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Sarah Roller J.D., R.D., M.P.H., is a partner in the Washington, D.C. 
office of the law firm Kelley Drye & Warren LLP, where she chairs the 
Food and Drug Law practice. She focuses her practice on the 
representation of U.S. and global companies and industry trade 
organizations engaged in the development, manufacture, import, export, 
distribution and marketing of foods, beverages, dietary supplements, 
functional foods, nutraceuticals, medical foods, cosmetics, medicines, and 
other personal health care and wellness products domestically and 
abroad. Ms. Roller also develops self-regulatory guidelines for food 
industry organizations with respect to product marketing practices and 
claim substantiation. She counsels clients with respect to food marketing 
practices directed to children and youth, and legal and policy 
developments surrounding obesity and diet-related public health concerns 
that are emerging at the international, federal and state levels. 
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4.  Proposition 37
 Proposition 37 proposes legislation entitled, “The California Right to 

Know Genetically Engineered Food Act” which would amend 
California’s Sherman Food, Drug & Cosmetic Law to:

 Prescribe “Genetically Engineered” labeling for food products 
offered for retail sale in California that may have been produced 
with the aid of recombinant DNA technology or related types of food 
biotechnology, including foods containing ingredients derived from 
common plant varieties used for human food (e.g., corn oil, corn 
syrup).

 Ban all express and implied “natural” claims for “genetically 
engineered” foods and “processed foods.” 

 “Processed” includes “canning, smoking, pressing, cooking, 
freezing, dehydration, fermentation, or milling.”  
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5.  Proposition 37
 Statement of Purpose

 “The purpose of this measure is to create and enforce the fundamental right of 
the people of California to be fully informed about whether the food they 
purchase and eat is genetically engineered and not misbranded as natural so 
that they can choose for themselves whether to purchase and eat such foods.  It 
shall be liberally construed to fulfill this purpose.”

 Limited exclusions from labeling requirements include –
 “Organic” foods

 Processing aids & enzymes

 Unknowing & unintentional production of rDNA crops

 Food from livestock that consume rDNA feed

 Restaurant foods

 Medical foods
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6.  Proposition 37
 Required Labeling for Raw Agricultural Commodities:

 “Any food offered for retail sale in California is misbranded if it is 
or may have been entirely or partially produced with genetic 
engineering and that fact is not disclosed –

 In the case of a raw agricultural commodity on the package offered 
for retail sale, with the clear and conspicuous words “Genetically 
Engineered” on the front of the package of such commodity or in the 
case of any such commodity that is not separately packaged or 
labeled, on a label appearing on the retail store shelf or bin in which 
such commodity is displayed for sale . . ..”
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7.  Proposition 37
 Required Labeling for Processed Foods

 “Any food offered for retail sale in California is misbranded if it is or may have 
been entirely or partially produced with genetic engineering and that fact is 
not disclosed –

 In the case of a processed food, in clear and conspicuous language on 
the front or back of the package of such food, with the words “Partially 
Produced with Genetic Engineering” or “May be Partially Produced with 
Genetic Engineering.”
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8.  First Amendment Considerations
 The First Amendment protects the freedom of expression, including 

in the context of product labeling, advertising, and promotions.

 The First Amendment protects both the freedom to speak and 
refrain from speaking.

 Thompson v. W. States Med. Ctr., 535 U.S. 357, 373 (2002):

 “Regulating speech must be a last – not first – resort.”

 Ibanez v. Fla. Bd. of Accountancy, 512 U.S. 136, 142 (1994):

 “[A] governmental body seeking to sustain a restriction on commercial speech 
must demonstrate that the harms it recites are real and that its restriction will in 
fact alleviate them to a material degree.” 
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9.  First Amendment Considerations
 IDFA v. Amestoy, 92 F.3d 67 (2d. Cir. 1996) - Invalidated Vermont law 

that would have required labeling of milk derived from rBST- supplemented cows 
through the use of on-package labeling or explanatory signs posted near the dairy 
case.

 “rBST INFORMATION – THE PRODUCTS IN THIS CASE THAT CONTAIN OR MAY 
CONTAIN MILK FROM rBST- TREATED COWS EITHER (1) STATE ON THE PACKAGE 
THAT rBST HAS BEEN OR MAY HAVE  BEEN USED, OR (2) ARE IDENTIFIED BY A 
BLUE SHELF LABEL LIKE THIS [BLUE RECTANGLE], OR (3) A BLUE STICKER ON THE 
PACKAGE LIKE THIS [BLUE DOT].  The United States Food and Drug Administration has 
determined that there is no significant difference between milk from treated and untreated 
cows.  It is the law of Vermont that products made from the milk of rBST-treated cows be 
labeled to help consumers make informed shopping decisions.”

 Law would have “requir[ed] a product’s manufacturers to publish the functional 
equivalent of a warning about a production method that had no discernable 
impact on a final product.” 
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10.  First Amendment Considerations
 IDFA v. Amestoy, 92 F.3d 67, 73 (2d. Cir. 1996)(emphasis added).

 “Although the court is sympathetic to the Vermont consumers who wish to know 
which products may derive from rBST-treated herds, their desire is insufficient to 
permit the State of Vermont to compel the dairy manufacturers to speak against 
their will.  Were consumer interest alone sufficient, there is no end to the 
information that states could require manufacturers to disclose about their 
production methods. . . . Absent, however, some indication that this information 
bears on a reasonable concern for human health or safety or some other 
sufficiently substantial governmental concern, the manufacturers cannot be 
compelled to disclose it.  Instead, those consumers interested in such 
information should exercise the power of their purses by buying products 
from manufacturers who voluntarily reveal it.”
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11.  First Amendment Considerations
 Entertainment Software Assoc. v. Blagojevich, 469 F.3d 641, 650-52 

(7th Cir. 2006) –

 Invalidated an Illinois law that would have required video game 
manufacturers to display an “18” sticker on video games that 
were determined to warrant labeling based on “contemporary 
community standards.”

 Applied strict scrutiny

 The “18” sticker “ultimately communicates a subjective and highly 
controversial message – that the game’s content is sexually explicit.  This is 
unlike the surgeon general’s warning of the carcinogenic properties of 
cigarettes, the analogy the State attempts to draw.  For these reasons, we 
must apply strict scrutiny to the . . . ‘18’ sticker requirement.”
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12.  First Amendment Considerations
 CTIA v. San Francisco, 827 F. Supp. 1054 (N.D. Ca. 2011).

 San Francisco ordinance would have required cell phone retailers to (1) display an “informational 
poster” within the retail store, (2) provide customers with an “informational fact sheet”, and (3) paste 
a sticker with “informational statements” on cell phone display literature alerting consumers that cell 
phones “emit radiofrequency energy that is absorbed by the head and body” highlighting steps 
consumers can take to reduce exposure.

 Held:  Informational poster & stickers violate First Amendment.  Informational fact sheet revisions 
required to meet  First Amendment standards.

 CTIA v. San Francisco, 2012 WL 3900689, at *1 (9th Cir. Sept. 10, 
2012)(unpublished) –
 The required statements  in the revised informational fact sheet “could prove to be interpreted by 

consumers as expressing [an] opinion that us[e] is dangerous .  The FCC, however, has established 
limits of radiofrequency energy exposure, within which it has concluded using cell phones is safe. . . 
.We cannot say on the basis of this record that the fact sheet, as modified by the district court, is 
both purely factual and noncontroversial.  The [district] court therefore erred in holding the city could 
compel distribution of the revised fact sheet.”
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13.  First Amendment Considerations
 R.J. Reynolds Tobacco Co. v. FDA, 2012 WL 3632003 (D.C. Cir. 

Aug. 24, 2012).

 Invalidating FDA regulations that would have compelled provocative labeling on 
cigarette packages – vacating and remanding rules to FDA.

 Required labeling would include graphic images symbolizing smoking related disease 
risks and “1-800-I-Quit – Now” cessation hotline number.

 “This case raises novel questions about the scope of the government’s authority to 
force the manufacturer of a product  to  . . . undermine its own economic interest – in 
this case, by making ‘every single pack of cigarettes in the country [a] mini billboard’ for 
the government’s anti-smoking message.” 

 Applied “Central Hudson”  (applied intermediate level of scrutiny).

 Lower court invalidated the FDA regulations (applied “strict scrutiny”).
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Eric Lasker

Eric Lasker, is a partner in the Washington, D.C. law firm 
Hollingsworth LLP. He litigates a wide variety of complex civil 
matters, with a current focus on toxic torts, environmental litigation, 
Alien Tort Statute litigation, and pharmaceutical products liability. 
Mr. Lasker has represented clients in pharmaceutical products 
liability claims involving antipsychotic medications, obstetrical 
drugs, antifungals, antiepileptics, and cough/cold medicines. He 
has extensive expertise in developing and implementing 
sophisticated medical causation and science-based defenses, and 
he has successfully litigated issues involving Daubert and federal 
preemption.                               

Eric Lasker
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Case Law Preempting 
State Food Labeling Statutes

 McDermott v. Wisconsin, 228 U.S. 115 (1913)

 Grocery Manufacturers of America v. Gerace, 755 
F.2d 993 (2d Cir. 1985)

 Lever Brothers Co. v. Maurer, 712 F. Supp. 645 
(S.D. Ohio 1989)

 Committee for Accurate Labeling and Marketing 
v. Brownback, 665 F. Supp. 880 (D. Kan. 1987)
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Relevant Express Preemption Provisions

 Nutritional Labeling and Education Act of 
1990, 21 U.S.C. § 343-1

 Poultry Products Inspection Act, 21 U.S.C. 
§ 467e

 Federal Meat Inspection Act, 21 U.S.C. §
678
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FDA Conclusion:  No Safety Concerns 
Justifying Labeling of Biotech Foods

 Statement of Policy:  Food Derived from New 
Plant Varieties, 57 FR 22984 (May 1992)

 Guidance for Industry:  Voluntary Labeling 
Indicating Whether Foods Have or Have Not been 
Developed Using Bioengineering (Jan. 2001)

 Guidance for Industry:  Regulation of Genetically 
Engineered Animals Containing Heritable 
Recombinant DNA Constructs (Jan. 2009)
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Food Labeling Based on Consumer 
Demand Violates the FDCA

“If … the product does not differ in any 
significant way from what it purports to be, 
then it would be misbranding to label the 
product as different.  The FDA has already 
determined that, in general, rDNA
modification does not “materially” alter 
foods, and … this determination is entitled to 
deference.”

Alliance for Bio-Integrity v. 
Shalala, 116 F. Supp.2d 166, 
179 (D.D.C. 2000)
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Food Labeling Based on Consumer 
Demand Violates the FDCA

“In the absence of evidence of a 
material difference between rbST-
derived milk and ordinary milk, the use 
of consumer demand as a rationale for 
labeling would violate the Food, Drug, 
and Cosmetic Act.”

Stauber v. Shalala, 895 F. 
Supp. 1178, 1193 (W.D. 
Wisc. 1995)
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Specific FDA Action Not Required

Pom Wonderful LLC v. Coca-Cola Co., 679 
F.3d 1170, 1175 (9th Cir. 2012)
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