
T
his month we discuss Natural 
Resources Defense Council v. 
U.S. Food and Drug Admin-
istration,1 in which the U.S. 
Court of Appeals for the Sec-

ond Circuit vacated and remanded 
the district court’s decision grant-
ing summary judgment to the Food 
and Drug Administration (FDA). The 
Natural Resources Defense Council 
(NRDC) sought to compel the FDA to 
finalize its regulation of two chemi-
cals found in many hand soaps. In its 
decision, written by Judge Rosemary 
S. Pooler and joined by Judge Gerard 
E. Lynch and Judge Brian M. Cogan,2 
the court concluded that the NRDC 
had Article III standing to bring an 
action to compel the FDA to finalize 
its regulation of triclosan, but not of 
triclocarban. 

The court held that the NRDC pre-
sented sufficient evidence to with-
stand summary judgment as to tri-
closan of a member’s direct exposure 
to a potentially dangerous product, 
but that the NRDC did not satisfy the 
injury-in-fact element as to triclocar-
ban. The court further held that an 
individual’s ability to avoid the injury 
does not negate standing. 

Background

Plaintiff NRDC filed suit under the 
Administrative Procedure Act (APA) to 
compel the FDA to finalize its regulation 
of triclosan and triclocarban, two chemi-
cals used in over-the-counter antiseptic 
antimicrobial soap (e.g., hand soaps). 
The APA authorizes those “adversely 
affected or aggrieved” by an agency’s 
inaction to file suit to compel an agen-
cy to take action that is “unreasonably 
delayed.”3 The NRDC alleged that in 
not finalizing its directive applicable to 
the two drugs, the FDA is unreasonably 
and unlawfully failing to regulate these 
potentially dangerous substances.

The Federal Food, Drug, and Cos-
metic Act (FFDCA) requires the FDA to 
determine that a new drug is generally 
recognized as safe and effective (S&E) 
for the particular use described in its 
product labeling before it can enter 
interstate commerce. Though the FDA 
must generally approve drugs as S&E 

individually, the FDA has established 
a process for over-the-counter (OTC) 
drugs called the “monograph” system, 
which allows certain classes of drugs to 
bypass individualized review.4 Under the 
system, the FDA issues a detailed regu-
lation—a “monograph”—for each class 
of OTC drug products. Each monograph 
sets out the FDA-approved active ingre-
dients for a given class of OTC drugs and 
provides the conditions under which 
each active ingredient is considered to 
be S&E. If a manufacturer wishes to mar-
ket an OTC drug that is excluded from 
the monograph system, it must obtain 
individualized FDA approval.

The FDA also permits drugs whose 
monograph is still pending under its 
OTC review process to stay on the 
market, so long as the FDA has not 
specifically determined that the drug 
is “a potential health hazard.”5 The FDA 
has issued two tentative monographs 
for the topical antiseptic antimicrobial 
class of drugs—of which triclosan and 
triclocarban are included—in 1978 and 
1994. Neither monograph has ever been 
finalized. Both tentative monographs 
would have excluded triclosan and tri-
clocarban.6 The practical effect of the 
FDA’s failure to finalize either mono-
graph over the past 30-plus years is 
that the drugs can be marketed even 
though the FDA has never determined 
that they are S&E.
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The NRDC thus sued the FDA, Health 
and Human Services Secretary Kath-
erine Sebelius and Margaret Hamburg, 
commissioner of food and drugs (collec-
tively, the “government”), to challenge 
the government’s delay in finalizing the 
pertinent regulations, and submitted evi-
dence of the possible harmful effects of 
triclosan and triclocarban. The NRDC 
submitted: (1) in support of its asso-
ciational standing, two NRDC members’ 
declarations describing their exposure 
to triclosan in their workplaces; (2) an 
expert declaration regarding the risks 
of triclosan and triclocarban; (3) a let-
ter from the FDA regarding regulation of 
topical antiseptic drug products (FDA 
letter); and (4) a consumer notice about 
triclosan posted by the FDA.

In the first declaration, Diana Owens, 
a veterinary technician, averred that she 
washes her hands more than 50 times 
in the course of one work day with 
hand soap provided by the clinic that 
contains triclosan. She expressed con-
cern regarding the hormone-disrupting 
effects of triclosan, particularly in light 
of her slightly increased risk of ovarian 
cancer. Owens stated that she had dis-
cussed her concern regarding triclosan 
with the clinic owner and other employ-
ees, but had not taken further action to 
avoid using triclosan, such as bringing 
her own soap to the office.7

The expert declaration addressed 
various potential negative health effects 
of triclosan, including endocrine dis-
ruption, infertility in men and women, 
hormone-dependent cancers, and organ 
damage. Additionally, the declaration 
stated that triclosan may foster anti-
biotic resistance in bacteria, and that 
both triclosan and triclocarban may 
harm human health. In the FDA letter, 
the FDA stated that it shared “concern 
over the potential effects of triclosan 
and triclocarban as endocrine disrup-
tors” and that “existing data raise valid 
concerns about the effects of repetitive 
daily human exposure to these antisep-
tic ingredients.”8 

The district court held that the NRDC 
lacked standing because its members 
could avoid their workplace exposure 
to triclosan by purchasing their own 
triclosan-free soap for use at work.9 
Plaintiff subsequently appealed.10 

Second Circuit’s Decision

The Second Circuit determined that 
the NRDC satisfied all elements of Arti-
cle III standing with respect to triclosan, 
including the injury-in-fact requirement 
and the requirement that the injury 
be fairly traceable to the challenged 
conduct, but found that the NRDC did 
not have standing with respect to tri-
clocarban. The court noted that the 
FFDCA establishes an interest in public 
protection “from products not proven 
to be safe and effective for their alleged 
uses,” and held that evidence of expo-
sure to a substance whose harmfulness 
is still uncertain can be sufficient to 
satisfy the injury-in-fact requirement.11 

Additionally, the court held that 
the NRDC member’s ability to avoid 
the alleged injury caused by triclosan 
did not vitiate the causation element 
of standing. The court distinguished 
NRDC’s standing with respect to tri-
closan and triclocarban because the 
NRDC provided evidence of a particu-
lar member’s exposure to triclosan, 
and specific evidence of the potential 
harm to her, whereas with triclocar-
ban, the NRDC only provided evidence 
of triclocarban’s potential to hasten 
the development of antibiotic resis-
tant bacteria and the general harm this 
could pose to NRDC members. 

Triclosan. The court addressed 
whether exposure to triclosan consti-
tuted an injury that is sufficiently actual 

or imminent, as required under Lujan v. 
Defenders of Wildlife,12 notwithstanding 
the uncertainty as to whether triclosan 
is harmful to human health, and that 
the NRDC did not produce any quanti-
tative evidence of its possible harm to 
human health. The court rejected the 
government’s argument that exposure 
to a substance of uncertain dangerous-
ness is categorically not actual or immi-
nent, relying in part on Baur v. Vene-
man,13 which held that an enhanced 
risk of disease transmission where the 
plaintiff alleges exposure to potentially 
harmful products may satisfy the inju-
ry-in-fact requirement in the context of 
food and drug safety suits.14 

The court held that the NRDC had 
established a “credible threat of harm,” 
as required under Baur, rather than 
merely a conjectural threat, because 
the evidence showed that triclosan may 
be harmful, that the FDA was unable to 
determine whether it was or was not 
harmful, and the FDA’s failure to regu-
late allows triclosan to enter the market 
without its safety being confirmed. The 
court stated that under Baur, injury may 
be based on at least two possibilities: (1) 
“uncontested exposure to a potentially 
harmful substance,” as in this case, and 
(2) “potential exposure to an undisputed-
ly dangerous contaminant,” as in Baur.15 

The court also concluded that a 
plaintiff asserting standing based on 
“enhanced risk” is not required to sub-
mit quantitative evidence of the “precise 
risk,” and that such a requirement is bet-
ter addressed in the merits determina-
tion.16 The specific facts presented in 
the expert declaration and, significantly, 
the FDA’s own acknowledged concerns 
with respect to triclosan, were sufficient 
to demonstrate a credible threat for pur-
poses of standing. 

The court also decided whether the 
“potential avoidability” of triclosan 
exposure at the workplace, by purchas-
ing triclosan-free soap or by further 
“advocating with employers” to sup-
ply triclosan-free soap, rendered the 
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The Second Circuit clarified what is 
required to establish injury-in-fact 
in the context of consumer food 
and drug suits when the effects of 
exposure to a particular drug are 
still undetermined.
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exposure “self-inflicted” so as to viti-
ate the causal link between the FDA’s 
delay and the NRDC member’s triclosan 
exposure.17 The court held that neither 
of these possibilities broke the chain 
of causation for purposes of standing; 
an injury is only self-inflicted so as to 
defeat causation if “the injury is so com-
pletely due to the plaintiff’s own fault 
as to break the causal chain.”18 

First, the court stated that incurring 
the expense of buying triclosan-free 
soap would itself constitute an injury-
in-fact, because even a small financial 
loss is an injury for standing purposes. 
Second, Owens’ failure to take affir-
mative action to advocate with her 
employer did not render her exposure 
self-inflicted because the FDA’s alleged 
unreasonable delay “remains a contrib-
uting factor” to her exposure—but for 
the FDA’s alleged inaction, the soaps 
would not be available on the market.19

Triclocarban. The NRDC’s theory 
of harm with respect to triclocarban 
was that the FDA’s delay in finaliz-
ing triclocarban’s monograph leads 
to widespread adoption of the drug 
for use in antibacterial soaps, that 
users of the soaps breed antibiotic-
resistant bacteria, and that the NRDC 
members may become infected with 
those bacteria and be unable to cure 
themselves of the infection.20 The 
court rejected the notion that this 
satisfied the injury-in-fact require-
ment, stating that the NRDC provided 
“no evidence” that its members were 
directly exposed to triclocarban, and 
the existence of a chemical that “may 
contribute to the development of 
antimicrobial—or antibiotic-resis-
tant bacteria” was too “contingent” 
and “far-off,” and therefore not suf-
ficiently actual or imminent.21 

The court explained that “in order 
for those [antibiotic-resistant bacte-
ria] to harm plaintiffs, there must be 
an intermediate step in which triclocar-
ban causes those bacteria to become 
resistant to antibiotics,” and thus the 

claim “seems less like a present injury 
and more like a threatened injury.”22

The NRDC also argued that the court 
need not specifically address its stand-
ing with respect to triclocarban if the 
court determined that it had standing 
with respect to triclosan, since the FDA 
regulates the two drugs by means of the 
same monograph. The court rejected 
this argument, noting that while “NRDC 
may be correct as a practical matter, we 
are aware of no obligation on FDA’s part 
to promulgate regulations of triclosan 
and triclocarban simultaneously,” and 
“a plaintiff must demonstrate standing 
for each claim.”23 The court explained 
that NRDC’s standing with respect to 
regulation of triclosan does not entitle it 
to seek regulation of other antimicrobial 
drug products if the FDA chooses to 
sever its regulation of the substances.

The court thus vacated the district 
court’s decision and remanded the case 
for further proceedings.

Conclusion

In its decision, the Second Circuit 
clarified what is required to establish 
injury-in-fact in the context of consumer 
food and drug suits when the effects of 
exposure to a particular drug are still 
undetermined. In doing so, the court 
relied in part on a case from the envi-
ronmental context, signaling that inju-
ry based on “increased health-related 
uncertainty” may apply more broadly.24 
The court indicated that it will allow 
suits to compel the FDA to act pursuant 
to its statutory authority: should the 

NRDC succeed on the merits, the FDA 
will likely have to finalize its monograph, 
potentially excluding triclosan and tri-
clocarban—drugs found in many hand 
soaps—from the market. 

The court also declined to limit stand-
ing to plaintiffs who could not avoid 
potential injury, and held that even a 
small financial loss constitutes an injury 
for purposes of Article III standing. On 
the other hand, the court required a 
clear showing that particular persons 
are being exposed to direct potential 
harm. A claim based on the threat of 
generalized harm to members of a group 
from a drug—particularly where the 
potential harm requires an intermedi-
ate step to expose itself—will generally 
be insufficient to support standing. 
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The Second Circuit concluded 
that a plaintiff asserting stand-
ing based on “enhanced risk” is 
not required to submit quanti-
tative evidence of the “precise 
risk,” and that such a require-
ment is better addressed in the 
merits determination.


