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INTRODUCTION 

EPA has long determined that FIFRA does not require a warning that 

glyphosate causes cancer—because in EPA’s scientific judgment, glyphosate is not 

likely to cause cancer.  Before Plaintiff John Carson used Roundup®, EPA weighed 

cancer risk and imposed “REQUIRED LABELING” for glyphosate products 

without a cancer warning.  Supp.App. 456, 462-469.  During Carson’s use, EPA took 

“regulatory action” through the statutory re-registration process, 7 U.S.C. § 136a-

1(b)(5), determined that glyphosate is not likely to cause cancer, Supp.App. 69, and 

again imposed “Labeling Requirements” with no cancer warning, Supp.App. 142-

143.1  Last year, long after Carson stopped using Roundup®, EPA reaffirmed “its 

finding that glyphosate is not likely to be carcinogenic to humans.”  Supp.App. 624.  

Throughout, EPA repeatedly approved Roundup® labels with no cancer warning. 

The premise of Carson’s case is that EPA is wrong.  He claims that Georgia 

law required Monsanto to provide the very warning EPA concluded is neither 

justified nor required: that glyphosate causes cancer.  That claim is preempted.    

FIFRA preempts state-law “requirements for labeling or packaging” that are 

“in addition to or different from those required under [FIFRA].”  7 U.S.C. § 136v(b).  

The en banc Court identified the key question: whether, “by recourse to the ordinary 

                                                                          
1 EPA further instructed: “Do not add any additional personal protective equipment 
requirements to the labels of glyphosate end-use products.”  Supp.App. 143.  
Compare En Banc Oral Arg. Recording at 43:52-54 (counsel for Carson faulting 
Monsanto for not “telling people to wear protective gear”). 
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principles of statutory interpretation,” EPA’s “decision to register Roundup as an 

approved pesticide without a cancer warning, along with the Agency’s repeated 

scientific conclusions about its active ingredient, glyphosate, establish that the 

‘requirements … required under’ the Act do not include a warning about Roundup’s 

cancer risk.”  Carson v. Monsanto Co., 72 F.4th 1261, 1267 (11th Cir. 2023) (en 

banc).  The answer: EPA’s actions do establish that the “requirements …. required 

under [FIFRA]” do not include a cancer warning.  The reason: FIFRA requires a 

registrant to provide the safety warnings that EPA determines are required under 

FIFRA, and requires a registrant not to deviate from the EPA-approved labeling.   

The Supreme Court has held, under a materially identical preemption 

provision, that an agency’s product approval “imposes ‘requirements’ under [the 

statute].”  Riegel v. Medtronic, Inc., 552 U.S. 312, 322 (2008).  Following the same 

ordinary principles of statutory interpretation, EPA’s consistent approvals of 

Roundup® labels—after specifically considering cancer risk and making a statutory 

determination that no warning is required—impose requirements under FIFRA.  

States cannot impose an additional requirement to provide a cancer warning.   

ARGUMENT 

I. The Statute’s Reference To “Requirements” Does Not Compel A Force-
Of-Law Inquiry As A Matter Of Statutory Interpretation. 

The en banc Court rejected “Carson’s argument that the Supremacy Clause … 

mandates a force-of-law analysis when interpreting any express-preemption 
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provision,” noting that he “relies on inapposite implied-preemption decisions.”  72 

F.4th at 1267.  The Court did not resolve “Carson’s argument that section 136v(b)’s 

reference to ‘requirements’ compels a force-of-law inquiry.”  Id.  It does not. 

“Congress is entitled to know what meaning [courts] will assign to terms 

regularly used in its enactments.”  Riegel, 552 U.S. at 324.  For decades, it has used 

the term “requirements” in express-preemption provisions.  See, e.g., 21 U.S.C. 

§ 343-1(a)(1) (food labeling); id. § 379r(a) (over-the-counter drug labeling); id. 

§ 379s(a) (cosmetic labeling); id. § 360k(a) (medical devices); id. § 467e (poultry); 

id. § 678 (meat); 49 U.S.C. § 30103(b) (motor vehicles).  If the word “requirements” 

compelled a force-of-law analysis for FIFRA, it would compel the same analysis for 

each of these many other statutes.  Yet courts do not apply a force-of-law inquiry to 

these other preemption statutes.  If an express-preemption provision’s reference to 

“requirements” compelled a force-of-law analysis, such an analysis would be 

routine—not “usually irrelevant.”  Carson, 72 F.4th at 1267. 

Carson’s argument is thus foreclosed by precedent.  In Riegel, the Supreme 

Court held that “premarket approval … imposes ‘requirements’ under the MDA 

[Medical Device Amendments].”  552 U.S. at 322.  It does so not because premarket 

approval itself has the force of law, but because it gives content to the statute’s own 

requirements: under the MDA, “FDA may grant premarket approval only after it 

determines that a device offers a reasonable assurance of safety and effectiveness,” 
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and “FDA requires a device that has received premarket approval to be made with 

almost no deviations from the specifications in its approval application.”  Id. at 323; 

see Caplinger v. Medtronic, Inc., 784 F.3d 1335, 1340-41 (10th Cir. 2015) (Gorsuch, 

J.) (claims preempted because “once the FDA approves a device’s label as part of 

the premarket approval process …, the manufacturer usually may not alter the label’s 

warnings without prior agency approval”). 

This Court has interpreted the preemption provisions of the FMIA and PPIA 

the same way.  In Kuenzig v. Hormel Foods Corp., the plaintiffs alleged that a 

federally-approved meat label was misleading.  But FMIA and PPIA regulations 

“required” defendants to “submit their labels to the Food Safety and Inspection 

Service (FSIS) for approval prior to using the labels on their … products.”  505 F. 

App’x 937, 938 (11th Cir. 2013).  Accordingly, the plaintiff’s state-law claim that 

the label was misleading “would impose requirements ‘in addition to, or different 

than’ federal law.”  Id.  This Court did not ask whether the agency acted with the 

force of law.   

The Tenth Circuit similarly found preemption where FSIS had “approved 

defendants’ labels” as “not deceptive or misleading under the FMIA.”  Thornton v. 

Tyson Foods, 28 F.4th 1016, 1024 (2022).  The plaintiffs alleged that beef products 

were misleadingly labeled “Product of the U.S.A.”  Id. at 1020.  They argued that 

“the FMIA prohibits false or misleading labeling”; since they “alleged misbranding, 
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their claims are not preempted.”  Id. at 1021, 1025.  That argument failed: through 

the statutorily required “preapproval” process, “FSIS ha[d] already determined that 

defendants’ labels are not … misleading under federal law.”  Id. at 1025.  Notably, 

no statute or regulation resolved whether and when “Product of the U.S.A.” was 

misleading.  The agency recorded that decision in its “Food Standards and Labeling 

Policy Book”—“a composite of policy and day-to-day labeling decisions, many of 

which do not appear in the applicable regulations or inspection manuals.”  Id. at 1022 

(cleaned up).  Although this type of agency document generally lacks the force of 

law, see United States v. Mead Corp., 533 U.S. 218, 234 (2001), the Tenth Circuit 

conducted no force-of-law analysis.  It recognized that day-to-day labeling 

decisions, memorialized in a policy book, “determined” the label was not 

misbranded.  Preemption applied because the state-law claim imposed a “different 

requirement than what the FSIS already approved.”  Thornton, 28 F.4th at 1026.   

Carson errs in asking this Court to interpret FIFRA differently based on the 

observation that a “requirement is a rule of law that must be obeyed.”  Bates v. Dow 

Agrosciences LLC, 544 U.S. 431, 445 (2005).  Bates was distinguishing a legal 

“requirement” from “an event, such as a jury verdict, that merely motivates an 

optional decision.”  Id.  A defective design verdict might prompt an ingredient 

change, which would “induce a manufacturer to alter its label to reflect [that] 

change,” but would not be “a rule of law that must be obeyed” compelling the label 
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change.  Id.  In making this point, the Court neither said nor suggested anything 

about the role of agency action in establishing the “requirements … required under 

[FIFRA].”  7 U.S.C. § 136v(b).  Indeed, the Court highlighted that in Bates, EPA 

had not made “any determination” about the specific warning the plaintiffs claimed 

was required, i.e., that the product at issue would “damage crops.”  544 U.S. at 440.  

As with the similar statutes discussed above, FIFRA itself creates the “rule of 

law that must be obeyed.”  Bates, 544 U.S. at 445.  And as with these similar statutes, 

the application of FIFRA’s requirements to particular products depends on agency 

determinations: the statute prescribes the rules of law that must be obeyed, and 

charges EPA with “giv[ing] content” to those rules.  Id. at 453.  

II. Where EPA Considers A Safety Issue and Determines No Warning Is 
Necessary, It Establishes “Requirements Under FIFRA.”   

FIFRA’s Uniformity provision cannot be interpreted differently than the 

corresponding provisions of similar statutes.  For instance, FDA premarket approval 

establishes “requirements” under the MDA—not because the approvals have the 

force of law, but because the statute requires the manufacturer to use without 

deviation a label that the FDA determined included all necessary warnings, after 

reviewing the device for safety.  Similarly, FSIS label approvals establish 

“requirements” under the FMIA and PPIA—not because they have the force of law, 

but because the statutes require the manufacturer to sell a product only after the 

agency has approved its label as not false or misleading.  And for the same reasons, 
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EPA label approvals establish “requirements” under FIFRA—not because 

registration has the force of law, but because the statute requires the registrant to use 

without deviation a label that EPA determined includes all warnings necessary to 

protect health.  Whether these approvals themselves have the force of law is beside 

the point.  FIFRA has the force of law, and FIFRA assigns a key role to EPA. 

Regulations are just one way that Congress authorized the agency to give 

content to the Act’s requirements—not the only way.  Congress also authorized, 

indeed required, EPA to determine the pesticide-specific application of FIFRA’s 

requirements via the registration process.  See 7 U.S.C. § 136a(c)(5)(B). 

Bates illustrates how agency decisions made through the registration process 

give content to requirements under FIFRA.  A federal requirement to use a 

“CAUTION” warning preempts a state requirement to use a “DANGER” warning.  

Bates, 544 U.S. at 453.  Which warning to give depends in part on a regulation, 

which “assigns these warnings to particular classes of pesticides based on their 

toxicity.”  Id. (emphasis added).  But no regulation assigns any specific pesticide to 

any particular “class.”  EPA makes that scientific determination—with 

consequences for preemption—as part of the statutory registration decision.  

As relevant here, EPA’s labeling determinations give content to the 

“requirements … required under [FIFRA]” because FIFRA requires a registrant to 

provide the warnings that EPA determines are necessary to protect health: 
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 FIFRA requires a pesticide to include warnings “necessary and … 
adequate to protect health.”  7 U.S.C. §§ 136j(a)(1)(E), 136(q)(1)(F). 

 FIFRA requires EPA to “determine[]” whether product labeling 
complies with this requirement.  Id. § 136a(c)(5)(B). 

 And FIFRA requires the registrant not to deviate from the EPA-
approved label.  Id. § 136j(a)(1)(B). 

This is precisely the type of statutory framework that led the Supreme Court 

to conclude in Riegel that a product-specific agency action shapes the product-

specific content of “‘requirements’ under [the statute].”  552 U.S. at 322-23.  Where 

EPA has reviewed a specific safety question—here, whether the product causes 

cancer—and determined that no safety warning is required, “[EPA] requires a 

[pesticide] that has received [labeling] approval to be made with almost no 

deviations from the [approved label], for the reason that the [EPA] has determined 

that the approved [label] provides” all necessary health warnings.  Id. at 323. 

Consistent with this framework, EPA imposes “Required Labeling” for 

glyphosate-based pesticides.  E.g., Supp.App. 142, 456.  Consider a hypothetical 

scenario where EPA concluded during the registration process that glyphosate does 

cause cancer, and prescribed “REQUIRED LABELING: Glyphosate causes 

cancer.”  If EPA had issued this edict, no one would doubt this agency action 

established a “requirement … required under” FIFRA, and a state-law requirement 

not to include a warning that glyphosate causes cancer would be preempted.  



 

9 

Preemption must also apply where the agency determined what safety warnings are 

required under FIFRA, and decided that a cancer warning is not required.   

In short, EPA imposed required labeling not including a cancer warning; EPA 

considered cancer risk and determined that a cancer warning is not required; and 

FIFRA requires registrants to use the EPA-approved label with the EPA-required 

safety warnings.  That “establish[es] that the ‘requirements … required under’ the 

Act do not include a warning about Roundup’s cancer risk.”  Carson, 72 F.4th at 

1267.  A state-law labeling requirement to warn that glyphosate causes cancer is thus 

“in addition” to the labeling “requirements … required under [FIFRA].”   

III. FIFRA’s “Miscellaneous” Provision Does Not Change The Analysis.   

A provision of FIFRA titled “Miscellaneous” provides that registration is 

prima facie evidence of compliance with FIFRA, and not a defense to commission 

of an offense under that statute.  7 U.S.C. § 136a(f)(2).  From this, the Ninth Circuit 

infers that because registration creates a “rebuttable presumption,” it does not 

“carr[y] the force of law necessary to have preemptive effect.”  Hardeman v. 

Monsanto Co., 997 F.3d 941, 957 (9th Cir. 2021). 

Under the en banc Court’s decision, Hardeman is wrong.  Hardeman treated 

§ 136a(f)(2) as relevant to whether EPA’s actions carry the force of law.  Since 

“force of law” is irrelevant to express preemption, that provision is also irrelevant.   
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The Miscellaneous provision confirms an unremarkable point: a duly 

registered pesticide can in some circumstances still violate FIFRA.  Thus, in an EPA 

enforcement action, “a manufacturer with a registered product still could be liable 

for misbranding.”  Carson En Banc Reply Br. 28.  EPA could charge a registrant 

with selling a pesticide without EPA-approved labeling,2 or not filing adverse event 

reports3—and the fact of registration would be no defense.  Critically, though, the 

exact same thing is true under the MDA: FDA can charge a manufacturer of an 

approved device with misbranding—for example, based on not filing adverse event 

reports—and premarket approval would be no defense.  21 U.S.C. § 352(t)(2).4  

The fact that premarket approval is not a conclusive defense to an FDA 

misbranding charge does not defeat MDA preemption.  Under Riegel, if FDA 

considered the safety of a device and approved it, state law cannot compel the 

manufacturer to give a warning FDA decided not to require.  Likewise, the fact that 

registration is not a conclusive defense to a misbranding charge does not defeat 

FIFRA preemption.  As in Riegel, if EPA considered a specific safety issue, state 

law cannot compel the registrant to give a warning EPA decided not to require. 

                                                                          
2 See EPA, Settlement with Reckitt Benckiser Resolves Violations Related to Sales of 
Mislabeled Rodenticides (Oct. 7, 2021), https://tinyurl.com/3a5v4hma. 
3 See Consent Agreement & Final Order, In re E.I. du Pont de Nemours & Co., No. 
FIFRA-03-2014-0217 (Sept. 15, 2014), https://tinyurl.com/mvuwetb6 (pesticide 
misbranded where registrant failed to disclose adverse environmental reports). 
4 See FDA, Reporting Allegations of Regulatory Misconduct, https://tinyurl.com/
yt8ujrt5. 
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