
For years, many have asked the Food 
and Drug Administration (FDA) to define 
the term “natural” for use in food label-
ing. Private citizens asked. Corporations 
asked. Even federal courts asked. But 
until recently, aside from an attempt 
at rulemaking in the early 1990s (an at-
tempt that the FDA formally abandoned 
in 1993), the FDA had taken no steps to 
formally define the term. Rather, the FDA 
relied upon its policy regarding the use 
of “natural” as meaning that nothing ar-
tificial or synthetic (including all color 
additives, regardless of source) has been 
included in, or has been added to, a food.

Finally, however, the FDA has taken 
some long-awaited action; it opened a 
docket on November 12, 2015 to get in-
put from the public, asking:

•  �Is it appropriate for the FDA to define 
the term “natural”?

•  �If so, how should the agency define 
“natural”?

•  �How should the agency make this  
determination?

Docket submissions can be made elec-
tronically or by mail and will be accepted 
until May 10, 2016.

Even prior to the close of the FDA’s 
docket, the FDA’s actions could have a 
substantial impact on food and supple-
ment label litigation challenging the use 
of the word. This litigation is pending 
in courts all over the country. In light of 
the FDA’s request for input, counsel rep-
resenting parties involved in actual (or 
even threatened) litigation should con-
sider raising (or re-raising) arguments 

based on the primary jurisdiction doc-
trine and preemption principles.

Background

The word “natural” on food and sup-
plement products has been challenged 
in false and misleading advertising 
litigation for a variety of reasons. These 
include allegations that one or more 
of the ingredients was claimed to have 
been: (i) processed (Pelayo v. Nestle USA 
Inc. [C.D. Cal. Oct. 25, 2013]); (ii) ge-
netically modified (Barnes v. Campbell 
Soup Co., [N.D. Cal. Jan. 24, 2014]); (iii) 
contaminated with pesticide residue 
from crop treatment (In re Hain Celestial 

Seasonings Prods. Consumer Litig. 
[C.D. Cal. Nov. 6, 2013]); (iv) synthetic  
(Thurston v. Bear Naked, Inc. [S.D. Cal. 
July 30, 2013]); and (v) not organic (In 
re Hain Celestial Seasonings Prods. Con-
sumer Litig. [C.D. Cal. Nov. 6, 2013]). Be-
fore the FDA made its most recent re-
quest for comment, defendants in food 
labeling litigation across the country 
moved to stay or dismiss suits based 
on the primary jurisdiction doctrine 
and/or preemption principles. Courts 
rulings on these motions were not 
uniform. Some rejected such claims. 
Other courts thought defendants raised  
legitimate concerns.
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The uncertainty was deemed signifi-
cant enough that three federal judges 
(two in the northern district of California 
and one in the district of New Jersey) 
wrote a letter to the FDA asking for guid-
ance on the proper definition of “natu-
ral” in labeling. Specifically, these three 
judges wanted to know if bioengineered 
and/or genetically modified food could 
properly be labeled “natural.”

In response, on January 7, 2014 the 
FDA declined to make a determina-
tion or provide guidance on the issue. 
Consequently, many assumed that the 
FDA’s letter meant that the FDA never 
intended to rule on the use of “natural” 
in food labels. The three judges who 
requested guidance, for example, lifted 
their stays. The parties in these cases 
settled soon after.

But the assumption about the FDA’s in-
tentions has been called into question by 
the recent notice. While the FDA has not 
formally begun the rulemaking process, 
it has taken action in a meaningful way 
that may be a precursor to future rule-
making. (The FDA’s rulemaking on Glu-
ten-Free labels, for example, also started 
with a request for input). Thus, the FDA’s 
request for input can and should affect 
ongoing litigation, and the primary juris-
diction and preemption arguments that 
defendants were raising a few years ago 
now should be back on the table.

Primary Jurisdiction Doctrine

The FDA’s newest action revitalizes 
arguments based on the primary juris-
diction doctrine because the reasons 
that courts previously denied such ar-
guments in the past no longer apply. 
For instance, a district court in one case 
found that the primary jurisdiction doc-
trine was inapplicable in part because 
there was no “risk of undercutting the 
FDA’s judgment and authority” given 
that the FDA had affirmatively indicated 
it did not plan to exercise its power to 
regulate the use of “natural” on food la-
bels. But that assumption is no longer 
true now that the FDA has asked for 
public input on an issue. Thus, prudent 

counsel defending against such litiga-
tion will consider raising (or re-raising) 
this doctrine.

The specter of favorable rulings on pri-
mary jurisdiction staying or dismissing 
“natural” food label litigation may well 
impact the filing of this type of litigation, 
as knowledgeable counsel may be able 
to persuade plaintiffs’ counsel that the 
potential for such a ruling augers in favor 
of informal, early resolution.

Preemption Principles 

If, as a result of its initial action, FDA 
promulgates a formal rulemaking, de-
fense lawyers should be prepared to 
assert – or re-assert– arguments based 
on preemption principles. The outcome 
of these “natural” label suits may well 
be dependent on the outcome of any 
promulgated rulemaking. Plaintiffs may 
argue that there are many steps (and 
much time) before the FDA could make 
any preemptive decisions. Nevertheless, 
preemption is an argument defendants 
should make. Prior to the November, 
2015 call for comments (but after its let-
ter denying guidance to the district judg-
es), the assertion that preemption was 
imminent, i.e. that the FDA would make 
making rules regulating the use of “natu-
ral” in labeling, thus preempting conflict-
ing state law, was weak at best. But now, 
even if there are many steps the FDA 
must go through to preempt the states’ 
laws in this area, arguments on dismissal 
based on preemption principles should 
not be given short shrift.

The reasoning courts once used in 
rejecting preemption principle argu-
ments actually underscore why the ar-
gument will be much stronger if a for-
mal rulemaking follows the docket. For 
instance, one court found that the FDA 
had only provided “non-binding guid-
ance” in this area and preemption prin-
ciples did not apply to the FDA’s “non-
binding guidance.” But that court may 
(and perhaps should) revisit its view if 
and when FDA rules are actually pro-
posed. Similarly, another federal court 
found that the “FDA’s informal policy 

on the term ‘natural’ was not entitled to 
preemptive effect.” But the FDA’s action 
to promulgate a rule would indicate 
that more than “informal policy” may be 
around the corner.

Because the FDA’s rulemaking on “nat-
ural” in food labeling likely would have a 
binding impact on any false advertising 
litigation challenging the term, it is nec-
essary and appropriate for courts to de-
fer to the FDA’s primary jurisdiction until 
such time as a final decision is made by 
the FDA as to whether to promulgate 
a rule. In sum, careful consideration of 
the primary jurisdiction doctrine and 
preemption principles may lead to 
near-term stays of litigation pending 
the FDA’s affirmative determination one 
way or the other.
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