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INTRODUCTION AND SUMMARY OF ARGUMENT
Plaintiff Paul Dowhal (“Plaintiff”) filed this action to compel

Defendants' to provide clear and reasonable warnings regarding the
reproductive harm associated with the nicotine in their over-the-counter
(“OTC”) nicotine patches and gums (the “Products”). The Products, by
design, expose users to high levels of nicotine, a harmful chemical that is
known to cause skeletal abnormalities and fetal brain damage in animals,
and, according to the Food and Drug Administration (“FDA”), represents a
risk of “embryo-fetal lethality” in humans. Nicotine is listed pursuant to
Proposition 65 as a chemical known to the State of California to cause birth
defects or other reproductive harm. Accordingly, Proposition 65 requires a
warning that clearly and reasonably states that the Products contain a
chemical that is known to the State to cause reproductive toxicity. (Health
& Saf. Code, §25249.6.)

At the time Plaintiff filed this lawsuit, Defendants’ Products
merely cautioned pregnant users that nicotine “can increase your baby’s
heart rate.” The California Attorney General has determined that this
warning does not comply with Proposition 65. FDA now agrees with
Plaintiff that the “increased heart rate” warning understates the reproductive
risks associated with maternal nicotine exposure. Nevertheless, Defendants
contend that FDA’s prior approval of the “increased heart rate” warning,
together with informal FDA letters, meeting notes and a litigation brief,

preempts Plaintiff’s claims under the doctrine of “implied conflict

! The term “Defendants” refers to Ié)etitioners SmithKline

Beecham Consumer Healthcare, L.P. (“SmithKline”), McNeil Consumer
Products Company, a division of McNeil-PPC, Inc., Aventis
Pharmaceuticals, f,nc., Pharmacia Corporation, Alza Corporation, Costco
Companies, Inc., Lucky Stores, Inc., Rite Aid Corporation, Safeway, Inc.,
and Walgreen Company.
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preemption.”

Defendants’ implied preemption argument ignores the express
intent of Congress. When amending the Food Drug and Cosmetic Act (21
U.S.C. §301 et seq., “FDCA”) in 1997, Congress gave special consideration
to a single state statute — Proposition 65. Recognizing that Proposition 65
“has provided important protections to the public,” Congress expressly
exempted California’s unique right-to-know law from the broad preemptive
reach of the FDCA, as amended by the FDA Modernization Act
(“FDAMA”). (143 Cong.Rec. S9844 (daily ed. September 24, 1997); 21
U.S.C. §3791(d)(2).) Based on this Congressional enactment, the Court of
Appeal correctly concluded that “Congress clearly did not intend to preempt
Proposition 65 under the FDCA,” and rejected Defendants’ “implied
conflict preemption” defense. (Majority Opinion [“Maj.Opn.”] at 10.)

There is no need for this Court to second guess Congress’
intent, as Defendants urge. In FDAMA, Congress plainly stated that
preemption of state OTC drug requirements that “are different from [or] in
addition to” requirements under the FDCA “shall not apply” to Proposition
65. (21 USC § 379r(d)(2).) This case presents the exact situation
contemplated by Congress in FDAMA — Proposition 65 requires a warning
for the Products that is different from, or in addition to, the warning
approved by FDA. Proposition 65 requires that the Products bear a warning
instructing that the chemical nicotine is known to the State of California to
cause birth defects or other reproductive harm. FDA’s approved warning
for the Products states only that “nicotine can increase your baby’s heart
rate.” Thus, under FDAMA, preemption shall not apply to this Proposition
65 enforcement action.

Defendants argue that interpreting FDAMA to exempt all



Proposition 65 claims from preemption is akin to finding that Congress
“designed . . . [the FDCA] to ‘defeat its own objectives, or . . . destroy
itself.”” (See Defendants’ Opening Brief [“Ds’ Br.”] at 5, citing Geier v.
American Honda Co. (2000) 529 U.S. 861, 872.) This argument ignores
Congress’ manifest intent. Congress exempted Proposition 65 from
preemption because the primary objective of this state law — to protect the
People of the State of California “against chemicals that cause cancer, birth
defects or other reproductive harm” (People v. Superior Court (American
Standard) (1996) 14 Cal.4th 294, 306) — is fully consistent with, and in fact
complements, the FDCA’s primary objective — “to protect consumers from
dangerous products.” (U.S. v. Sullivan (1948) 332 U.S. 689, 696.) In fact,
the legislative history of FDAMA confirms that Congress was willing to
tolerate potential conflict between Proposition 65 and FDA’s requirements
because Proposition 65 “has even led FDA to adopt more stringent
standards,” resulting in stronger national protections. (143 Cong.Rec.
S9842 (daily ed. September 24, 1997).)

Although FDA has taken a contrary position in this litigation,
the agency formally adopted Congress’ unambiguous intent to exempt
Proposition 65 from FDCA preemption in its own OTC drug labeling
regulations. In March 1999, while well aware of Plaintiff’s claims, FDA
finalized its OTC labeling rule and removed a proposed provision that was
specifically intended to preempt Proposition 65 under the doctrine of
implied conflict preemption. (64 Fed.Reg. 13254, 13272; 62 Fed.Reg.
9024, 9040-9043.) FDA did so based on an official determination that its
proposal to impliedly preempt Proposition 65 had been “superseded” by
FDAMA. (64 Fed.Reg. 13272.) There has been no change to the relevant

statutes or regulations since this lawsuit was filed. Nor have any additional



statutes or regulations that bear on the preemption question before this
Court been enacted or promulgated. Accordingly, no federal law conflicts
with the requirements of Proposition 65 as to the Products.

Defendants do not contend otherwise. Rather, Defendants
argue that Proposition 65’s requirements conflict with “FDA’s directives”
contained in informal letters and other statements by employees and agents
of the FDA. They contend that the unanimous determination by the Court
of Appeal that there is no preemption in this case “deprives Defendants of
the ability to rely on [such] FDA[] directives.” (Ds’ Br. at 8.) However,
even if there were a conflict between Proposition 65 and “FDA’s
directives” with regard to the Products (which there is not, as discussed
herein), such a conflict is constitutionally incapable of preempting
Proposition 65. Under the Supremacy Clause, “the laws of the United
States ... shall be the supreme law of the land.” (U.S. Const., Art. VI, cl. 2,
emphasis added.) For purposes of the Supremacy Clause, “the laws of the
United States” includes both federal statutes and regulations. (City of New
Yorkv. FCC (1988) 486 U.S. 57, 63.) The Supremacy Clause has never
been extended to include agency “directives” or any other federal action
that does not have the force of law. (See Wabash Valley Power Assoc. v.
REA (7" Cir. 1990) 903 F.2d 445, 453-454.) Accordingly, there is no
constitutionally cognizable conflict here.

Defendants complain that by not allowing them to comply
with FDA’s directives, the Court of Appeal’s decision creates a great deal
of uncertainty regarding the requirements with which a regulated entity
should comply. Not so. Regulated entities must always comply with state
laws, unless such state laws are preempted by federal laws. In this case, no

conflict between federal law — the FDCA and FDA’s regulations — and



Proposition 65 exists. Indeed, the unique aspect of this case is the fact that
the very state law claims involved here are specifically referenced, and
excluded from preemption, in both the applicable federal statute and
regulations. Thus, Defendants’ claim that they were unaware of the
applicable legal requirements is unconvincing.

Defendants’ obligations under Proposition 65 have always
been clear. Nevertheless, instead of complying with Proposition 65,
Defendants chose to elicit and rely on a series of informal, private letters
from FDA employees. At any time, Defendants could have added a
Proposition 65 warning to the Products’ labels pursuant to an FDA
regulation that expressly permits drug makers to “add or strengthen” a
warning without prior FDA approval. (See 21 C.F.R. §314.70(c)(2)(1).)
Indeed, the manufacturer of another OTC nicotine patch not involved in this
case has done exactly that, and has never been cited for “misbranding”
violations by FDA. Moreover, as Justice Simons observed in his
concurring opinion below, Defendants also could have communicated
Proposition 65 warnings via store signs or public advertising, as FDA has
no regulatory authority over OTC drug advertising. (See Concurring
Opinion [“Conc.Opn.”] at 8, n.5.)

In order to find “implied conflict preemption” sufficient to
reverse the Court of Appeal’s ruling, this Court must, therefore, accept that
compliance with Proposition 65 and the FDCA is either a physical
impossibility, or stands as an obstacle to the accomplishment and execution
of the full purposes of Congress. (Hillsborough County v. Automated
Medical Laboratories, Inc. (1985) 471 U.S. 707, 713.) In order to so find,
each of the following obstacles must be surmounted:

(1)  Congress’ clear intent to exempt Proposition 65 from FDCA
preemption;



(2) FDA'’s formal determination that passage of FDAMA
superseded its proposed regulation impliedly preempting
Proposition 65;

(3)  the strong presumption against preemption of state health and
safety laws;

(4)  the constitutional requirement that federal agency action,
unlike the informal FDA actions at issue in this appeal, must
have the “force of law” to preempt state law;

(5)  the fact that the FDA letters in the record do not create a
direct conflict with Proposition 65;

(6) the fact that the alleged federal objective, on which
Defendants’ frustration of purpose argument hinges, conflicts
with FDA’s primary responsibility under the FDCA;

(7)  the availability of at least two methods of Proposition 65
compliance that fall outside the scope of FDA’s purportedly
preemptive statements to Defendants; and

(8)  the fact that FDA, in its post-summary judgment statements
regarding this case, has only rejected one of many possible
Proposition 65-compliant warnings.

For Defendants to obtain a reversal of the Court of Appeal’s decision, they
must overcome each of these hurdles. As discussed below, Defendants’
arguments stumble on all of them.

STATEMENT OF THE CASE
L. FACTUAL BACKGROUND

A. Defendants Expose Individuals To Nicotine, A Chemical
Known To Cause Reproductive Harm.

Defendants’ Products are designed, marketed and sold for the
express purpose of exposing users to significant levels of nicotine in order

to help them stop smoking.” (JA 1574, 1211-1212.) Nicotine has been

2 Although smoking cessation is clearly a laudable purpose, the
Products are not partlcularly effective with respect to pregnant smokers.

(continued...)
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shown in repeated animal studies to cause severe reproductive harm,
including fetal brain damage. (JA 1210, 47.) In addition, recent studies
demonstrate that maternal nicotine exposure causes: (1) adverse effects on
lung development; (2) a reduction in placental transport of nutrients to the
fetus; and (3) disturbances in cardiorespiratory function that may predispose
infants to Sudden Infant Death Syndrome. (JA 1211, 413.)

FDA acknowledges that nicotine causes reproductive harm,
and currently requires pregnancy warnings regarding such harm in the
labeling of prescription nicotine replacement products, including the
following FDA-approved warnings:

. “Nicotine has been shown in animal studies to cause fetal
harm.” (JA 0987-0988, 1013.)

. “Nicotine was shown to produce skeletal abnormalities in the
offspring of mice.” (JA 0958, 0972, 0993-0994, 1013.)

. “Cigarette smoking during pregnancy is associated with an
increased risk of spontaneous abortion, low birth weight
infants and perinatal mortality. Nicotine and carbon
monoxide are considered the most likely mediators of these
outcomes.” (/bid.)

. “Spontaneous abortion during nicotine replacement therapy
has been reported; as with smoking, nicotine as a contributing
factor cannot be excluded.” (Ibid.)’

*(...continued)

According to a study published in Obstetrics & Gynecology in December
2000, nicotine Jpe}tches have “no influence on smoking cessation during
pregnancy.” (Joint Appendix [“JA] 1249.)

3 In clinical studies performed on behalf of SmithKline during

the Nicoderm Rx/OTC conversion, one in five women who became
pregnant while using the Nicoderm patch suffered a serious adverse
reproductive outcome. (JA 1036.) Two of the twelve women who became
pre%nant while using the Nicoderm patch suffered spontaneous abortions
while a third was diagnosed with a severe birth defect. (/bid.) In
commenting on the spontaneous abortions reported during nicotine

(continued...)
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In addition, according to FDA, exposure to nicotine has been shown to
“represent some risk in humans for embryo-fetal lethality.” (Joint Request
for Judicial Notice [“Joint RIN™], Ex.1 at 4.) Nicotine is also listed by the
State of California as a chemical known to the State to cause reproductive
toxicity pursuant to Proposition 65. (22 Cal. Code of Regulations [“CCR”]
§12000(c).)

B. The FDA-Required Warnings For Prescription Nicotine

Replacement Products Have Always Warned, And

Continue To Warn, That Exposure To Nicotine Can

Cause Reproductive Harm.

The Products were originally sold on a prescription-only
basis. (JA 1574.) Since the advent of nicotine delivery products in the
early 1980's, FDA has consistently required that prescription versions of the
Products contain patient warnings regarding the reproductive toxicity of
nicotine. (JA 0951, 0960, 0973.) Based on FDA’s belief that nicotine
products had the potential for causing severe reproductive harm, nicotine
products were originally categorized as pregnancy “category X (the risk of
using the product during pregnancy outweighs the benefits). (JA 1055;
Joint RIN, Ex. 1 at 3; 21 C.F.R. §201.57(f)(6)(i)(e).) However, FDA later
changed the nicotine patch products to pregnancy “category D” (“there is
positive evidence of human fetal risk based on adverse reaction data from
investigational or marketing experience or studies in humans, but the
potential benefits from the use of the drug in pregnant women may be
acceptable despite its potential risks”). (JA 1055; Joint RIN at 3; 21 C.F.R.
§201.57(f)(6)(1)(d), emphasis added.)

Accordingly, the pregnancy warnings required by FDA in the

’(...continued)

replacement therapy, FDA concluded that “nicotine as a contributing factor
cannot be excluded.” (JA 0958, 0972, 0994, 1013.)

_8-



patient instructions for the original Nicorette, Nicoderm and Nicotrol
prescription products, as well as those required in the patient instructions of
other nicotine products sold by prescription today, state: “nicotine in any
form may cause harm to your unborn baby.” (JA 0951, 0960, 0973, 1003,
1023.) The prescription nicotine patch and gum products are identical to
their OTC counterparts in active ingredient, dosage form, route of
administration and strength. (JA 1574.)

C. FDA Acquiesced To SmithKline’s Request To Use The

Diluted “Increased Heart Rate” Pregnancy Warning On

Its OTC Products.

Beginning in the mid 1990's, Defendants applied for and
obtained FDA approval to sell and market Nicorette gum, as well as the
Nicoderm and Nicotrol patches, as OTC drugs. (JA 1059, 1070.)
Defendants pursued OTC approval of the Products through the new drug
application (“NDA”) process.* (Ibid.)

Although the OTC Products are chemically identical to their
prescription-only counterparts, Defendants sought to change the pregnancy
warning for the Products. (JA 1107-1116, 0807-0808.) Specifically, in
1994, SmithKline proposed that the pregnancy warning for Nicorette — the
first of the Products to receive OTC approval from FDA — be modified to
read “nicotine can affect your baby’s heart rate.” (/bid.) FDA suggested
instead a “nicotine may harm your baby” warning — similar to the patient
warning used with the Nicorette prescription product. (JA 1105.) But, in
February 1996, without any public notice or rationale, FDA acquiesced to

SmithKline and approved the following statement for use on OTC Nicorette

4 The vast majority of OTC drugs are regulated pursuant to

FDA monographs, which are (fublished “notice and comment” regulations
%pphcable to a class of OTC ru% é)roducts. %ee Kanter v. Warner Lambert
Co. (2002) 99 Cal.App.4th 780, 786.) The NDA process, on the other hand,
is a private process between FDA and the applicant. (See 21 C.F.R. §314.)

9.



and, later, the other Products: “nicotine can increase your baby’s heart
rate”” (JA 1118-1121.)

Undisputed scientific evidence demonstrates that an increase
in fetal heart rate, in and of itself, is not a birth defect and causes no
reproductive harm. (JA 1212-13.) Accordingly, the California Attorney
General determined that the “increased heart rate” statement on the
Products does not clearly communicate that nicotine is a chemical known to
the State to cause birth defects or other reproductive harm, and thus, is not a
“clear and reasonable” warning under Proposition 65. (JA 1314; see 22
CCR §12601(a).) FDA now agrees with Plaintiff that the “increased heart
rate” warning is insufficient to aprise pregnant women of the reproductive
risks associated with nicotine exposure. (Joint RIN, Ex. 1 at 5.) FDA now
believes that such warning “may . . . lead pregnant consumers to believe
that increasing a baby’s heart rate is the only possible effect of nicotine on
the baby,” when, in fact, it is not. (/bid.)

D. %?(DA Apgr(,)’ved The Proposition 65-Compliant “Harm

y ;)tléll'l .Ba y” Warning For The OTC Habitrol Nicotine

In November 1999, after passage of FDAMA, FDA approved
the Habitrol nicotine patch, manufactured by Novartis Consumer Health,
Inc. (“Novartis”), and sold under the private label brands of Defendants
Walgreens and Rite-Aid, for OTC sale. (JA 1928-1930, 1932-1933, 2267.)
The Habitrol nicotine patch is identical to the Nicoderm CQ patch sold by

SmithKline in active ingredient, dosage form, route of administration and

> Defendants contend that FDA “initially established” its
rationale for allowing this diluted pregnancy warning — in order to promote
use of the Products by avoiding over-warning — at a meeting of an FDA
advisory committee. (Ds’ Br. at 40.% However, this meeting took place on
April 19, 1996 — over two months after FDA acquiesced to SmithKline’s
request to use the diluted warning. (JA 0295.)

-10-



strength. (Compare JA 1928-1930, 1932-1933 with JA 1581-1582.) FDA
has concluded that the Products are identical to Habitrol for purposes of
pregnancy warnings. (Joint RJN, Ex. 1 at 5.) Nonetheless, FDA approved
a different pregnancy warning for Habitrol. (JA 2267, 2113, 2125.) The
FDA-approved Habitrol warning states: “/Nicotine, whether from smoking
or medication, can harm your baby.” (Ibid.) The California Attorney
General determined that this warning “appears to satisfy the Proposition 65
requirement for a ‘clear and reasonable’ warning.” (JA 1314.)

Subsequent to FDA’s approval of the “harm your baby”
warning for use on Habitrol, Novartis elected to add a version of the
Proposition 65 “safe harbor” warning to the Habitrol label in addition to the
“harm your baby” warning already on the label.® (JA 2103.) Novartis did
so pursuant to FDA regulations which expressly permit companies to “add
or strengthen” a warning or contraindication on an OTC product label
without FDA pre-approval. (/bid.; see 21 C.F.R. §314.70(¢c)(2)(1).) FDA
has never issued a warning letter, a misbranding citation, or taken other
action against Novartis for selling a nicotine patch with a Proposition 65

compliant label warning. (JA 2103-2104.)

E. FDA’s Informal Correspondence With Defendants Never
Zgrohibited” Them From Complying With Proposition
Since FDA'’s approval of the “harm your baby” warning for

Habitrol, FDA has corresponded with Defendants on a number of occasions

6 Specifically, this version of the “safe harbor” warning states:

“WARNING: This product contains nicotine, a chemical known to the
%%tg 01f9(3j§13f0mla to cause birth defects or other reproductive harm.” (JA
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regarding the Products. This correspondence falls into two categories: (1)
boilerplate approval letters and label comments (JA 1612-1617, 1622-1624,
1626-1630, 1632-1636, 1640-1641, 1643-1644); and (2) letters responding
to inquiries from Defendants’ counsel (JA 1638, 2401). The first category
consists of letters indicating FDA approval of several new versions of
Defendants’ Products. In connection with such approvals, FDA
recommended that Defendants continue to include the “increased heart rate”
statement on their labeling. (JA 1614, 1624, 1626, 1632-1636, 1634, 1640.)
The letters responding to Defendants’ counsel similarly
instruct Defendants to continue using the approved “increased heart rate”
statement (JA 1638), and state, without reference to any specific alternative
or additional warning language, that “[a]ny additional or modified warning
may render the product misbranded.” (JA 2401, emphasis added.) None of
the letters make any reference to preemption of Proposition 65. (/bid.)
F. FDA’s August 17, 2001 Letter To Plaintiff’s Counsel
Tentatively Rejected Both Of The Warnings It Had
Previously Approved.
On August 2, 2000, Plaintiff filed a citizen petition with the
FDA pursuant to 21 C.F.R. §10.30. (JA 1150-1156.) Plaintiff’s petition
sought “to change the pregnancy nursing warning on certain OTC nicotine
replacement products, including nicotine gum and nicotine patches . . . from
the current ‘increased heart rate’ warning to a warning that more broadly
communicates all of the potential reproductive harm associated with
nicotine use.” (JA 1150.) In the citizen petition, as in this case, Plaintiff
argued that the “increased heart rate” statement improperly implies that the
Products are as safe as abstinence from all forms of nicotine during
pregnancy and thus provides no incentive for pregnant women to quit

smoking without using the Products during pregnancy. (JA 1153-1154.)
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On August 17, 2001 — five months after the trial court’s
summary judgment ruling — FDA responded to Plaintiff’s citizen petition
in a letter to Plaintiff’s lawyer (the “August 17 letter”). (Joint RIN, Ex. 1.)
FDA granted the petition in part, adopting Plaintiff’s reasoning and
objective that there should be:

a consistent pregnancy warning for all OTC [nicotine]
drug products that clearly and reasonably
communicates all of the known harm and conveys the
relative reproductive harm of smoking, use of
[nicotine] drug products, and total abstinence from
nicotine.

(Id. at 2, 8.) FDA then repudiated both of the pregnancy warnings it had
previously approved for use on OTC nicotine products. In particular, FDA
stated that the “increased heart rate” statement included on the Products’
labeling “may not be sufficient to convey the appropriate message to
pregnant consumers who are considering using these products.” (/d. at 5.)
Although FDA acknowledged that it was aware of no new scientific
evidence, the August 17 letter also states that the “harm your baby warning”
may ‘“‘overstate[] the known risks of [nicotine] products.” (/d. at 4, 5.)
While this latter assessment was based on FDA’s view that additional
research is needed regarding the adverse reproductive effects of using the
Products, FDA gave no indication that it would require Defendants to
undertake such research. (/d. at4.)

FDA concluded the August 17 letter by proposing the
following new warning in place of the “increased heart rate” and “harm
your baby” warnings:

If you are pregnant or breast-feeding, only use this
medicine on the advice of your health care provider.
Smoking can seriously harm your child. Try to stop
smoking without using any nicotine replacement
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medicine. This medicine is believed to be safer than
smoking. However, the risks to your child from this
medicine are not fully known.

(Id. at 8). The August 17 letter does not require either FDA or Defendants
to take any specific actions to implement this proposed warning.
II. PROCEDURAL BACKGROUND

Plaintiff filed the underlying action on August 23, 1999 in
order to compel Defendants to provide consumers of the Products with a
clear and reasonable warning regarding the known reproductive harm
associated with nicotine exposure pursuant to Proposition 65. The trial
court entered judgment in favor of Defendants on March 23, 2001, ruling
that FDA’s informal correspondence with Defendants created a preemptive
conflict with the requirements of Proposition 65. Plaintiff immediately
noticed his appeal. On July 12, 2002, the Court of Appeal reversed the
judgment of the trial court. On October 23, 2002, this Court granted
review.
III. STATUTORY BACKGROUND

A. Proposition 65

Proposition 65 is designed to protect the People of the State of
California “against chemicals that cause cancer, birth defects or other
reproductive harm.” (American Standard, supra, 14 Cal.4th at 306.) In
order to accomplish this goal, Proposition 65 provides that:

No person in the course of doing business shall
knowingly and intentionally expose any individual to a
chemical known to the state to cause cancer or
reproductive toxicity without first giving clear and
reasonable warning to such individual, except as
provided in Section 25249.10.

(Health & Saf. Code, §25249.6.) Section 25249.10 contains several

exceptions to the warning requirement, such as where “federal law governs
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warning in a manner that preempts state authority.” (Health & Saf. Code,
§25249.10(a).) This exception simply refers to, and incorporates,
traditional preemption principles under the Supremacy Clause. (See, e.g.
People ex rel. Lungren v. Cotter & Co. (1997) 53 Cal.App.4th 1373, 1380.)

Proposition 65 does not require specific warning language or
a specific method of communicating the warning. (22 CCR §12601(a).)
The sole requirement for a Proposition 65 warning is that it “must clearly
communicate that the chemical in question is known fo the state to cause
... birth defects or other reproductive harm.” (/bid., emphasis added.)
While the regulations promulgated under Proposition 65 set forth specific
“safe harbor” warning messages’ and methods that are deemed clear and
reasonable, a defendant is not required to use them. (/d., §12601(b).)

B. Federal Food, Drug and Cosmetic Act

1. General Provisions

The primary goal of the FDCA is “to protect consumers from
dangerous products.” (U.S. v. Sullivan, supra, 332 U.S. at 696.)
Accordingly, the FDCA 1is designed to “ensure that any product regulated
by the FDA is ‘safe’ and ‘effective’ for its intended use.” (FDA v. Brown &
Williamson Tobacco Corporation, et al. (2000) 529 U.S. 120, 133.)

One of the means by which this goal is accomplished is by
preventing the sale of misbranded drugs. (21 U.S.C. §331(b).) An OTC
drug is deemed to be misbranded under the FDCA only “[i]f its labeling is
false or misleading in any particular” or if its labeling fails to include “such

adequate warnings against use . . . where its use may be dangerous to health

! For consumer products containing reproductive toxicants such

as nicotine, the “safe harbor” warning is: “Warning: this product contains a
chemical known to the State of California to cause birth defects or other
reproductive harm.” (22 CCR §12601(b)(4)(B).)
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... in such manner and form as are necessary for the protection of users.”
(Id. at §§352(a), 352(f).) FDA is authorized to bring an action in federal
court against companies allegedly selling misbranded drugs. (21 USC
§§332-334.) In any such action, FDA bears the burden of proving that such
company is guilty of, or liable for, misbranding. (/bid.)

Congress has authorized FDA to promulgate regulations in
order to implement and enforce the FDCA. (21 U.S.C. §371.) All such
regulations are subject to formal notice and comment procedures, as
prescribed under the Administrative Procedure Act (“APA”), so that FDA’s
rulemaking authority is not unchecked. (See 21 C.F.R. §10.40; 5 U.S.C.
§553.) Congress has also expressly authorized FDA to hold formal
adjudicatory hearings in a variety of contexts, including a drug maker’s
challenge to an FDA determination regarding a NDA. (21 U.S.C. §§371,
355(c).)

2. Preemplgion Of State OTC Drug Requirements
Under The FDCA

Implied conflict preemption under the FDCA changed
dramatically with passage of FDAMA in November 1997. Prior to
FDAMA, FDA’s regulations contained detailed implied preemption
analyses which demonstrated the agency’s intent to preempt state warning
requirements. Subsequent to FDAMA, FDA has excised all implied
preemption provisions from its OTC drug regulations and instead relies on
the statute in addressing preemption issues.

In 1982, FDA published its pregnancy/nursing warning
regulation, now codified at 21 C.F.R. §201.63, mandating cautionary
language for pregnant and nursing women to be included on OTC drug
labels. (47 Fed.Reg. 54750.) The final rule adopting the regulation

includes a formal statement of the agency’s intent to preempt state
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pregnancy warning requirements, including a California warning regulation,
under the doctrine of implied conflict preemption. (/d. at 54756-57.) FDA
arrived at this conclusion only after providing public notice of its proposed
rule and responding to 49 separate comments, including one from the
California Department of Health Services. (/d. at 54750, 54756.)

In February 1997, FDA published a proposed rule to establish
standardized format and content for the labeling of OTC drugs that would
have preempted all state requirements related to OTC drug labeling,
including Proposition 65. (62 Fed.Reg. 9040-9043.) In the proposed rule,
FDA again included an extensive discussion of implied conflict preemption,
including detailed discussions regarding: (1) the agency’s determination of
the need for preemption; (2) the scope of proposed preemption; (3) the legal
authority for preemption; and (4) compliance with Executive Order 12612
(Id. at 9040-42, 9044-45.) FDA specifically sought comment on its
determination that it could displace Proposition 65 via conflict preemption.
(See 64 Fed.Reg. 13272.)

On November 21, 1997, Congress enacted FDAMA as an
amendment to the FDCA. (Public Law 105-115; 111 Stat. 2296.) FDAMA
contains a provision expressly preempting any state requirement regarding
OTC drugs that is “different from, in addition to, or otherwise not identical
with” an FDA requirement. (21 U.S.C. §379r(a).) This broad provision is
subject to a narrow exemption which states that the preemptive scope of the

FDCA “shall not apply to a State requirement adopted by a State public

8 Executive Order 12612 was issued by President Ronald

Reagan on October 26, 1987 in order to direct executive agencies and
departments regarding the principles of federalism. Section 4 of Executive
Order 12612 fperrnits %ederal agencies to preempt state law only where there
is evidence of Congressional intent to do so. (/bid.) Agencies are further
directed to consult with and provide notice to states whenever a federal
adjudication or rulemaking is intended to preempt state law. (/bid.)
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initiative or referendum enacted prior to September 1, 1997.” (21 U.S.C.
§379r(d)(2).) Proposition 65 is the only law covered by this express
exemption from preemption.

On March 17, 1999, FDA adopted its final OTC drug labeling
rule based on its February 1997 proposal. (64 Fed.Reg. 13254.) FDA
deleted the implied conflict preemption provision from the final rule. (/d. at
13272.) FDA’s decision was based on a determination that section 379r of
FDAMA “supersede[d]” the agency’s proposed regulation. (/bid.) Noting
that Congress’ decision to exempt Proposition 65 from preemption directly
responded to the agency’s inquiry regarding the implied preemptive effect
of its proposed regulation on Proposition 65,” FDA announced that “/t/he
agency . .. will, at this time, rely on the terms of the statute in addressing
preemption issues.” (Ibid., emphasis added.) FDA has neither
promulgated a regulation nor published any formal statement of agency
policy regarding OTC drug preemption since its official determination to
rely on the terms of section 379r in addressing OTC drug labeling
preemption.

ARGUMENT
L. THE COURT OF APPEAL CORRECTLY CONCLUDED
THAT PLAINTIFE’S PROPOSITION 65 CLAIMS ARE

EXPRESSLY EXEMPTED FROM PREEMPTION UNDER
THE FDCA.

Recognizing Congress’ unique treatment of Proposition 65 in
section 379r of FDAMA, the Court of Appeal correctly determined that

Plaintiff’s Proposition 65 claims are expressly exempted from preemption

_ ’ Specifically, FDA stated: section 379r “addresses the two
issues on which FDA had spemﬁcall_}f requested comment, i.e., the
preemptive effect of the proposed OTC drug product labeling requirements
on product liability lawsuits and the preemptive effect of the proposed
labelinﬁ requirements on State initiatives such as California Proposition
65.” (64 Fed.Reg. 13272, emphasis added.)
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under the FDCA. (See Maj.Opn. at 10.) This holding properly implements
Congressional intent and should thus be upheld.

“Preemption fundamentally is a question of congressional
intent.” (Geier v. American Honda, supra, 529 U.S. at 884.) Under the
Supremacy Clause, federal law can only preempt state law in three ways.
First, Congress may expressly preempt state law by defining the extent to
which a federal statute supplants state law. (Cipollone v. Liggett Group,
Inc. (1992) 505 U.S. 504, 516.) Second, Congress may impliedly preempt
state law by establishing a “scheme of federal regulation . . . so pervasive as
to make reasonable the inference that Congress left no room for the States
to supplement it.” (Fidelity Fed. Savings & Loan Assn. v. De la Cuesta
(1986) 458 U.S. 141, 153.) Third, state law is impliedly preempted “to the
extent that it actually conflicts with federal law.” (English v. General
Electric Co. (1990) 496 U.S. 72, 79.)

Defendants’ preemption defense in this case focuses
exclusively on the third form of preemption — “implied conflict
preemption.” (Ds’ Br. at 24.) Implied conflict preemption is found where
compliance with both federal and state law is a “physical impossibility,” or
where state law “stands as an obstacle to the accomplishment and execution
of the full purposes and objectives of Congress.” (Florida Lime & Avocado
Growers v. Paul (1963) 373 U.S. 132, 142-43; Geier, supra, 529 U.S. at
899.) When a court is asked to “infer preemption based on . . . conflict
preemption,” the court is required “to imply Congress’ intent from the
statute’s structure and purpose.” (Ting v. AT&T (9™ Cir. 2003) 319 F.3d
1126, 1135-36, emphasis added.) Moreover, “[r]egulation of health and
safety matters is primarily, and historically, a matter of local concern.”

(Hillsborough County v. Automated Medical Labs, supra, 471 U.S. at 719.)
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Accordingly, “[c]onsideration of issues arising under the Supremacy Clause
starts with the assumption that the historic police powers of the States are
not to be superseded by Federal [law] unless that is the clear and manifest
purpose of Congress.” (Smiley v. Citibank (1995) 11 Cal.4th 138, 148,
emphasis added.)

Proposition 65 is a health and safety statute which falls within
the traditional police powers of the State of California. (Chemical
Specialties Mfrs. Assn. v. Allenby (9" Cir. 1992) 958 F.2d 941, 943.) Thus,
Proposition 65 claims such as Plaintiff’s may only be impliedly preempted
if such preemption is clearly intended by Congress. Here, however,
Congress has manifested the opposite intent, and done so explicitly.

When Congress has considered the issue of pre-
emption and has included in the enacted legislation a
provision explicitly addressing that issue, and when
that provision provides a “reliable indicium of
congressional intent with respect to state authority,”
[citation] “there is no need to infer congressional intent
to pre-empt state laws from the substantive provisions”
of the legislation.

(Cipollone, supra, 505 U.S. at 517.) By singling out Proposition 65 and
expressly exempting it from the preemption provision of FDAMA,
Congress has provided a uniquely “reliable indicium” of its intent regarding
preemption of Proposition 65. (See 21 U.S.C. §379r(d)(2).)

Defendants nevertheless urge this Court to imply preemption
from a series of informal agency statements. To find conflict preemption
based on such statements would be a significant departure from the
preemption jurisprudence of the United States Supreme Court, and would
be particularly inappropriate here, where Congress has expressly stated its
intent to permit Proposition 65 to co-exist with different or additional

federal requirements. Accordingly, the Court of Appeal properly
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determined that it was unnecessary to search through the record of informal
FDA statements in this case for an “implied” Congressional intent to
preempt. '
A. The Plain Language Of FDAMA Evidences Congress’
Clear Intent To Exempt Proposition 65 From FDCA
Preemption.
Where Congress “makes its intent known through explicit
statutory language, the Court’s task is an easy one.” (English, supra, 496
U.S. at 79.) This is especially true here, where Congress drafted, debated
and enacted an express preemption provision that addresses the very state
law claims at issue in this case. (See Maj.Opn. at 10, 13.)
In FDAMA, Congress amended the FDCA to create an

express preemption provision which provides that:

[N]o State may establish or continue in effect any
requirement . . . that relates to the regulation of a drug
.. . that is different from or in addition to, or that is
otherwise not identical with, a requirement under [the
FDCA].

(21 U.S.C. §379r(a), emphasis added.) As a subsection to this broad
preemption provision, Congress simultaneously enacted the following
specific “exception”:

This section shall not apply to a State requirement
adopted by a State public initiative or referendum
enacted prior to September 1, 1997.

(21 U.S.C. §3791(d)(2), emphasis added.) Proposition 65, passed in 1986,
is the only state public initiative or referendum covered by this exception.

Thus, under the plain language of FDAMA, federal

10 Maj.Opn. at 11 (“we are not aware of any case that holds a

court can ignore Congress’ clearly articulated and directly applicable
express intent to . . . “save’ a particular state statutory scheme from
preemption . . . based on an analysis of what Congress impliedly intended to
do,” emphasis in original.)
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requirements for OTC drugs do not preempt “different” or “additional”
Proposition 65 requirements. This is precisely the situation presented here.
Defendants’ argue that this Proposition 65 action is preempted because it
seeks to impose a warning that is different from or in addition to the federal
warning for the Products. Plaintiff agrees that, but for the specific
exemption set forth in section 3791r(d)(2), his claim would be expressly
preempted under section 379r(a). However, section 379r(d)(2) “clearly
articulates an express intent to save the precise types of claims that are [at]
issue in this case.” (Maj.Opn. at 13.) To hold, as Defendants request, that
Proposition 65 claims are impliedly preempted to the extent that they would
impose different or additional warnings on the Products, would be to render
section 3791(d)(2) a nullity.

Defendants contend that the express savings provision is not
relevant here because the provision somehow “makes clear” that the
Proposition 65 exception “leaves the preexisting preemption landscape
undisturbed.” (Ds’ Br. at 29.) Defendants’ argument is undermined by the
fact that Congress explicitly stated its intent to leave the preexisting
preemption landscape undisturbed in another express preemption provision
in the FDCA, but did not do so in enacting section 379r. The law adopting
the FDCA’s express preemption provision regarding food labeling
requirements, 21 U.S.C. §343-1, states that such provision: “shall not be
construed to affect preemption, express or implied, of any such
requirement of a State or political subdivision...” (Public Law 101-535,
§6(c)(3), 104 Stat. 2353, emphasis added.) The absence of any similar
statement preserving implied preemption under FDAMA demonstrates that
no such preservation was intended. (See Comm. of Seven Thousand v.

Sup.Ct. (1988) 45 Cal.3d 491, 507 [“[w]here a statute, with reference to one
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subject contains a given provision, the omission of such provision from a
similar statute concerning a related subject is significant to show that a
different intention existed”].)

The regulatory history of FDA’s OTC drug regulations further
undercuts Defendants’ argument. When FDA first promulgated its
pregnancy warning regulation in 1982, FDA stated that the regulation
preempted all state pregnancy warning requirements for OTC drugs under
the doctrine of implied conflict preemption. (47 Fed.Reg. 54756.) In
February 1997, when the agency issued its proposed OTC drug labeling
rule, FDA expanded such preemption to include all state OTC labeling
requirements, including Proposition 65. (62 Fed.Reg. 9040-9043.) Thus, in
November 1997, when Congress preempted all state requirements relating
to OTC drugs, and specifically exempted Proposition 65 from such
preemption, Congress most certainly changed the preexisting preemption
landscape. When FDA subsequently finalized the OTC drug labeling rule,
the agency recognized that section 379r(d)(2) “supersedes” any pre-existing
preemption of Proposition 65 under the doctrine of implied conflict

preemption. (64 Fed.Reg. 13272.)"

i Defendants rely on FDA’s amicus brief from the Court of

Atppeal which stated that “FDAMA simply does not affect the application
of conflict preemption.” (FDA Amicus Brief [“FDA Br.”] at 308 This
disavowal of FDA’s prior interpretation of the scope of the Proposition 65
exemption is not entitled to deference in this litigation. (See Yamaha Corp.
Sf America v. State Bd. of Equalization (1998) 19 Cal.4th 1, 14 [judicial
eference to agency action depends on “it’s consistency with earlier and
later pronouncements”], emphasis in original; Ass 'n. of Int’l Automobile
Mfrs. v. Mass. D.E.P. (1* Cir. 2000) 208 F.3d 1, 5 [questions of preemption
law are “issues which fall squarely within [the] Court’s jurisdiction, but not
within any particular expertise or special administrative competence” of the

agency].)
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B. The Legislative History Of FDAMA Further

Demonstrates Congress’ Intent To Exempt Proposition 65

From Any Federal Preemption Under The FDCA.

The legislative history of FDAMA confirms that Congress
intended Proposition 65 warnings to co-exist with different or additional
federal warnings. With reference to the meaning of the section 379r(d)(2),
the chief Senate sponsor of FDAMA, Senator James Jeffords, stated:

We said, ‘OK California, fine, we will not get
involved with preempting you with respect to
your laws that are on the books. We will allow
those laws to stand. The FDA can work
around that.’

(143 Cong.Rec. S8856 (daily ed. September 5, 1997), emphasis added; see
Federal Energy Admin. v. Algonquin (1976) 426 U.S. 548, 564 [statements
by sponsors of federal legislation “accorded substantial weight in
interpreting the statute].)

Statements by California Senators Barbara Boxer and Diane
Feinstein further show that “Congress clearly did not intend to preempt
Proposition 65 under the FDCA.” (Maj.Opn. at 10.) Senator Feinstein
described section 379r(d)(2) as follows:

The bill does include, at my request, an explicit
protection — an exemption from preemption — for
California’s “Proposition 65” . . . Proposition 65 has
provided important protections to the public and has
prompted manufacturers to reformulate products . . . I
am pleased that the Senate agreed with my request to
explicitly exempt Proposition 65, preserving this
important California law.

(143 Cong.Rec. S9844 (daily ed. September 24, 1997), emphasis added.)
Senator Boxer described the rationale for the Proposition 65 exemption as
follows:

Proposition 65 has successfully reduced toxic
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contaminants in a number of consumer products sold in
California and it has even led the FDA to adopt more
stringent standards for some consumer products . . .
So I am very pleased that the FDA reform bill now
being debated will exempt California’s Proposition

65.

(143 Cong.Rec. S9842 (daily ed. September 24, 1997), emphasis added.)

These statements by key players in the enactment of section
3791(d)(2) make clear that the express exemption of Proposition 65 is an
“exemption from preemption” generally, not merely an exemption from
express preemption, as Defendants contend. The words “exempt” and
“preserving” are used without limitation. Indeed, such statements evidence
a Congressional determination that: (1) the purposes of Proposition 65 and
the FDCA complement one another; and (2) the requirements of Proposition
65 have, in fact, improved public health on a national level by driving FDA
to adopt more protective standards. As such, the Court of Appeal’s holding
correctly implements Congress’ clear intent not only to tolerate, but to
affirmatively preserve Proposition 65 when, as in this case, its requirements
are “more stringent” than FDA’s. (cf. Geier, supra, 529 U.S. at 872.)

C. Under FDAMA, FDA Has No Authority To Preempt

“Different or Additional” Warnings Required By

Proposition 65.

In holding that the Proposition 65 preemption exemption in
section 379r controls in this case, the Court of Appeal observed that FDA’s
informal and litigation-inspired actions on behalf of Defendants are
reflective of “a federal bureaucracy that . . . was either unwilling or unable
to recognize the limited scope of its authority . . . since the enactment of
FDAMA.” (Maj.Opn. at 15.) The Court of Appeal was correct: in light of
the express Congressional mandate that FDA “work around” Proposition

65, FDA has no authority to create a preemptive conflict with Proposition
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65. (See 21 U.S.C. §379r; 143 Cong.Rec. S8856 (daily ed. September 5,
1997).)

One of the critical questions in any agency preemption case is
“whether the [federal agency] is legally authorized to pre-empt state” law.
(City of New York, supra, 486 U.S. at 66.) This is because “an agency
literally has no power to act, let alone pre-empt the validly enacted
legislation of a sovereign State, unless and until Congress confers power
upon it.” (Louisiana Pub. Service Comm. v. FCC (1986) 476 U.S. 355,
374.) Here, any preemptive action by FDA contravenes Congress’ clearly
stated purpose. (See 143 Cong.Rec. S9842, S9844 (daily ed. September 24,
1997).) Accordingly, FDA’s suggestion that it has the authority to preempt

1'* amounts to an agency attempt to do an “end-run”

Proposition 65 at wil
around the Congressional limitation placed on its authority. “To permit an
agency to expand its power in the face of a congressional limitation on its
jurisdiction would be to grant to the agency power to override Congress” —
something this Court should not and can not do. (Louisiana Pub. Serv.
Comm., supra, 476 U.S. at 374-75; see also City of New York, supra, 486
U.S. at 64 [agency’s choice to preempt invalid if it appears from the statute
or its legislative history that the choice “is not one that Congress would

have sanctioned”].).)

D. Geier Does Not Permit A Court To Ignore The Clear
Intent Of Congress.

Defendants attempt to avoid Congress’ clear intent to exempt
Proposition 65 from preemption by overstating the effect and holding of the
U.S. Supreme Court’s decision in Geier. (Supra, 529 U.S. 861.)

12 Defendants and FDA contend that FDA’s “requirements with
res]la)ect to drug marketing preempt any inconsistent requirements imposed
by Proposition 65.” (Ds’ Br. at 20; FDA Am. Br. at 17, emphasis added.)
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Defendants contend that “Geier conclusively established that legislation
defining the ambit of express preemption has no bearing on the operation of
‘ordinary workings of conflict preemption.”” (Ds’ Br. at 5.) Under
Defendants’ interpretation of Geier, Congress could never, by means of an
express preemption clause, exempt state regulation from agency
preemption. The holding in Geier, however, is not nearly so broad.

The Geier court examined the effect of a particular general
tort law savings clause on a preemption analysis under the National Traffic
and Motor Vehicle Safety Act of 1966 (“Safety Act”). (Supra, 529 U.S. at
868.) The Safety Act contains a savings clause that states: “compliance
with a federal safety standard does not exempt any person from any liability
under common law.” (15 U.S.C. §1397(k) (1988), now codified at 49
U.S.C. §30103(e).) The Supreme Court found that:

Nothing in the language of the saving clause suggests
an intent to save state-law tort actions that conflict with
federal regulations. The words “compliance” and
“does not exempt,” . . . sound as if they simply bar a
special kind of defense, namely, a defense that
compliance with a federal standard automatically
exempts a defendant from state law.

(529 U.S. at 869.) The Court specifically noted the possibility that a federal
statute could evince a Congressional intent to save a particular state law
from preemption. (/d. at 872 [“[w]e do not claim that Congress lacks the
constitutional power to write a statute [that allows for conflict between state
and federal requirements]. But there is no reason to believe that Congress
has done so here.”].)

In stark contrast, as the Court of Appeal correctly held,
section 379r(d)(2) “not only ‘suggests’ an intent to save some state law

claims, it clearly articulates an express intent to save the precise types of
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claims that are issue in this case.” (Maj.Opn. at 13.) The legislative history
provides the rationale for Congress’ toleration of potential conflict between
Proposition 65 and FDA’s requirements under the FDCA. Specifically,
Senator Boxer recognized that Proposition 65 has driven FDA to adopt
more stringent standards, leading to stronger public health protections
nationally. (See 143 Cong.Rec. S9842 (daily ed. September 24, 1997).)
Thus, both the plain language and the legislative history of FDAMA
demonstrate Congress’ intent that FDA “work around” Proposition 65.

In addition, the scope of a general tort savings clause, such as
the one considered in Geier, is far broader than the limited requirements of
Proposition 65. The savings clause at issue in Geier encompasses tort law
from all fifty states, covering an infinite number of potential standards
regarding all aspects of design, manufacture, marketing, sale and eventual
use of an automobile. Accordingly, the Geier Court was reluctant to find
that the general tort savings clause in the Safety Act immunized all possible
common law actions from preemption, finding that such a reading could
allow the federal law to “defeat its own objectives, or potentially . . .
‘destroy itself.”” (Geier, supra, 529 U.S. at 872.)

By comparison, Proposition 65 has a very narrow set of
requirements when applied to OTC drugs. Under Proposition 65,
companies that manufacture or sell OTC drugs containing a listed chemical
must provide warnings that such chemical is known to the State of
California to cause cancer, birth defects or other reproductive harm. (See
Health & Saf. Code, §25249.6.) Congress was well aware of these limited
requirements during the debate regarding the Proposition 65 exemption.
(See 143 Cong.Rec. S8867-S8868 (daily ed. September 5, 1997).) Thus,

when Congress chose to exempt Proposition 65 from the preemptive reach
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of section 379r, it knew the extent of the claims it was exempting. This

Court should, therefore, effectuate the language and purpose of section

3791(d)(2), and affirm the Court of Appeal’s determination that Congress

exempted Proposition 65 from both express and implied preemption under

the FDCA.

II. EVENIF THIS COURT UNDERTAKES AN IMPLIED
PREEMPTION ANALYSIS, NO CONFLICT BETWEEN
PROPOSITION 65 AND FEDERAL LAW EXISTS IN THIS
CASE.

No state right is cherished more dearly or guarded more
closely than a state’s right to protect the health and safety of its own
citizens. Thus, there is a strong presumption against federal preemption of
state health and safety laws like Proposition 65. ( Allenby, supra, 958 F.2d
at 943.) This presumption is especially strong where the alleged
preemption results from regulatory action by a federal agency.
(Hillsborough County, supra, 471 U.S. at 716-717.) Defendants
nevertheless contend that unpublished FDA letters and meeting transcripts —
which constitute the only evidence of “conflict preemption” in the record —
qualify as “laws of the United States” under the Supremacy Clause
sufficient to overcome this strong presumption against preemption.
Defendants are wrong. Courts routinely reject the argument that agency
statements made outside of formal regulations or final adjudications are

sufficient to preempt state law."? Similarly, courts routinely refuse to

accord deference to such informal agency statements.'* Accordingly,

13 See, e.§., Wabash Vall%/ Power Ass 'nv. REA, sugm, 903
F.2d at 453-454,; U.S. v. Ferrara (D.D.C. 1993) 847 FSli_‘pg 964, 969;
f(l)?éedfican Deposit Corp. v. Schacht (N.D. 111. 1995) 887 F.Supp. 1066,

1 See, e.g. Christensen v. Harris County (2000) 529 U.S. 576,
(continued...)
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Defendants’ conflict preemption argument fails as a matter of law.

Moreover, even if this Court determines that the “FDA
directives” in the record constitute “federal law,” such FDA statements do
not create an “impossible” conflict with Proposition 65. The FDA
“directives,” at most, form a hypothetical conflict with Plaintiff’s claims,
and by no means prohibit all methods of compliance with Proposition 65.
Accordingly, such “directives” do not create a preemptive conflict with
Plaintiff’s claims."

Likewise, even if FDA’s purported objective regarding “over-
warning” were capable of preemption under the Supremacy Clause, such
objective is entirely improper under the FDCA. Moreover, because FDA
has rejected only one Proposition 65 warning, Defendants can easily
comply with Proposition 65 without frustrating any federal purpose.

A. Informal FDA “Directives” And “Objectives” Do Not

Have The “Force Of Law” And May Not Preempt State

Law Under The Supremacy Clause.

Defendants acknowledge that the principles of conflict
preemption arise solely from the Supremacy Clause of the United States
Constitution. (Ds’ Br. at 24.) However, they ignore a critical limitation on

such constitutional preemption. The Supremacy Clause states:

This Constitution, and the laws of the United States
which shall be made in pursuance thereof . . . shall be

'(...continued)

587; U.S. v. Mead 82001) 533 U.S. 218, 229; People v. Cotter, supra, 53
Cal.App.4th at 1392-93.

> See Youngerv. Jensen (1980) 26 Cal.3d 397, 408
(“ ?l othetical conflict . . . is not ground for pr_eemptlon’?; Goldstein v.
Ca i/%rnia é'1973)'412 U.S. 546, 554 (preemption lies only in “situations
where conflicts will necessarily arise’ S); Allenby, supra, 958 F.2d at 943 %’10
¥reem{>tlon unless all methods of Proposition 65 compliance conflict wit
ederal law); Cotter, supra, 53 Cal.App.4th at 1393 (same).
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the supreme law of the land; and the judges in every
state shall be bound thereby, anything in the
Constitution or laws of any State to the contrary
notwithstanding.

(U.S. Const. Art. VI, cl. 2, emphasis added.) By its own terms, the
Supremacy Clause applies only to laws of the United States. In this case,
the applicable federal law — the FDCA — expressly exempts Proposition 65
from its broad preemption of all state requirements relating to OTC drugs,
thus requiring FDA regulators to “work around” Proposition 65. (21 U.S.C.
§379r(d)(2); 143 Cong.Rec. S8856 (daily ed. September 5, 1997).)

The phrase “laws of the United States™ also includes
regulations lawfully promulgated by federal agencies pursuant to their
congressionally-delegated authority. (City of New York, supra, 486 U.S. at
63.) Thus, agency regulations may have preemptive effect when they
actually conflict with state law. (/bid.) Here, the pertinent FDA regulations
—21 C.F.R. §§201.66 and 201.63 — were finalized and amended in March
1999 to remove FDA’s implied conflict preemption provision, stating that
FDA intends to rely on the terms of section 379r with respect to preemption
of Proposition 65. (64 Fed.Reg. 13272.) Thus, the applicable federal
regulations contain a formal statement of FDA’s intent not to preempt
Proposition 65.'

The only evidence of “conflict preemption” cited by
Defendants is a series of informal “FDA directives” and other statements
consisting of: (1) notes from a private meeting (JA 1520); (2) a letter from

FDA to the Attorney General criticizing one particular Proposition 65

16 This statement alone is sufficient to defeat Defendants’

implied preemption argument. (é‘ee Hillsborough County, supra, 471 U.S.
at 714-715 [formal statement in FDA regulation of agency’s “intention not
to preempt” is “dispositive” on the question of implied preemption],
emphasis added.)
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warning (JA 1558-61); (3) a series of boilerplate FDA NDA approval letters
(JA 1596-1599, 1601-1605, 1607-1610, 1612-1617, 1622-1624, 1626-1630,
1632-1636, 1640-1641, 1643-1644); (4) two letters from FDA to
SmithKline’s counsel (JA 1638; 2401); (5) a letter from FDA to Plaintiff’s
counsel (Joint RIN, Ex. 1); and (6) a page of transcript from an FDA
advisory committee meeting (JA 0300-0301). These unpublished, ad hoc
statements by employees and agents of FDA do not have the substantive
and procedural qualities required to carry the “force of law.” (See, e.g.,
Chrysler Corp. v. Brown (1979) 441 U.S. 281, 301; Batterton v. Marshall
(D.C. Cir. 1980) 648 F.2d 694 , 701 [“[a]dvance notice and public
participation are required for those actions that carry the force of law™];
Morton v. Ruiz (1974) 415 U.S. 199, 232 [APA rulemaking procedures
designed to “avoid the inherently arbitrary nature of unpublished ad hoc
determinations™].)

The Supremacy Clause has never been extended to the type of
informal or non-final federal actions set forth above. (See Wabash Valley
Power Ass’n, supra, 903 F.2d at 453-454 [“In order to preempt state
authority, [agencies] must establish rules with the force of law . . . We have
not found any case holding that a federal agency may preempt state law
without either rulemaking or adjudication”], emphasis added.)'” The FDA
actions relied on by Defendants as purported evidence of conflict constitute
neither rulemaking nor adjudication, and are thus incapable of preempting

the requirements of a state health and safety law.

17 The Seventh Circuit’s holding makes sense given the chaos

that would result from allowing informal agency actions to preempt state
law. If informal ag ncy actions were given preemptive effect, where would
the line get drawn? Could a telephone call from an agency director serve to
Freem t state law? What about a remark made by an agency official over
unch? Furthermore, how would a state to know when it may enforce its
own laws if non-published agency actions could preempt state law?
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1. The Informal FDA Letters Before The Trial Court
Are Not Constitutionally Capable Of Creating A
Preemptive Conflict With Plaintiff’s Claims.

Of the six categories of FDA statements set forth above, only
the first four were before the trial court on summary judgment. Those
meeting notes and letters (referred to herein as the “FDA letters”) formed
the basis of the trial court’s finding of “impossibility.” Justice Simons, on
the other hand, concluded that such FDA letters were “entirely too informal
to establish a policy that would justify invoking the supremacy clause to
invalidate state law.” (Conc.Opn. at 11.) FDA confirmed this analysis,
stating that it had not “issued a formal directive” nor “issued any definitive
advice concerning whether use of Dowhal’s proposed warning labeling
would render Defendants’ products misbranded under the FDCA” at the
time of the trial court’s ruling in March, 2001."® (FDA Br. at 20, emphasis
added.)

These conclusions are consistent federal case law. For
example, in Wabash Valley Power, the Seventh Circuit found that a letter
from the Rural Electrification Administration purporting to preempt state
regulatory authority over electricity rates contained “none of the elements
of rulemaking under the APA,”, i.e. “no opportunity for comment, no
statement of basis, no administrative record, no publication in the Federal
Register.” (Supra, 903 F.2d at 454.) The Seventh Circuit concluded that
such an informal letter does not have the “force of law” and is thus

incapable of preempting state law. (Ibid.)"” The FDA letters at the heart of

18 This is consistent with FDA’s regulations, which provide that

a§ency correspondence does not constitute “final administrative action.”
(21 C.F.R. §10.65.)

19 Other courts have followed this reasoning finding that agency

(continued...)
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Defendants’ “impossibility”” argument similarly lack the procedural
elements of rulemaking, and are thus incapable of preempting Plaintiff’s
claims.

The FDA letters also lack the “force of law” because they are,
by their own terms, preliminary and non-binding. In Biotics Research
Corp. v. Heckler (9™ Cir. 1983) 710 F.2d 1375, 1377-78), the Ninth Circuit
held that regulatory letters issued by “subordinate officials of the FDA,”
which actually charged the recipient company with misbranding violations,
did not constitute final action by the agency because such letters did not
commit the FDA to enforcement action. Here, the FDA letters are even
more preliminary than those in Biotics Research in that they simply warn
that use of warnings other than the “increased heart rate” statement “may”
or “could possibly” constitute misbranding. (See, e.g., JA 2401, 1560; see
also Brock v. Cathedral Bluffs Shale Oil Co. (D.C. Cir. 1986) 796 F.2d 533,
538 [in determining whether an agency action has the force of law, “/w]e
have . . . given decisive weight to the agency’s choice between the words
‘may’ and ‘will”’], emphasis added.) Nowhere in any of the FDA letters
does the agency ever state that use of any Proposition 65 warning (let alone

all possible Proposition 65 warnings) will render the products misbranded.*’

(...continued)

letters and memoranda do not have the force of law sufficient to preempt
state law. (See U.S. v. Ferrara, supra, 847 F.Supp. at 969 [polic
memorandum written by head of Justice Department is not “sufficient to
supplant state regulation under the Supremacy Clause”]; American Deposit
Corp. v. Schacht, supra, 887 F.Supp. at 1080 [agency letter conflicting with
state law “simply cannot be accorded preemptive effect”].

20 The first and only time that FDA has stated that a particular
Progosition 65 warning would (rather than may) render the Products
misbranded is in the agency’s amicus brief before the Court of Appeal.
(FDA Br. at 13.) However, “an agency interpretation ‘advanced for the first
time in a litigation brief” is due almost no deference at all.” (The

(continued...)
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In support of their contention that the FDA letters have
implied “preemptive force,” Defendants cite a single sentence of dicta from
Kanter v. Warner Lambert Co., wherein the court of appeal observed that
FDA OTC drug labeling “requirements . . . can have preemptive effect.”
(Supra, 99 Cal.App.4th at 794; Ds’ Br. at 42.) However, Kanter is an
express preemption case under FDAMA which did not involve Proposition
65 or any other exception to FDAMA'’s express preemption provision
(section 379r(a)). The Kanter court held that the plaintiffs’ state law claims
were squarely covered by, and therefore preempted under, section 379r(a).
(Id. at 796.) Thus, in stating that FDA “requirements” can have
“preemptive effect,” the court was merely construing the language of
section 379r(a), which provides that all state requirements “different from
or in addition to . . . a requirement” under the FDCA are preempted, subject
to certain exceptions.”' (21 U.S.C. §379r(a).)

If Kanter 1s applicable, as Defendants suggest it is, it
supports, rather than undermines, Plaintiff’s position. Plaintiff concedes
that his claims would be expressly preempted under FDAMA but for the
Proposition 65 exemption in section 379r(d)(2). Thus, even if certain of the
FDA letters in the record impose a federal “requirement” as that term is
used in section 379r(a), section 379r(d)(2) exempts Plaintiff’s Proposition

65 claims from the preemptive effect of such federal requirement — even

29(...continued)

Wilderness Society v. U.S. Fish and Wildlife Service (9™ Cir. 2003) 316
F.3d 913, 921.)

2 The Kanter court’s dicta regarding the preemptive effect of a

NDA approval is based on a faulty pomgari.son etween the pre-market
aﬁ)prova process applicable to medical devices (the “PMA process”) and
the NDA process. Unlike the NDA process, the PMA process requires the
promulgation of a formal regulation as a prerequisite to approval of a
medical device. (21 U.S.C. §360e(b).)
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under Defendants’ narrow construction of section 379r(d)(2). In other

b3

words, if Kanter supports Defendants’ “preemptive force” argument in
opposition to Justice Simons’ concurrence, it destroys their argument
against the Majority’s construction of section 379r(d)(2). Defendants can
not have it both ways.

Defendants also attempt to discredit Justice Simons’ finding
regarding the informality of the FDA letters by equating it with the dissent
in Geier. (Ds’ Br. at 39-40.) Defendants’ argument misses the mark. The
question posed by the dissent in Geier was whether an agency is required to
“put [its] pre-emptive position through formal notice-and-comment
rulemaking” in addition to its “promulgation of the allegedly pre-emptive
regulation.” (52