os1to..!.e:ti::§S. l'ha COtl;5any- ·represen~at~ves a~mos·t-unan·i:ctrsly 

asserted that faccacl with a listed chemic~l that waa unavoida.cly

contained· in .a prcauct in sufficient ~cnc~ntraticn,. t~ey._woul4 

choose to label tor . Cali!onJ.;~lon~L..;~~t.han !.;_~~-~~~~·l.· . 
nat1C?naiiy or Vl.-;~a=~w t;-_~l!..S~d- ca~-i~-~;:_;'\_;!,J..~,Iltot. . 'rha :···· · 
C~torni~ marXi~ wa~ ~l.RWe~ . by them· as tOO i:portan~ tc abandon. 

. . . . " Qiven that under thosa circu:stancns they would cheese tc • 
lab l only a ·porticn of:thei~ outpu~, their ~ajor concern st&e:ea 
fro: the costs ot having to segreqate products intend.e<l for . · 
Calitcrnia distribution from thos intended for .distribution · 
in the rast ot the country. In moat eases, their ekistinq
c!ist:-ibu.tion eyste~s coulci not achieve the segregation. They 
.clai=, undoubtedly aceu:ately, th t th ir inventor~ J:cmta....lioulc! · 
r;ae aa. wall. ··· · 

- · The companies alao exprassecl concern ·about keepinq .. 
·unla.balecl _produc~s - from beinq transferred. to Califcmia, opininc; 
·· them up to potential liability, a• well aa about the effect on 

sales of havinq ·products labeled for California turn up on th 
shelve in other states. They were concerned aa· well with tha 

·"impact that futu::e law suits claiminq their p~cduc:ta contained 

s~stancas c:ausin; eancar cr reprcduc~~ve har-m voul4 h~v• on -· 

th~ir sales • 


. It ·shoulci ~a noted. th·at . a potantially·. siqnifie~nt ccat that 
mic;ht result trc: la):)eli~CJ is tha~ consu::ers c.oulcl be mialeaa· 
eJ')out r1 S·k. EX1stinq p:-ca\fct:'S-me~~·Feaeral standards, . anct th• 
P~-~~tion ~ lab~ls esuld lead ccnsue~~s to_~•liev•~heY.-ara 
less so:e t~~n is ir~:;ee·t~e case. I! labele4 prcducts· ar• sold 
..ou~side ot C"ali!o-rnia; then consu:ers ::.y switch to unlabelet.t 
products which :igh~ contain mo;-e o·f t.ho specified ehe·al"ical than 
the lel:elec! p_rodue~. We have not triea to quanti:y the ccat ot 
any ~isin!cr:~tion tha~ Propo~i~ion 65 ~ay provicla, but it ·could . 
be siqni~ieant, ·especially in. ~~li!ornia. If California'• :~eels 
inter~ere ~ii th consu:ers 1 ur.cierz;t~ndinq ot radarally requir:..::.
labels desc:r!binq true risks, pree:pt!cn may be requirca. ~ince 
no Proposition ·6s labels ~ro now ~einq provided, it is prc:ature 
to consider this issue. 



·3­

11. 	 Economic coato I:posad Upon Non•Cali!ornia PorGona by th 
carcinogen 'War ni n9 Req\lir e: ent. 

A. ~xistir.g economic co ta . 

The e·cono:ie.....costs_i:.p~.s :e.d thus.. f~r upon non-Cali_~_~;-nia 
12!1'MX.~ 'tJy the carcinogen warning requirement L).p~.ce.r ~o be 
rala~ly ~in~:al. Interi~ C!li!crnia regulations ex~cpt all 
FOA-requl~ca-procuets fro: those requi=e~e.nes, and allcv the 
alcoholic beveraqe .warninq requirements to be satisfied thrcuqn
the postinq of signs on the sale prtmioes. Additior.al prctec~ion 
is also provided many produc:er·s t~rouc;h their part!ci;aticm in a 
toll-free telephone infor:ation system, although this 
requ-l~tion•endorsed.- sy.ste.:. is how subject ta ccu.-t cnallenqa , - .· 
which may well. result .in ita invalidation as a mean of 
suf~ic:ient varninc;. W'hil.e at least. two :.ajor· Cali!or.1_ia 
re.t.ailers (Safeway and Von's) have publicly ~~.nno'.:ncacl -t~at t.'\ey
will_;n_Q..1:;. pos~ sh.elf .. siqns .f .C?; . . c.9.!1Lu;;~:...._prociu.cts, ancl vill instea~ 
require producers to provid procluc~ l~als or eerti~ication of 
pr.cduct c:ompli~nce, we are ~·~1L_e.ware of ~~Y. P,;:..qd~s:_er ·(vith the 
exca~tion of the tc~Ac:co cc=p~n•es d•Gcussed below) who haa 
either labeled ita prod~-'!'.!..~-.<:.~x:c:ino9•~ .. w~l;ni.nqs, or haa 
v~~riwn ·~:>~.a _p~qgu~::s_frp:_sl}~-~-ill.Lot-nia ..m~rket. • . 

. . . 

. A Proposition 6~ lavsuit tiled against the ciqar and tobacc:~ 
Jnanuf.acturera has ~aen recently eettlecl en · terms that will 
require such manufacturer• to label all ct their Calitornia 
products with c:arcincqen an~ reproductive tcxin~arninqa,
Indications are that tne pri:arily n~tional-scale producers of 
such tocaccc products intend to inc~o•atn Pro~sit1on · 
E..~~ont~!D.~ lA-bela .na1:ic:1v.ide, so aa to avoid incurrinq · 
substan~•al seqrcgaticn of prcducts diat:i~u~ion costa, and thus 
ar• likely to incur only miner adced l~bel r~desiqn c:osts.l 

B. Potential futu:a econo:ic costs. 

. While Propos.itiori 65 has of yet only had. 1:1inil:lal ltlpact, it 
i likely that its i=~act ov r. ti:e will be m9ra substanti~l. 
Several foreseeable fu~ura ev.,nts., it they 'come to pass, vill 
pcten~ially inc;_~.!:~'-Sa th~ ·;.i;;P.~.<;~.;.o.t .the c~rcinogen._!tarninq 
require:en~s en cut-of-state prc~ucers • .First, the toll-frae 
t"'ri-eptfc1ii._into::aticn·syst.ei:i· ·c:oul"ci be j uciicially ·dtter:ined in 
penciinq liti;ation ~o provicie inaaequato varninq, an .outecme ~· 
reqard as likely. Second, the in~eri~· exemption nov available 
tor FOA-requlated proa~cts c:o~la t~ s~perccdc~ ~y n~erie~l 
seandards for exposure l velo for inaividu~l ehc:icals, also a 
likely prospect. Thir~, Cal~!orr.ia is likely, over ti:o, to acd 
new chemicals to tho c:~:cino~an list, po~sibly inclu~!nq some 
co~erciallY ·i=portant postieiaes. · 

· Ass=ir.q tor .t!lG calc• o! arq\:::ent t~at all o! the above 
event:s occur, tho ec:ono=ic: i::pact upon non-californi~ pcrGono .­
vill cieponci upon the pro~!... ~espon~ec. Assu.:ninq !urthcr, as 
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aeelUI r.oaaone.cla, that most. or all produeora ·voulc1 c~coao not t;o 
withdre.v their produc~s.t;om the siqnific~nt Cali!cr~ia :arket i! 
~~iD c~n·~e ·avoiaod, t~~y ~ould be forced to ChOOGQ tree amonq
tho foll~~inc; options: _ ~- · . . . 

. :.-:. ·t. ... !:plement~tion- of····q:u&·iit.i.control procedures sut~!cient;. 

. . .•.to .assure that all prca'.:cts sold. in Calitornia <So not 


·.: ··. :contain concentr:ltions of. any l istec1 carc!.no9enic 
· -.--chuicala sufficient ta require .varnint; labels. This 


~·~. ··- ... may .include monitorinq suppliers or even s\o·itchinc; 

.. sources of supply: .. :· · · 


2. 	 ~elinq 'ct ail pro~ucts scl.d. a:.lyvhere in the u.s. that. 
.contain sufficient ~oncentr~~icna o: l.iste~ carcinoqenic.. cha1:icals with Preposition 6!-conforminq wa.rnin9s: or . 

4 

. .. • . .3 ~ x:u;eli~q· 'of o~iy· ·tl"~oa·e. p::od~cts i~te~cied: fer 
dis~::i=ution in C&l.ifo~ia, and t.~at contain suf~ici~n~. 
concentrations of carcine;enic listed chemicals, an4 ~ 
seqreqation of these proauctG ciurinq dis~:!~~tion trc~ 
those to be ·diat:-il::luted. elsewhere. . . ·- · 

on the basis of discussion~ with a nu:ber of representatives
of producer firms cr their trade associations, it appears to us 
that vtry~w-Products (to~acco excepted) coneain-lLvels o(_
gstccl ca~~~r.~g!ln•...s.uffic;j.ent to require ~aminc;s .un~tha _ 
iilS&i.ical...eX'poaure..stanctaras IDaly to ))a i;p,o_,_ad b.x_ California 
once the. interim exe1nption for"FDA-requlateci prcxiuc-:s is Iittacl. 
However, food industry repreae.ntativas clai: tb&t the level aet 
to~ 	Cielclrin, a pesticide no longer in use, would require
labeling for virtually all products containing fruits and 
vac;etal:>les, aa wall as for rav produce. Standards ::or ether 
pesticide co:pounda ~ay be set .quite close to the· pers~stent .. 
"backqrouna" levels..ste::inq· from prier uGe. 'h"'hethe.r the · 
"na.turally cccur:-inqtt exe:ption is ·interpreted to cover 
c.cncentratior.s result!nq f:a: earlier hu::.an activit~· :ay have a 
major i:.pact ·on the .bu~cien. 'I'ha ·curren~ definition speci!ies
t.li.at. ·only ch·e~ieala t.hat do not. rocul t ntro: ·any lcno·.-n human 
activity other than ord.i~ary cultivation practices" are 
consider.ecS. to be "niltUr-lly ·occurrin_<;." .. 

Cali!o:-r.ia' a final expcsure &tanc!:lrc!s :ay well be no mor.e 
restrict.ivci.. t~"n cu::-rent FDA req--li::a:.c:l~s, and :ay ba :ora 
lenien~ than those existir.q FOA s~3.n.:!.arcis by rouq~ly an orclar o:: 
maqr.itude, althou9h this clai: h~s bean st~on;;y ~i£pu~ecl by oc:a 
industry rapresent~tivea ~ho have ar~~ed that ~ssua~co by
Cali!ornia o: exposure standards :o~~ ·6trinqant ~~an thcoo of 
Feaer&l lav is al:o~t inevit~blo. The coc~c i:poGecl by the 
caneer-warnir.q provisions of the l~w ~ay be pri:arily of the 
natur.c ot p~ocuet testi~q and quality control expenditures, 
rather than vhat appnars to be the·:ora substan~!~l l~clin; ~nd 
procluot se~req~tion out!~ys.2. Ho~ever, if very strin~ene . 
exposure· standardG are in tha ~~turo appl!cd by ca11:crnia, 
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particularly.to·any ncwly-~i=tad ~n~ co::oreially i:~ortant 
past.icides, -cancer'· waminq ·labela may co raquirod tor a larc;a 
nu:ber·ot products, rather ~~an only quality· con~rol :oaouraa. 

These qUality ccntro.l expenc:H.turoa :.ay provo to ba fairlY 
sUbstantial, c;iven the need to teat individual product batchoa 

·for a larqe n~er of low-concent~~ticn ehe:icala,l ~n~ c;iven t.~a 
·~;eblems faced by ·:~nu~~cturers o: cont::llinq tho quality of 
·inputs received f:o: nu:ercua raw. material auppliera·. Aa an 
:exa:ple ot ·-these type of .costa, one co:pany haa tole! us that to 
·meet the standard for ~flatox~~-'-· .~ nZl-eu:ally occ~:-ri~; 
~a.rc.i-ncc;en·; .they have CiJi"'Ylllf.. ilp usinq cert~in kind.a o~ peanuts an~ 


·:are .spenciin<; .mere on ·screenin; the ·peanuto aftor pu:chzs.aa. This 

:.company .asser-:a that. they. cannot seP!.r.~~.• ~~~~J:'...P.mut )?.~tte:-
. produced. fol:'. California. f=om that. solcl ..elsevh.era. 'l'fiat.· cotll)any 

~as apent $1.2 millien in t~e last :ew :cntha on ensurir.; that 

:cnly peanuts.with lasa aflatcxin are used. 'they ea~i:Zlte that 

their onqoinq annual c:csts· tc :.•et t~is C~li!ornia st·ancarc! will 

be~.! :~'' 4 =:L· If ct~er co:~aniQS follow this lead. ana : 

putc~.ase b:'llY peanuts wi~ lew levels of aflatoxin, thG price of 

sucn peanuts will rise while the. prica of otr.er peanuts fall • 

. · ·~t :ust be kept in :ind thtt f!r:s ncv have in place
extensive ~alil~~ntrol and testinq procedures daaiqne4 to 
assure ceimpliance·with Federal atanc:iards. only the marqina~ added 

-costs o:.:ora co:prehenaive and/or sensitive procedures
sufficient to comply vi~ the Preposition e! atan4ar4a are 
probably att:-ibutable to that statute. rven if these •arqinal

:.added qua11 ty control ccata are substantial, much or· even most of 
theaa costa are likely to ulti:ately be borne by California 
consumera ra~e~ than ~Y eithe~ the p=cduccra or the 


..non-cali!c:nia consu::ars ot t~oae pro~ucta. Tha precise

·allocation of the costs a:cnq these qroupa dopenda upon the 

elast!c~ties of supply and de:and in t~a relevant california 

procuct·:~orkats, 4 ~1\cl upon tha deqrca of ce:petiticn from 

producers vho clo not sell in Cali!crr.ia that fAc•s national 


. producers in their ncn-califcrnia. markets. At this time, there 
is: insu!.~icient·intor:at!on available concerninCJ t.~oae parameters 
to acc~:-ately eati:~ota a!ther·t~e total A:ount of likely •arqinal

·.adc!ecl quality control-.expendit~r~•, or the .portion of thoae 

·expensaa·that will ~e bo=n• by ncn-Cali:ornia per&ona.5 


Any quality ccnt~ol :easu:es. undart~ken Are unlikely to ba 
100 percent effective, an4 ao:e proe~e~s sol~ :ay subsequently be 
c1ctern!.necl (in lit!qaticn) to· hava ccn~3inec:i suft!cient levels ·of 
carcincqens to require varnir.;a. 6 So:a pcnaltieo =•Y · · 
consaqucnt·ly have to be paid ~y producers, and advcrc;e publicity
resultinq fro:l these l_av&uit:s :ay inju:a sales. 

To t~a extent producers ir.ntea~ c~ocse to label product~ en 
a natior.~ic:ie basiD·-a course o: action t.~at appears to ua 
unlikoly c~tai4a o~ the tobA~co induatry, qiven tho realities of 
mar~etplzs.co eo:petition vith unl~~elac! ~roduets outsids ct 
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.	c:alitornia-•tho eouta ·aro l .ikely to bo 111inor, conaiatinq only o~ 

a one-time label roclosign ·outlay.7 I:, however, ao:e produc:e:'!l 


. choose to lGel only those U:ilit~. ot ..P.;".9S\lc.;!l_cieatinod. tcr 
.: california, and no~ these dostined tor sale eloawhcra1 _.t.~cy =~Y 
· in'C\n-!:uXDs tJffttTaJ?-a·deei\1!.stril:":t1"0l'r~a·na-:.nven1:o=v t:Q:~ts • · 
However, a ~ajor port~on ot t~QwG coseG are likely to ~e borne by 

· 	California co_nsumers, given tr.e reJ.eyt,nt..._S,Al~torn!.~ ::-;.c:a 
. ·e~a~~=~" • =:~. and. qiven th~~_!f!eet· o: C:o:p~_!._~_;n_1~
.ngn-F;iitorni~arKeea in rest!r~ininq pr~eo inc=~aacs in these 
=arkats. Aqain; the proci!la alleeatioh of these cos~a tatveon 

· 	producers anc:l California consu:cers .dcpencia upon thea elastici-:!.es 
of supply and. ciemand. . in tha relevant Cal1!ornia. markets. 

... .It national producers c::hcose the labelinq ancl s eqreg~tio~ 
option, this \t'ill provi de. a sligh~ advantage for pro<iuccrs -who 
produce only for ·the Cali!ornia mc.rket, and vho thus naeci not. 
incur segregation expenses. Howev~::. thin cost adv~nt~qc is 
likely to ~e relatively small in ~agnit.'.!Q.e and. bene! !.t. only a 
s~all proportion cf the p:o~ucers. · · I 

We have been provided with an econc:ic an~lysis of the cost~ 
cf Propo~1tion ~5 that "Was P=e:pareci by (~s'Jar~~ ~.:p) · ~ (~'!" a 
national <;i:CO!rJ g=up That. stud.y esti-co1tes the t:ot.al 
c ost ot _ 9~t.~o:-s~~~~~~-P.~~~~~ co~plianca vith Proposition 65 
·ta· De appro~1mate~y ~2 00 million per vear, anci t.~at between 35 
percent :1nci 70 percent o: th:.t cost vill ~ be shifteci forward 
ta California ccnsumers in higher prices, bu~ "Will instead co:e 
out. of producer profits. 

However, tor a nu:Der ot reasons this esti:ate appears to us 

. . to vastly ove;:.!t.t.At..L..t.'le potcpt._i,A.Li::pa.ct on producers. .First, 


l 
. and ~ort~ntly, · tha study ·asau:es . th~t. ~- processe4 food 

items vil·l l:>a lal:>eled and. segregated f:o: production not ·d.e!!t:..· ~ed. 
-for Cal!.:ornia, -when ·i~ fae~ :any i ta:1s (~or example, t:teats and 
shipmenes to · food scrvica estal:>lish:enes) which may total 45 
percent of mo::e of all shi;o;:.ente ara not even gov~rned by the 
·X:•tail procuot _. labeling reer..1;::-ements o.t Proposition 65. Second,
for those products potentially covered by the Propcsition 65 

.labelinc; requirements, as discussed above ~oct do net contain · 
· carcinoqen _levels sufficient to justify varninqs. Thircl, for . 

those. p::oclucts wni~h :ay contain su~!ieient c~::eino;en levels to 
require "Warr:inqs, pred-.:.ce::s will likely, i! ie is possible at 
reasonable cost, utili:e better quality cont::ol measures rather 
than :o::e costly l~l:>elir.q ana p::o:uc~ seqreqation. Fourth, t~e 
dc:and elAsticities es·ti::.tcci by (;$s. ;::. J are prcsent~cl in 
misleading t~shion ~o ~9 to suqqes~ hiqher de~ancl elasticities 
and less sh1ftinq ot co~~~ to Cali!or~ia conGucers th~n voul~ . 
likely be. t.~c case. 8 Fin2!.lly, the Gt~:y attaches u..~:iua -weigh":. t:l 

. 	 reqrcssion c;:oefficient!l th~t. sug;cst only partial COSt Shi!tinq,
when those:cocff!cient~ are in f~ct net siqnific~ntly dif~ercnt · 
(even at the 90 percent .siqni!!eancc level) from coefficients 
whicn would i~PlY th~t All costn were shifted to Californi~ 
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.e.on.ou:aera, · · on the· whole·; the I :es. c::. stud~ ·cuat tlo taxen aa an 

. It' • . . . •unlikely vcra~·caae·ccenario. 
' • 10. . • • - • ·- •• 

we vera also provided wi~~ a si:ilcr atudy dena by the 
·.... · =· · · .J1e,ecC.~ r.rr:o:-= s · · · . : · · · · ·, 

. · · · · . · Th=.t study .esti:~tecl the a<1deci costa of 

.Proposition ~5 at $95 :illion ennually. Rcvovcr, th~t Gtudy
·:Utilizecl r::~e.ny ·ot· t'he same unrealistic asau:ptiona ·used by the 
·Lexeeon stucly regarciinq ·the scope ot the ·coverage ct Proposition 
.~s, ~nd the l ikel.y proci\:cer responses. The iG B stucy ciicl net. 

6ddress th• allocation c~ ·tha cost burden cetween preducers and. 

~C.a.lifornia cona~ers. . . ·... . . ... 

. .. - ---. . . :.. . . :· -;:- :· : ··.. :·.:. : '­
:.;~... :'in ~esti:atinq the. potential ceat ·ot Preposition 6! en the 

·.rest ~f the econo:y ..unc!er the pes~i~iatic assu:ption that 

·substantial label.in; ·will be requirect, 'it is critically important

'to accurately esti:ata tha rel·evant elasticiticaa c~ cie.mancl ·and 
.supply. The relevant ue:an~ al&stici~y is not that !e.cinq an 
individual proc!\:Cflr or seller in Calitornia, wnich :ay be quite I 
high, put is the generally s:aller elasticity ot c!ecancl tacinq· 
the i~portera of the product viewed. as a qroup. Thus, i~ all the 
produc~ is preducad entirely outsi~a cf California, cotfaa beinq
such aa exa:pla, the. relevant de~and. elasticity ia t~• indu&t--y
elasticity, · which is. esti:.ated by USCA for coffee to be cnly
.-.11. In au~~ a case, qiven a reasonable esti:ate of the 
industry supply elas~icity, say 2 (tc ba censerva~ive), lees than 
10 percent cf the cos~ i:posac! by Prcpcsitien· 6S.would. be come 
by t.~a suppliers: the re:ainder would be passed on tc California 
ccnsu:ers. 

In sum:ary; wa are ot the view that the future coats for 
food. products of the Prcpesit!cn 65. carcinoqen varninq 
require:~nta are likely·to be pri:arily of tha n3tura of · 
a4,sti.t~c:ma_l:,_CN-,1.1 t;r· c~~!!l..!.~.e.n~i;w:es, rather than labalin; 
expe~d~ture•, and. conse~en~ly are likely to be smaller in 
maqn1tude, and in. anyLevant vi~~~~9~e. in larce P.A~ by
California·consucers thrc~gn higher prices. This conclusion . 
pr-esumes~ novever, ·tha~· Call.:-crnfa.-dces not Gub5equently list; -as ­
carcinogens and adopt hi;hly strin;ant expcsure standa~da fc~·any 
~~dely .used pesticides.. . .. ·-. . . . . . . · · · 

::' .-.oo: ~ :.·Ho~eve·zo, ~he· cvar-t~~·_:c:c~nter l~du·s~~ .mA~ faco :ore 
substantial. p~obl•=•· I~ see:s l!koly th~f. ealiforni~ ~ay list 
ethanol, aspirin, a~d ·saccharin as either carcino;enic or c~usinq
reprocuct!v• har:. If so, :any it net :ca~ cver•tr.e-c:ounter 
clrugs may be requirod. to be lis~ed.. Since many cf these 
preparations co:a in a ·:ul~!~uae of oizea and different for:s,
laboling and scgreg~tic~ co~ld ~ecc:o quite expena1vo. 

Even it one &Gsu.:ea that sUbatanti~l numbers. cf productu
will require latlelinc; and aeqrcq~tacl distri!:)ution syste:a, the 
ccnto ot Propoaiticn 65 that vill be borne by cut-of-etato 
prOducera vill only amount to a vary small percentaqo ol thair 
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C~li~crni~ aales rovenuoa. For example, 4Ccopting aa acc~rato 
,(res. qp.) eat1::atoe that California annually importn sa. a billion 
ot pr.oceoseci feoda, an.cl t~~t l~ol1nq ancl Dograqa~ion coato 1:or 
labeleci produc~a will amount to betvecn .one anci 1ix ~erccnt ot 
thai:- sales values, if one arbitrarily asew:es that. lO perccn~ of 
sue: foods vill have to ~· labeled (pro~aDly a hiqh esti:~to oven 
tor tha worat. ~~se), the tctal annuai coat of lA~elir.q ancl 
seqrcgation vill be ~etveen $8.8 million and $!2.8 million. I! 
on averaqe ~~· elasticity of demand for i:por~ed fooda ia •l, and 
·the elasticity .o~ .s.upply is 2, then one•th1::ci of t~is cost will 
ba·bcrna by .out-of-state producers, or rouqhly $2.9 million to 
$1'7. &. million, a "tax" on the industr"/ of only abou~ o. 03 pereent 
to 0~2·pereent ot·the value of C&lifornia sales. 

III. 	.~l:eonc:ic costa .for Non-California Persona of ~e 

.: R~proc!~c~1va 'l'cxin warninq Require:cent 


: ·A. ·. Existin; economic costs. J 

The eccnc:ic costs i:posea th~a tar upon non•cali~ornia 
persons by the reproauc~iva ~oxin varninq requi:e=en~ also. appear 
tc ~e relatively mini~al. We are no~ aware-of any prcduc~ that 
has bean lA):)eled with.auch a warninq, o~: that has ):)een wi~hdravn 
frcs the Cali!ornia :arkat to avcid havinq to 91va such a 
varninq~ (Al~.ou9h,·a• discuss•~ above~ civ~r and pipe tobacco 
will shortly ca~~ aueb a warninq label.) 

· a. Potential futura economic coats. 

Thero ia a potential to~ oUbst~nt!al econo:ic costa to 
ulti:ately result trom the reproductive toxin varninq · 
requirement. The varninq-tri;9erinq levels o! such toxins ara 
atatutcrily aet at a lew lev•l equal to 1/1000 ot the "no · 
observable effac~ laval," and no ir.tari: Gxa:pti~n is available 
t.or FOA•requle.ted ·prod:ucts. The. application o~ this atand.~rcl to 
the listea repr=4uctiva toxin lead posas special concern, aince 
the warninq lev•l a~anciarc! ia oo lov aa to approach "t)ackqrcunci" 
environ=en~al lavala •.. Th~ CAlifornia requlationa 4o provide an 
exesption for that portion oc toxin ccncent=~ticn which waa 
"nat1:rally occurrinc;" in the :aw :ateria.ls·, but 'that exe:ption. ia 
of uncertain scope,· :ay'bo di!!lcul~ 'to esta~l1sh in practice,·
and 1• inapplicaDle to coGmet!co cr cver-thc•cc~~~er dr~~ 
prcdu~tl. ·An ~~dit!onal potential c~ncarn is th~t.As~irin or 
vit~in A coul~· concaiva~ly ba addad to t~e repreauc~iva ~oxi~ 
l1£t. 9 If do, la~elG voulci to req'\:irc4 fer a nu:l:lcr oc itema, 
sinea those c!'.e:.ic:~lo • ecncont=~t!.~ncs in p::ccuc~~ t~~" u~.ili:o 
~~o• tar exeea~ tr.e level requirir.q a warninq l~bal. The 
aciditicn of ear~~in co::erci&lly it;ertan~ ;esti:ides to th• list 
could also lead to labolinq of siqnitie~n~ n\l-~era of productc~ 

. Lcqialstiva e~forts to &~and th1• statute to in~ro~uca 
fle¥i~il1ty·into the application of tha reproc!uctiva toxin 
varnin9 roqui.r•m•nt• have thuD tar proven unauceasstul, bu1: era 

http:ateria.ls


..... ·.. 

· ~ ·onc;cinq an4 have· some oupport :rom Prcpoait!on 65 • a m~jor 
··· environmont~l··qrcup advcc:atea. I~ thea a etto:-~n continue te bo 

uncueceosful, it coul4 vall bo that ~iqnificant nu-~era ot 
products vould have tc be labeled wit~ rapro4uetive toxin 
warnings ori acccun~ of their lead. coneantrationa, end perh~F•
alsc because of pastic!~e concantra~ions. ·If ao, aUl)s~~n~ial 
la~elinq and seqreqation costs would result. Hoveve:-, aqain, such 

·· · c~~~s W_?Uld ~~.borne. t:o a· larc;e ex~en't. by California c:onau:er:a. 
. . .. .. . ., . . .. . . ~ -... ... . . .. :' . ,. ' .. . .. . . -· 

. . 
- -V.-··Coneluaicns ..... -····· .. . . -·· 

· -.: ·· Th• Proposition 6S carcine9en an4 reproductive toxin warninq
recr,lirell:lents have tc:r data i:.posed relatively :ino: e~sta upon 


: .. non-c~lifcrnia persona.· ·:'l'he::e ie a potent~al, however, tor the 

... tuture·cgst• of t.hosa requirements tc be aubata!\~ially hiCJhe~, 

··:th~.level depending pri:.arilY. upon.tha strinc;ency of tha -· 
·null:lerical carcinoqen stanc!arc!a ulti~atCly adopted by California,
the nature o~ any new carcincqens or reprccuc~ive toxina b 

··subsequently listed, ancl ut:)on tha ability c~ prociucera to :eet 
whatever reproductive warninq standaras are finally imposed upon
lead or pestlcic!e concentr~tiona in products. we thua reco::end 
that the application by Calit~rni~ ot Proposition·&$ be monitored 

~·by F..ederal offi.ciala ·en an onc;.oir.q basis, ancl that the 
.... ·conclusions cf thia Workinq Group c·a ·periodically reassesaed as 
·. that experience dict-.tas. . · ~ . __ . · 

%n :eetinq with indu&tr,( an4 envircn:entalista we are .. 
hearinq ecnflictinq tasti~ony aa to the reasonablen••• o! 
California'• risk aasesamant :ethoda. We vere tolcl by aoma 
.Persona that th• resultinq standards for c~rcinoqena vould ba 
leaa st~ict than Federal eta!\darda, and cy other perao~a that 
t~ey would ba more strict. cali!ornia has comple~ecl about six 
auch.risk assess:enta. Wa recc::en4 t.~at FDA and EPA examine 
these· risk asseas:enta to ~eter:ina hcv reasonable their 

.. ·mathodoloqy is, and how thai:- ou~co:es .c:o::pare to Federal 
·~ "Standards• ... · · · · - · · 

·..-.. ~ ._. :w•. also .rec:o:.x:encl that. tha. !'~.and othe&-. relevan~ .·. . ~ 
. aqencias cieter:ine hov'quickly thay'coulc!-act to preecpt. tha ~ 
· ·Proposition·&s·varninq require~enta, should the costs imposed ~y 

that statute on non-California person• increase to a level· 
sufficient tc j~s~i:y sucb ac~ion, so th~t Federal officials can 
better ~etercir.e ~hat p~ee~ptive action woulcl.be necessary vhen 
they we:-o .p~asantld vi~ ce:-t~in and su!!!ciently largo har:s 
that clearly call fer su~h ~et!on. 

'l'ho=s• a. Moore 
Chair.:an 
Wor~!nq Croup on Pr~position 65 
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roctnotos 

1. 	 The FDA has esti:.~ted szuch c:osts to r~nqe f=o= $100 to $570 
(in 1984 doll~~a) per product l~bel, dependinq on tho natu~e 
ot.the pac:kaqes. 

2. 	 The Worlcinq Group has undert~ken a queo~ior.naire survey ot 
apprcxi~ately 100 major producers o~ teeds, cos:eticu, or 
·ever-the-counter cruqs fer t~a California ~~rke~ eoncernin~ 
their responses to Propos1tion.6S. No results ~re as yet · 
available from this survey. 

3. 	 Hazelton Laboratories, in a study dor.e for The P:opr!otary 

~scciation, esti:ated that t~~ -cost of a full taat of a 

produc·t sample fer all listed che:ic~ls, usir.; ct:rrantly

available analytical techniques, would ~a appr:x!:~~ely


$6,000. 


4. 	 The hiqher the elasticity of de~anc!, the s:aller th• 
prop~rtion of prociucar coats that can ba passed· en ta 
California consumers. Si:ilarly, the lower the elaGticity o! 
supply, the smaller the prop~~ion o! ~reducer costs that c&n 
~-- passed on to california consucers. 

!~ 	 A preliminary analysis of Preposition 65 con~ucte~ by the 

Depart:ant of Ac;riculture est1:ated that only ll percont of 

the coat burden of that lav v-111 be borne by . 

out-of-state producers rather than eal1!o~ia cc~su:ers. 


6. 	 lt seems possible~ however, that the courts may rule that 
quality control measures need only be reasonably affective, 
rather than perfact, fer :anufacturers to-avoid beinq found. 
to have "knowingly anc! intentionally" causec1 e~esurea to 
carcir.oc;ans•. If so, :anU!il·ctu:-ers 1:ay not ba fe-.:nd liable 
fer ia.olated ncn•labelec! exposures. · 

1. 	 lAS Footr.ote 1, supra. • 

a. 	 A preli:inary analysis of Propasition.65 conduc~ed ~y the 
Depart:ent of Agricult~re has co~elt::ea that only about 11 
percent ·cf the cost ~urdon c~ Propo$it!or. 65 vill be borne by
out-of-state producers, ro.ther than the 35 to 70 perc:ant
es.ti::ated b;r--: Lexecon. · 

9. 	 There is· ae:e ~~eGticn whether·t~e r:~ ;~e9r.ancy ~ursin9· 
warninq rules would prae:pt t~a applic~tien of the 
reprc~uctive tcxin warninq re~irecen~s to a~piri~ product£. 

http:Propasition.65
http:Propos1tion.6S
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EXECUTIVE OFFICE OF THE PAESIOENT 

OFFICE OF MANAGEMiiNT AND BUDGET 


W~TON. 0.0. 20503 


MAY IT &I 
Dr. Frank Younq
Commissioner 
Food and Dru9 Administration 
5600 Fisher'• Lane 
Rockville, MD 208!7 

Dear !'rank: 

It appears that representatives of the various interests 
involved in California'• Proposition 65, anti particularly the 
food industry, are a;ain seeking opportunities to hava their case 
reheard. I 9ather tha~ they are visiting a number of 
departmental and aqancy officiala. 

As you know, the A\!ministrat1cn has determine4 that, until 
there is a siqniticant cbanqe in the aituation in california with 
regard to·tha State's tmplem•ntation of Proposition 6!, which 
change substantially implicates important Federal interests, no 
Federal preemptive action - either by regulation or otherwise ­
ia warranted. That position was formally established in the 
Raaqan•Buah Ac!miniatration, attar extensive review by a Workin;
Group of which your wara chairJ the matter has been revisited by 
the Bush•Quayle Administration, an4 this position continues 
without change. 

This office bas been assigned responsibility tor monitorinq
the situation, and for ensurinq that tha A4ministra~ion is kept
informed of important changes that may occur. contlictin9 
aivnals about the Administration'• position by departmental or , 
agency official• can create false hopes and encouraqe · 
counterproductive efforts to undermine this carefully conaida~ad 
policy. They can also be a •ource of potential embarrassment to 
the President. If you have information that would be of value in 
our on~oing ~onitoring, I would be pleased to hear of it. In 
the meantime, wa know we can depend on you to protect the 
Admini•tration'• decision against auch effort• to undermine it. 

Sincerely, 

s. Jay ~:-¥ 
Administrator 
Office of Information 
· Re;uiatory Affair• 

c: Director Darman 
secretary Sullivan/
Onder Secretary Horner 
Dr. Mason 
Associate Director Holan 
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SUMMARY OF FOOD INDUSTRY LOBBYING ATTEMPTS 
(Proposition 65 preemption for foods and related products) 

trociuction 
Federal forum I[ Description Outcomedate 

("Uniformity In Regulations") would06/06/1988 S.2468 FDA Revitalization Act. Title VII ·~.--- .. _·..___.... ___.. -··-. ·•-------·__
preempt Prop. 65 for FDA-regulated 

j)ro~ucts. 

. 

I 
08/03/19891 s. 1505 

FIFRA and FFDCA amendments "State l . 
05/12/19951 H.B. 162Z Authority" .provision (Section (1){4)) t... P.L. 104-170 (08/03/96) [ preempt1on: 

. would preempt Prop. 65. I not mcluded]I 
08/10/1995 :r s. 1166 ~~~;~~~J:.:: . 
03/29/1996 H.R. 3200 L~y~~~~:J 
I il Federal OSHA, 

05/21/1997 j u.s. Department 
of labor 

. House Small Business Committee ' 
scheduled hearing to pressure Federal j 
OSHA to reject cal-OSHA Incorporation 1 Hearing cancelled with witnesses 

of Prop 65 into wor1<place standards I present, 5/21/97 Not rescheduled 
(effectively preempting Prop. 65 in the 

wor1<place). _____ 

06/0~,..j~~~·'~ll_ ~~~~~~.:I[ 
· ¥ ... I National Uniformity for Food Act 1998, 

i ::~- s. 2356 l :;~~:~;~~f~~~~~~ 
~==~======~~=== 

1 1 last-minute request from Senate 
! National Uniformity for Food Act of ! Majority Leader to add to HHS 

0512711999 i S. 1155/H.B. 2000, "to provide for uniform food Appropriation bill, October 2000; 
2129 safety warning notification rejected after 5enators' letter tol 

1 requirements, and for other purposes.• President Ointon and Qi!Wm 
'!:::::=== ='L ' ___ _ ________ ... _____... ___ .. Administration opoositjon.IF House Committeei Hearing to explore preemption of Prop . -~ Heari~g closes with chair noting
! 10/28/1999 on Small J' 65 focused on abuses in citizen California s recent amendment_to Prop. 

;___ __ ~sl~- J -~------ en~~r=~~-- ___ ___ . _J 65 to addr(~~~~n:~;;)~ent 1ssues 

~07/26/2001 : H.R. 2649 ][National UnW~~-for Food Act of r---­.~ -,-- -- -~ . --~- ~---- ~ --- ---~ --~ ~~ - -]
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