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QUESTION PRESENTED 

Whether the Louisiana courts correctly ruled 
that the Huttos’ failure-to-warn claim against 
McNeil-PPC, Inc., was not preempted by the FDCA 
and FDA regulations governing “over-the-counter” 
(“OTC”) monograph drugs, especially in light of the 
facts that: 

(1) Congress has expressly preserved state 
product liability claims involving OTC drugs 
from preemption in 21 U.S.C. §379r(e); 

(2) Manufacturers of OTC drugs may add 
warnings to their labels without prior FDA 
approval, unless such warnings are prohibited 
by an applicable final monograph; 

(3) At the time of Brianna Hutto’s overdose, 
there was no final monograph for 
acetaminophen; and 

(4) There was no evidence that the FDA 
would have prohibited the warnings that the 
Huttos claimed should have been provided. 
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INTRODUCTION 

Respondents Christina Hoyt Hutto and Eric 
Hutto respectfully request that this Court deny the 
petition for writ of certiorari seeking review of the 
judgment of the Louisiana Third Circuit Court of 
Appeal in this case. 

This case involves the tragic death of five-
month-old Brianna Hutto as the result of an 
accidental overdose of Infants’ Tylenol Concentrated 
Drops (“Infants’ Tylenol”) manufactured by 
Petitioner McNeil-PPC, Inc. (“McNeil”). A jury found 
that McNeil could have prevented the tragedy if it 
had provided certain additional warnings about 
Infants’ Tylenol and held McNeil liable under the 
Louisiana Products Liability Act (“LPLA”), La. Rev. 
Stat. 9:2800.51-60, for inadequate warnings.1 

The Louisiana Court of Appeal affirmed this 
judgment, holding, inter alia, that the Hutto’s claim 
under the LPLA was not preempted by the federal 
Food, Drug & Cosmetic Act (“FDCA”), 21 U.S.C. § 
301 et seq., and implementing regulations. The Court 
of Appeal based its decision on this Court’s ruling in 
Wyeth v. Levine, 555 U.S. 555 (2009), in which this 
Court held that a state-law failure-to-warn claim 
against a drug manufacturer would not be held 
preempted on grounds of impossibility “absent clear 
evidence that the FDA would not have approved a 
change to [the drug’s] label.” Id. at 571. The Court of 

                                            
1 A separate judgment against Opelousas General 

Hospital for malpractice that contributed to Brianna’s death is 
not at issue in the pending petition. 
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Appeal found that McNeil, which “admitted it did not 
attempt to have all the warnings the Huttos’ [sought] 
included on its Infants’ Tylenol® label,” had failed to 
establish that it was impossible for the company to 
comply with both state and federal law. Pet. App. 
20a. 

Before this Court, McNeil asserts that this 
preemption ruling was “plain” error. Pet. 2. It 
contends that the decision below conflicts with Pliva, 
Inc. v. Mensing, --- U.S. ----, 131 S. Ct. 2567 (2011), 
which held that state-law failure-to-warn claims 
against manufacturers of generic prescription drugs 
were preempted because federal law prohibited them 
from independently making changes to their labels 
that differed from the FDA-approved labeling for the 
brand-name equivalent drug. McNeil asserts that 
Mensing applies with full force to this case—against 
the manufacturer of a brand-name OTC drug—
because, it contends, the federal “OTC monograph 
regime” similarly prohibited it from independently 
making changes to its label for Infants’ Tylenol. Pet. 
15. Indeed, McNeil suggests, the Court of Appeal’s 
error is so plain that this Court should summarily 
reverse or else grant, vacate, and remand the 
petition. Pet. 14-18. 

But the only plain error here is McNeil’s. The 
regulatory scheme applicable to OTC monograph 
drugs is nothing like that for generic prescription 
drugs at issue in Mensing. Even under a final FDA-
approved monograph, manufacturers of OTC drugs 
may add warnings to their labels without prior FDA 
approval, so long as those warnings are not 
inconsistent with the requirements set forth in the 
monograph. Furthermore, at the time of Brianna 
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Hutto’s death, there was no final monograph 
applicable to acetaminophen, the active ingredient in 
Infants’ Tylenol, and the FDA had announced a 
policy of not taking legal action against OTC 
manufacturers that added warnings to their product 
labels while the applicable monograph was in 
development. 37 Fed. Reg. 7807 (Apr. 20, 1972). 

So, federal law did not in any way prevent 
McNeil from fulfilling its state-law duty to warn. 
Indeed, at trial, Dr. Anthony Temple, McNeil’s Vice 
President for Medical Affairs at the time of Brianna 
Hutto’s death, acknowledged that McNeil could have 
added warnings to the Infants’ Tylenol label simply 
by sending a notification letter to FDA. Resp’t App. 
25a. 

In addition, McNeil conveniently neglects to 
mention a highly relevant provision of federal law in 
its petition. In 1997, “Congress pre-empted certain 
state requirements concerning over-the-counter 
medications . . . but expressly preserved product 
liability actions.” Levine, 555 U.S. at 575 n.8 (citing 
21 U.S.C. § 379r(e) (“Nothing in this section shall be 
construed to modify or otherwise affect any action or 
the liability of any person under the product liability 
law of any State”)). 

As this Court has repeatedly instructed, “the 
purpose of Congress is the ultimate touchstone in 
every pre-emption case.” Id. at 565 (internal 
quotation marks and citations omitted). Here, 
Congress has expressly considered and rejected 
McNeil’s preemption claim. 

This case satisfies none of the traditional 
criteria this Court employs in deciding whether to 
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grant a writ of certiorari. There are no conflicting 
rulings among federal circuit courts or state courts of 
last resort, the decision below does not conflict with 
Mensing or any other decision of this Court, and the 
question of federal law at issue has already been 
answered by Congress, as this Court acknowledged 
in Levine. In addition, McNeil has not properly 
preserved the issue raised in the petition for review. 
The petition for writ of certiorari should be denied. 

MISSTATEMENTS OF FACT ANDLAW 
IN THE PETITION 

McNeil’s petition is replete with 
mischaracterizations. The most important of these 
mischaracterizations concern the law applicable to 
this case, but the petition also mischaracterizes the 
contentions of the parties below. 

A. Mischaracterizations Regarding 
the Applicable Law. 

As part of its attempt to argue that this case is 
governed by the decision in Mensing, McNeil 
disingenuously and misleadingly describes the 
federal law regulating OTC drugs. It does so in at 
least three distinct ways: first, McNeil omits any 
mention of the statutory provision that expressly 
preserves state product liability claims, such as the 
claim herein, from preemption; next, McNeil falsely 
asserts that OTC drug manufacturers cannot add 
warnings to their labels without prior FDA approval; 
finally, McNeil repeatedly cites to regulations that 
apply to OTC drugs governed by a final monograph, 
even though no such monograph had been 
promulgated at the time of Brianna Hutto’s injury. 
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1. 21 U.S.C. § 379r(e). 

McNeil’s petition never once mentions the 
provision of the FDCA most directly relevant to its 
preemption argument, 21 U.S.C. § 379r(e). In the 
Food & Drug Administration Modernization Act of 
1997 (“FDAMA”), § 412(a), Pub. L. 105-115, 111 Stat. 
2296, Congress enacted a provision that generally 
prohibits states from imposing regulations on non-
prescription (“OTC”) drugs that differ from federal 
requirements. 21 U.S.C. § 379r(a). At the same time, 
Congress enacted an exception to that provision to 
shield state product liability laws from preemption: 
“Nothing in this section shall be construed to modify 
or otherwise affect any action or the liability of any 
person under the product liability law of any State.” 
21 U.S.C. § 379r(e); Resp’t App. 1a. 

This provision should be dispositive of the 
issue of preemption. In Levine, this Court 
characterized 21 U.S.C. § 379r(e) as “expressly 
preserv[ing] product liability actions.” 555 U.S. at 
575 n.8; see also Cipollone v. Liggett Group, Inc., 505 
U.S. 504, 517 (1992) (“Congress’ enactment of a 
provision defining the pre-emptive reach of a statute 
implies that matters beyond that reach are not pre-
empted.”); Williamson v. Mazda Motor of Am., Inc., --
- U.S. ----, 131 S. Ct. 1131, 1141-42 (2011) (Thomas, 
J., concurring in judgment) (“The plain text of the 
Safety Act resolves this case. . . . [T]he savings clause 
simply means what it says: [the federal safety 
standard at issue] does not pre-empt state common-
law actions.”); but see Geier v. Am. Honda Motor Co., 
529 U.S. 861, 869 (2000) (finding implied preemption 
despite savings clause). 
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The FDA views 21 U.S.C. § 379r(e) similarly. 
In a proposed rule governing labeling requirements 
for OTC drugs, issued before FDAMA, the FDA 
announced that the proposed rules would preempt 
additional or different requirements imposed by 
state laws or regulations, but would not preempt 
“statutory or common law causes of action in tort, 
based on the format or content of OTC drug product 
labeling.” 62 Fed. Reg. 9024, 9041 (Feb. 27, 1997).2 
After FDAMA was enacted, the FDA decided that it 
was not necessary to promulgate the preemption 
provision in that regulation, because § 379r(e) had 
addressed “the preemptive effect of the proposed 
OTC drug product labeling requirements on product 
liability lawsuits” in a way that paralleled the FDA’s 
proposal. 64 Fed. Reg. 13254, 13272 (Mar. 17, 1999). 
The agency would, therefore, “rely on the terms of 
the statute in addressing preemption issues.” Id. 

2. Labeling changes under a 
final monograph. 

Throughout its petition, McNeil cites to and 
quotes from regulations that require OTC 

                                            
2 The proposed preemption provision, 21 C.F.R. § 

201.66(h), read: 

(h) Preemption. No State or local governing 
entity may establish or continue in effect any 
law, rule, regulation, or requirement for OTC 
drug product labeling format or content that is 
different from, or in addition to, that required 
by FDA. This paragraph is not intended to 
preempt statutory or common law causes of 
action in tort. 62 Fed. Reg. at 9052 (emphasis 
added). 
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manufacturers to conform their labeling to the 
requirements of a final OTC monograph. Pet. 2, 5-7, 
15-16, 19. McNeil repeatedly notes that final 
monographs contain “mandatory labeling 
requirements” with which OTC manufacturers must 
comply. Pet. i, 5. Respondents do not disagree with 
that proposition. 

But McNeil’s argument goes much further. 
McNeil contends that an OTC drug manufacturer 
cannot “unilaterally add warnings to its label.” Pet. 
16. 

Under the OTC monograph regime, 
petitioner’s label was required to mirror 
the warnings in the OTC monograph. 21 
C.F.R. §§ 330.1, 330.10(b). If petitioner 
had made unilateral changes to its 
label, it would have violated the ongoing 
duty of “sameness” and the drug would 
have been misbranded. . . . [T]here is no 
CBE regulation in the OTC monograph 
regime that would have allowed 
petitioner to change its label without 
first seeking FDA approval . . . . 

Pet. 15. These contentions are at least grossly 
misleading, if not outright false.  

The regulatory regime governing OTC drugs is 
completely different from that for prescription drugs. 
As the FDA has explicitly stated, unlike prescription 
drugs, “[p]roducts that are marketed under an OTC 
drug monograph are not required to submit labeling 
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to the agency for preapproval.” 64 Fed. Reg. at 
13271.3 

The purpose of the OTC monograph process is 
to identify conditions under which an OTC drug will 
be “generally recognized as safe and effective.” 21 
C.F.R. § 330.1. While OTC drug labels must include 
all warnings required by a final monograph—or risk 
regulatory action—the inclusion of additional 
warnings does not render a drug nonconforming or 
misbranded. But the omission of additional warnings 
necessary to make the label adequate may expose the 
manufacturer to liability under state product 
liability laws. 21 U.S.C. § 379r(e). 

A close examination of the regulations 
included in McNeil’s appendix to its petition bears 
this out. 21 C.F.R. § 330.1 (Pet. App. 59a) declares 
that an OTC drug will be generally recognized as 
safe and effective (“GRAS/E”) if it conforms to the 
requirements of that section and of any applicable 
monograph. That section also specifies certain 
warning language that must be included in order for 
a drug to be considered GRAS/E. But § 330.1 never 
says that additional warnings are prohibited or that 
the inclusion of such warnings will render a drug not 
GRAS/E. 

Similarly, 21 C.F.R. § 330.10 (Pet. App. 69a) 
authorizes FDA to identify in a proposed monograph 
“labeling claims . . . reviewed and excluded from the 
                                            

3 It is for this reason that there is no CBE provision 
applicable to OTC drugs. Since such drugs never require prior 
FDA approval for a labeling change, there is no reason to single 
out particular changes that can be made without such approval. 
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monograph on the basis . . . that they would result in 
the drug’s not being generally recognized as safe and 
effective or would result in misbranding.” Id. at 
(a)(5)(ii) and (a)(6)(ii). The FDA has never declared 
that any of the warnings sought by the Huttos would 
have rendered acetaminophen not GRAS/E. 

Lastly, 21 C.F.R. § 330.11 (Pet. App. 91a), 
which McNeil repeatedly references, Pet. 6, 15, does 
not prohibit OTC manufacturers from adding 
warnings beyond those required in a monograph. 
Instead, § 330.11 addresses an entirely distinct 
situation—where a manufacturer wishes to market 
an OTC drug in a way that does not conform to the 
requirements of the final monograph, e.g., for an 
indication or in a dosage form not included in the 
monograph. 

The FDA made clear that “voluntary 
warnings” on OTC drug product labels are permitted 
when it published new labeling requirements for 
OTC drugs in 1999. 64 Fed. Reg. at 13271. Several 
OTC manufacturers had sought guidance from the 
agency about whether such voluntary warnings 
should be included under the “Warnings” heading on 
the label or should be placed elsewhere. The FDA 
confirmed that such voluntary warnings should be 
included in the “Warnings” section, thereby 
eliminating any doubt that OTC manufacturers 
could add voluntary warnings to their labels. Id. 

Dr. Temple, McNeil’s former Vice President for 
Medical Affairs, confirmed this understanding of the 
regulations during his trial testimony. He admitted 
that McNeil “can make changes [to the label] by just 
sending a letter.” Resp’t App. 25a. He also testified 
that, sometime after Brianna Hutto’s death, McNeil 
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used this method to voluntarily add a warning about 
the risk of liver damage “on all acetaminophen 
products before FDA decided to mandate it.” Id. 

Thus, nothing in the applicable federal 
regulatory scheme prohibits manufacturers of 
covered OTC drugs from including warnings on their 
labels in addition to the warnings required in a final 
monograph, nor does anything require a 
manufacturer to obtain FDA approval before adding 
such a warning to its label. 

3. Labeling prior to the 
promulgation of a final 
monograph. 

Even if there were some basis to conclude that 
an OTC manufacturer subject to a final monograph 
would be prohibited from adding additional warnings 
to its label—which there isn’t—that conclusion would 
be utterly irrelevant to the present case. Although 
the petition makes repeated reference to the 
regulations governing drugs regulated under final 
monographs, McNeil implicitly concedes that there 
was no final monograph applicable to acetaminophen 
at the time of Brianna Hutto’s overdose. Pet. 6 and 
n.1. 

Indeed, there is still no complete final 
monograph for internal analgesic, antipyretic, and 
antirheumatic (“IAAA”) OTC drugs—the category 
that includes acetaminophen—in place today. See 
FDA, Rulemaking History for OTC Internal 
Analgesic Drug Products (listing no final rule for 
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active ingredients or labeling);4 see also 21 C.F.R. § 
343 (section of the CFR designated for the final 
monograph for IAAA OTC drugs, which at present 
contains no content related to any analgesic other 
than aspirin and which has most of its sections 
reserved for future use).5 Until a final monograph is 
promulgated, McNeil is free to add warnings to the 
Infants’ Tylenol label without fear of federal 
regulatory sanction. 

In 1972, when FDA began its review of all 
OTC drug products marketed in the United States 
for safety and effectiveness, the agency announced a 
policy of “forbearance from legal action” in order to 
encourage OTC manufacturers to “effect changes in 
their . . . labeling to bring the products into 
conformity with current medical knowledge and 
experience.” 37 Fed. Reg. 7807, 7808 (Apr. 20, 1972).6 

                                            
4 Available at http://www.fda.gov/Drugs/Development 

ApprovalProcess/DevelopmentResources/OvertheCounterOTCD
rugs/StatusofOTCRulemakings/ucm070484.htm (last visited 
Aug. 24, 2012). 

5 The document cited in the petition at p. 6, n.1, 74 Fed. 
Reg. 19385 (Apr. 29, 2009), is not the final IAAA OTC 
monograph, but rather a final rule establishing certain 
enforceable requirements for organ-specific warnings for IAAA 
OTC drugs. In any event, as McNeil acknowledges, that rule 
did not become effective until 2010. Pet. 6, n.1. 

6 It made perfect sense for the FDA to place the primary 
responsibility for updating warnings on OTC manufacturers 
during this period. As this Court observed in Levine: “The FDA 
has limited resources to monitor the 11,000 [prescription] drugs 
on the market and manufacturers have superior access to 
information about their drugs, especially in the postmarketing 
phase as new risks emerge.” 555 U.S. at 578-79. “[T]hrough 
many amendments to the FDCA and FDA regulations, it has 
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Specifically, the agency announced that, pending 
completion of a final monograph, it would not take 
legal action against an OTC manufacturer for adding 
any “warning, contraindications, side effects, and or 
precaution information” to its labeling. Id. at 7809. 

In 1980, the FDA elaborated on this non-
enforcement policy in its Compliance Policy Guide: 

Prior to the final publication of a 
proposed monograph, it would not be in 
the agency’s interest to pursue 
regulatory action unless failure to do so 
poses a potential health hazard to the 
public. . . . Samples of OTC drugs, not 
subject to a final monograph should not 
be submitted for regulatory action 
consideration on the basis of suspected 
labeling deficiencies unless there is a 
reasonable basis to conclude that the 
deficiency constitutes a potential hazard 
to health. 

FDA, Compliance Policy Guide, sec. 450.200 (Oct. 1, 
1980).7 That policy remains in effect today. Id. 

When the FDA published its Tentative Final 
Monograph for IAAA OTC Drugs, 53 Fed. Reg. 46204 
(Nov. 16, 1988), the agency was careful to specify 

                                                                                          
remained a central premise of federal drug regulation that the 
manufacturer bears responsibility for the content of its label at 
all times.” Id. at 570-71. 

7 Available at http://www.fda.gov/ICECI/Compliance 
Manuals/CompliancePolicyGuidanceManual/ucm074388.htm. 
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that, despite its name, the Tentative Final 
Monograph only had the “legal status . . . of a 
proposed rule.” Id. Any labeling requirements would 
not take effect until a year after publication of the 
final monograph. Id.8 

Thus, during the time period at issue in this 
litigation, McNeil knew that it would not be subject 
to any federal legal liability if it added additional 
warnings to its label. 

B. Mischaracterizations Regarding 
the Parties’ Contentions. 

McNeil’s petition also consistently 
mischaracterizes the positions of the parties in the 
courts below. Specifically, McNeil misidentifies the 
warnings that the Hutto’s claimed should have been 
provided and also mischaracterizes its own basis for 
asserting preemption. 

Throughout the petition, McNeil makes 
repeated references to the company’s efforts “to get 
the FDA to change the OTC monograph to include 
specific dosing instructions for children under two 
years of age,” Pet. 8; see also id. at 11, 12, 13, thereby 
implying that it was held liable for failing to include 
such specific dosing instructions. But that was not 
the case. 

                                            
8 Of course, nothing in the Tentative Final Monograph 

proposed to sanction OTC manufacturers for including 
additional voluntary warnings on their labels. 
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Rather, as the Louisiana Court of Appeal 
recognized, the warnings that the Huttos contended 
McNeil should have provided included: 

(1) Infants’ Tylenol® can cause liver 
damage; 

(2) overdose of Infants’ Tylenol® can 
cause death; 

(3) a maximum single dose warning; 

(4) Infants’ Tylenol® is several times 
stronger than Children’s 
Tylenol®; and 

(5) the symptoms of overdose of 
Infants’ Tylenol®. 

Pet. App. 18a-19a. The Huttos supported these 
contentions with expert testimony that the absence 
of such warnings rendered the product defective. Pet. 
App. 22a. 

McNeil admitted that it had not attempted to 
add these warnings to the Infants’ Tylenol label. Pet. 
App. 20a; Resp’t App. 24a-29a. And it was for this 
reason that the Louisiana courts rejected its 
preemption defense: McNeil had not met the Levine 
standard of showing by clear evidence that the FDA 
would have rejected these warnings. Id. 

In similar fashion, McNeil’s petition also 
mischaracterizes the preemption argument it 
asserted below. In the Louisiana courts, McNeil did 
not argue, parallel to Mensing, that under the 
federal regulatory scheme it was prohibited from 
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making independent changes to the labeling of 
Infants’ Tylenol. Instead, the focus of its preemption 
argument, parallel to Levine, was that the FDA 
would have prohibited it from adding the particular 
warnings that the Huttos contended should have 
been included. See Pet. App. 11a, 48a, 52a; see also 
App. 9a-16a, 17a-22a. One argument asserts conflict 
preemption based on impossibility purely as a matter 
of law; the other asserts impossibility preemption 
based on the facts. 

REASONS FOR DENYING THE PETITION FOR 
WRIT OF CERTIORARI 

The foregoing discussion of the multiple 
misstatements of law and fact in the petition directly 
foreshadows the reasons why the petition should be 
denied. Respondents will therefore set forth those 
arguments in brief, in an attempt to avoid burdening 
the Court with unnecessary repetition. 

I. MCNEIL HAS NOT PRESERVED ITS 
MENSING PREEMPTION ARGUMENT 
FOR REVIEW BY THIS COURT. 

Ordinarily, this “Court does not decide 
questions not raised or resolved in the lower court.” 
Youakim v. Miller, 425 U.S. 231, 234 (1976). And it is 
well-settled law, in Louisiana as elsewhere, that an 
appellant may not raise for the first time on appeal 
an argument that was “not pleaded in the court 
below and which the district court has not 
addressed.” See, e.g., Council of City of New Orleans 
v. Washington, 9 So. 3d 854, 856 (La. 2009). 

As just discussed, McNeil never raised its 
current preemption argument in the trial court. 
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Instead, when McNeil finally raised a preemption 
defense during trial, it argued for preemption based 
on factual impossibility under Levine’s “clear 
evidence” test.9 In its Motion for Directed Verdict in 
the trial court, McNeil’s counsel referred repeatedly 
to “evidence” that the FDA would have rejected 
dosing instructions for children under two or a liver 
damage warning, referenced Levine, and argued that 
“impossibility in fact remains a defense.” Pet. App. 
52a-53a. Again, in its Motion for JNOV, McNeil 
argued that “Plaintiffs’ warnings claim was 
preempted . . . [because the FDA] prevented McNeil 
from placing dosing instructions on the label for 
Infants’ Tylenol for children under two.” Resp’t App. 
10a; see also Pet. App. 48a. 

McNeil also failed to present its current 
preemption argument before the Louisiana Court of 
Appeal. In its assignments of error on appeal, McNeil 
once again focused on the fact that the FDA had 
rejected McNeil’s efforts to add such dosing 
information: 

2. Does federal law preempt the 
Huttos’ claims that McNeil should 
provide dosing or other warning 

                                            
9 An argument for impossibility as a pure matter of law 

would not have required evidence and thus could have been 
raised before trial by dispositive motion, as it was in Mensing. 
Mensing v. Wyeth, Inc. 588 F. 3d 603, 608 (8th Cir. 2009). Yet 
McNeil never raised the affirmative defense of preemption 
before trial, either by dispositive motion or in its Answer. See 
Resp’t App. 2a-8a; see also La. Code Civ. Proc. arts. 1003 & 
1005 (requiring that all affirmative defenses be set forth in 
defendant’s answer). 
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instructions for children under two 
years of age on the Infants’ Tylenol® 
label, where it is uncontroverted that 
the [Food and Drug Administration 
(FDA)] rejected McNeil’s repeated 
proposals to include such dosing 
information, and that the FDA would 
not permit the general label additions 
sought by Plaintiffs? 

Pet. App. 11a; see also Resp’t App. 17a-21a. 

McNeil failed to raise its new preemption 
argument—based on its contention that federal law 
absolutely precludes OTC manufacturers from 
adding warnings to their labels without prior FDA 
approval—in the Louisiana courts. This failure is, by 
itself, sufficient reason to deny the petition. 

II. THE DECISION BELOW DOES NOT 
CONFLICT WITH ANY DECISION OF 
THIS COURT. 

McNeil’s primary argument for granting 
certiorari is its claim that the decision of the 
Louisiana Third Circuit Court of Appeals “plainly” 
conflicts with this Court’s decision in Mensing. Pet. 
14-18. However, as explained above, that is simply 
not the case. The regulatory regimes governing 
generic prescription drugs and OTC monograph 
drugs are entirely distinct and operate in vastly 
different ways. 

Generic prescription drugs must be pre-
approved by the FDA before they may be marketed 
through the Abbreviated New Drug Application 
(“ANDA”) process. The labeling for a generic 
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prescription drug must at all times be identical to 
that for its reference listed drug (“RLD”). Because of 
this “sameness” requirement, federal law prohibits 
generic drug manufacturers from independently 
changing their labels to add stronger warnings, 
except to conform their labeling to a change in RLD 
labeling that the FDA has already approved. 
Mensing, 131 S. Ct. 2575. 

The regulatory regime for OTC monograph 
drugs is entirely different. “Products that are 
marketed under an OTC drug monograph are not 
required to submit labeling to the agency for 
preapproval.” 64 Fed. Reg. at 13271. An OTC drug 
monograph operates, in the FDA’s words, as “a kind 
of ‘recipe book’ covering acceptable ingredients, 
doses, formulations, and labeling.” FDA, Drug 
Applications for Over-the-Counter Drugs (Apr. 26, 
2010).10 “New products that conform to a final 
monograph may be marketed without further FDA 
review.” Id. And, without violating the monograph, 
OTC manufacturers can independently add 
“voluntary warnings” to their labeling. 64 Fed. Reg. 
at 13271.11 

                                            
10 Available at http://www.fda.gov/drugs/development 

approvalprocess/howdrugsaredevelopedandapproved/approvala
Pplications/over-the-counterdrugs/default.htm. 

11 Given the vast differences between the two regulatory 
regimes, Respondents can only presume that McNeil’s request 
for summary reversal or GVR was intended to discourage this 
Court from looking too closely at the OTC monograph process. 
McNeil must have recognized that its claimed equivalence 
between that process and generic drug regulation could not 
withstand close scrutiny. 



19 

Mensing declared that “[t]he question for 
impossibility [preemption] is whether the private 
party could independently do under federal law what 
state law requires of it.” 131 S. Ct. at 2579. Nothing 
in the federal OTC monograph regime prevents OTC 
manufacturers like McNeil from independently 
complying with their state law duty to warn. Thus, 
the decision by the Louisiana Court of Appeal 
rejecting conflict preemption is entirely consistent 
with this Court’s decision in Mensing. The purported 
conflict between those two rulings does not exist and 
does not provide a basis for granting review. 

III. THIS CASE DOES NOT SQUARELY 
PRESENT THE ISSUE OF THE 
PREEMPTIVE EFFECT OF A FINAL OTC 
MONOGRAPH. 

In the alternative, McNeil argues that review 
should be granted because “[t]he application of 
preemption principles in the context of OTC drugs 
marketed under the FDA’s monograph regime is an 
important question with far-reaching consequences.” 
Pet. 20. However, that “important question” has 
already been directly addressed by Congress, 21 
U.S.C. § 379r(e), and has not divided the lower 
courts. 

In any event, the present case would not be an 
appropriate vehicle for answering that question. As 
discussed above, supra p. 10-12, at the time of 
Brianna Hutto’s death there was no final monograph 
in place for IAAA OTC drugs such as acetaminophen. 
Thus, this case does not present the question of the 
preemptive effect of a final OTC monograph. 
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Instead, the present case only raises the 
question of the preemptive effect of a tentative final 
monograph, which has the legal status of a proposed 
rule. 53 Fed. Reg. at 46204. That question was 
answered by the FDA as far back as 1972, when the 
agency announced that it would not take any legal 
action against an OTC manufacturer for adding new 
warnings to its labeling in order to “encourage 
appropriate change[s] in . . . labeling during the time 
period required to review the various classes of OTC 
drugs. 37 Fed. Reg. at 7809. Moreover, that 
particular question should be of limited interest as 
the FDA works to complete final monographs for all 
classes of OTC drugs. 

IV. THE DECISION BELOW WAS CORRECT. 

Respondents are well aware that this Court 
grants petitions for writs of certiorari “only for 
compelling reasons” and that this Court rarely 
grants a petition simply to correct “erroneous factual 
findings or the misapplication of a properly stated 
ruled of law.” Sup. Ct. R. 10. Nevertheless, 
Respondents wish to stress that there was no error 
in the lower courts’ handling of the preemption issue 
in this case. The Louisiana courts properly applied 
the preemption principles articulated by this Court 
to the facts before them. 

The Huttos sued McNeil for inadequate 
warnings under the LPLA for failing to provide a 
number of specific warnings regarding the proper use 
of Infants’ Tylenol and its risks. In particular, the 
Huttos contended that warnings should have been 
provided concerning the maximum appropriate 
single dose of Infants’ Tylenol, that Infants’ Tylenol 
is several times stronger than Children’s Tylenol, the 
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symptoms of acetaminophen overdose, and the risk 
of severe liver damage. Pet. App. 18a-19a. They 
supported these contentions with appropriate expert 
testimony about the defects in the warnings. Pet. 
App. 22a. 

McNeil’s witnesses, in particular Dr. Temple 
and Dr. Barry Rumack, conceded that McNeil could 
have changed the warnings on the Infants’ Tylenol 
label “by just sending a letter,” but that the company 
had not tried to add any of these specific warnings to 
its label prior to Brianna Hutto’s overdose. Resp’t 
App. 24a-29a. 

Based on this testimony, the Louisiana Court 
of Appeal concluded that McNeil had not shown by 
clear evidence that the FDA would have prohibited it 
from adding these warnings to its label and therefore 
denied its preemption defense. Pet. App. 20a. In so 
holding, the court of appeal carefully applied the test 
for impossibility preemption articulated by this 
Court in Levine. Id. at 19a-20a (discussing Levine’s 
“clear evidence” test for impossibility preemption). 
The court of appeal acknowledged both this Court’s 
decision in Mensing and also the statement therein 
that that ruling was not contrary to Levine. Id. at 
20a. The Louisiana courts did not cite 21 U.S.C. § 
379r(e) in their preemption rulings, but that 
provision only provides further support for their 
holding that federal preemption does not apply on 
these facts. 

As documented throughout this brief, federal 
law would have permitted McNeil to add the 
warnings sought by the Huttos without prior FDA 
approval and thus the rejection of McNeil’s 
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preemption defense was fully in accord with this 
Court’s preemption jurisprudence. 

CONCLUSION 

The petition for a writ of certiorari should be 
denied. 
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APPENDIX A: 
 

21 U.S.C. § 379r. National uniformity for 
nonprescription drugs 

(a) In general 

Except as provided in subsection (b), (c)(1), (d), 
(e), or (f) of this section, no State or political 
subdivision of a State may establish or continue in 
effect any requirement  

(1) that relates to the regulation of a drug 
that is not subject to the requirements of section 
353(b)(1) or 353(f)(1)(A) of this title; and 

 (2) that is different from or in addition to, 
or that is otherwise not identical with, a 
requirement under this chapter, the Poison 
Prevention Packaging Act of 1970 (15 U.S.C. 1471 
et seq.), or the Fair Packaging and Labeling Act 
(15 U.S.C. 1451 et seq.). 

* * * 

 (e) No effect on product liability law 

Nothing in this section shall be construed to 
modify or otherwise affect any action or the liability 
of any person under the product liability law of any 
State.  
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APPENDIX B:  
 

McNeil’s Answer to Original Petition for 
Damages (filed March 18, 2004) 

 
 

UNITED STATES DISTRICT COURT 

WESTERN DISTRICT OF LOUISIANA 

LAFAYETTE-OPELOUSAS DIVISION 

CIVIL ACTION NO. 6:cv 04-0450 

JUDGE HAIK 

MAGISTRATE JUDGE HILL 

CHRISTINA HUTTO AND ERIC HUTTO, 

 Plaintiff,  

VERSUS 

McNEILL-PPC, INC., 

 Defendant. 

ANSWER OF DEFENDANT McNEIL-PPC, INC. 

Defendant McNeil-PPC, Inc., through 
undersigned counsel, in answer to the Original 
Petition for Damages filed by Christina Hutto and 
Eric Hutto, hereby respectfully responds as follows: 

FIRST DEFENSE 

In response to the numbered paragraphs of 
the Original Petition for Damages (the “Petition”), 
Defendant avers the following: 
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1. 

Defendant admits that McNeil-PPC, Inc. is a 
corporation which is a citizen of New Jersey where it 
is incorporated and where its principal place of 
business is located. The remaining allegations of 
Paragraph 1 are denied. 

2. 

The allegations of Paragraph 2 of the Petition 
are denied. 

(*2) 3. 

Defendant admits, on information and belief, 
that plaintiffs are citizens of the State of Louisiana 
as alleged in Paragraph 3 of the Petition. The 
remaining allegations of Paragraph 3 are denied for 
lack of knowledge or information upon which to 
justify belief. 

4. 

The allegations of Paragraph 4 of the Petition 
are denied, except that McNeil admits that it has 
manufactured and marketed Infants’ Tylenol. 

5. 

The allegations of Paragraph 5 of the Petition 
are denied for lack of knowledge or information upon 
which to justify belief. 
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6. 

The allegations of Paragraph 6 of the Petition 
are denied for lack of knowledge or information upon 
which to justify belief. 

7. 

The allegations of Paragraph 7 of the Petition 
are denied for lack of knowledge or information upon 
which to justify belief. 

8. 

The allegations of Paragraph 8 of the Petition 
are denied. 

9. 

The allegations of Paragraph 9 of the Petition 
are denied. 

10. 

The allegations of Paragraph I 0 of the 
Petition are denied. 

(*3) 11. 

The allegations of Paragraph II of the Petition 
are denied. 

12. 

The allegations of Paragraph 12 of the Petition 
are denied. 
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13. 

The allegations of Paragraph 13 of the Petition 
are denied. 

14. 

The allegations of Paragraph 14 of the Petition 
are denied. 

15. 

The allegations of Paragraph 15 of the Petition 
are denied. 

16. 

The allegations of Paragraph 16 of the Petition 
are denied. 

17. 

The allegations of Paragraph 17 of the Petition 
are denied. 

18. 

The allegations of Paragraph 18 of the Petition 
are denied. 

19. 

The allegations of Paragraph 19 of the Petition 
are denied. 

20. 

The allegations of Paragraph 20 of the Petition 
are denied. 
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21. 

The allegations of Paragraph 21 of the Petition 
are denied for lack of knowledge or information upon 
which to justify belief. 

(*4) 22. 

Defendant requests trial by jury on all issues 
so triable. 

SECOND DEFENSE 

Plaintiffs’ alleged damages resulted from new 
and independent, unforeseeable, superseding and/or 
intervening causes unrelated to any conduct of, or 
any product placed in the stream of commerce by, 
this defendant. 

THIRD DEFENSE 

Plaintiffs’ alleged damages were the result of 
pre-existing or subsequently occurring conditions 
which were unrelated to any conduct of, or product 
placed in the stream of commerce by, this defendant. 

FOURTH DEFENSE 

Plaintiffs’ alleged damages were the result of 
an idiosyncratic reaction which could not reasonably 
be foreseen. 

FIFTH DEFENSE 

At all pertinent times, the drug Tylenol was 
marketed in full compliance with all applicable 
federal regulations as promulgated by the United 
States Food and Drug Administration. 
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SIXTH DEFENSE 

Tylenol was not unreasonably dangerous, as 
defined by La. R.S. 9:2800.51, et seq. Defendant 
specifically pleads the benefits of any and all of the 
provisions of La. R.S. 9:2800.51, et seq. 

(*5) SEVENTH DEFENSE 

Tylenol and its labeling were at all pertinent 
times in full conformance with the state of the art 
and then-existing reasonably available scientific and 
medical knowledge. 

EIGHTH DEFENSE 

Alternatively, should Defendant be found 
liable to plaintiffs, Defendant asks that 
responsibility for any damages be apportioned among 
all parties and relevant non-parties. 

NINTH DEFENSE 

All claims for damages arising more than one 
year prior to the filing of the Petition are barred by 
the prescription of one year. 

TENTH DEFENSE 

The Tylenol product which is the subject of 
this suit was put to abnormal and/or unintended use 
and/or was misused. 

ELEVENTH DEFENSE 

Plaintiffs’ claims against this defendant are 
barred under Section 402A, comment k of the 
Restatement (Second) of Torts. 
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TWELFTH DEFENSE 

Plaintiffs’ claims against this defendant are 
barred under the provisions of the Restatement 
(Third) of Torts. 

THIRTEENTH DEFENSE 

Plaintiffs allege that the Tylenol product 
which is the subject of this suit was used by them 
under the direction of a licensed physician. 
Therefore, the learned intermediary doctrine is 
applicable as a defense to their claims. 

(*6) FOURTEENTH DEFENSE 

All allegations contained in the Petition not 
heretofore specifically admitted, denied, or explained 
are here and now denied. 

WHEREFORE, all premises considered, 
defendant McNeil-PPC, Inc., prays that this Answer 
to plaintiffs’ Original Petition for Damages be 
deemed good and sufficient and, after due 
proceedings, that there be judgment herein in favor 
of McNeil-PPC, Inc. and against plaintiffs, Christina 
Hoyt Hutto and Eric Hutto, dismissing plaintiffs’ 
claims with prejudice and at their cost, and that this 
Court grant all general and equitable relief as the 
nature of the case may permit. 

RESPECTFULLY SUBMITTED, 

HENRI WOLBRETTE, III (13631) 
KATHLEEN A. MANNING (9101) 
MCGLINCHEY STAFFORD 
A Professional Limited Liability Company 
643 Magazine Street 
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New Orleans, Louisiana 70130 
Telephone: (504) 586-1200 
Facsimile: (504) 596-2800 
ATTORNEYS FOR DEFENDANT 
McNEIL-PPC, INC. 
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APPENIDX C:  
 

Defendant McNeil’s Memorandum of Law in 
Support of Its Motion for JNOV (July 30, 2010)-

Excerpt 
 

27TH JUDICIAL DISTRICT COURT 
St. Landry Parish, Louisiana 
Civil Docket No. 04-C-0096-D 

 
CHRISTINA HOYT HUTTO, et al., 
Plaintiffs, 
 
-versus- 
 
McNEIL-PPC, INC., et al., 
Defendants. 
 

DEFENDANT MCNEIL-PPC, INC.’S 
MEMORANDUM OF LAW IN SUPPORT OF ITS 

MOTION FOR JUDGMENT NOTWITHSTANDING 
THE JURY’S SECOND VERDICT, OR IN THE 

ALTERNATIVE, FOR A NEW TRIAL, OR IN THE 
ALTERNATIVE, FOR REDUCTION OF THE 

DAMAGES AWARD 

Defendant McNeil-PPC, Inc. (“McNeil”) 
respectfully submits this memorandum of law in 
support of its motion for judgment notwithstanding 
the jury’s second verdict (“JNOV’’), or in the 
alternative, for a new trial, or in the alternative, for 
reduction of the damages award, and would show the 
Court as follows: 

* * * 
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ARGUMENT 

I. THE COURT SHOULD ENTER JUDGMENT 
FOR MCNEIL 

* * * 

(*14) D. Federal Law Preempts Plaintiffs’ Claim 
that Dosing Instructions Should Have 
Been Provided for Children Under Two 
Years of Age 

It was undisputed at trial that the Food and 
Drug Administration (‘‘FDA’’) prevented McNeil from 
placing dosing instructions on the label for Infants’ 
Tylenol for children under two years of age, and 
therefore Plaintiffs’ warnings claim was preempted. 
McNeil called two witnesses, Anthony Temple, M.D. 
and Barry Rumack, M.D. who testified about their 
lengthy dealings with the FDA. Specifically, these 
witnesses described how the FDA has rejected and 
would reject any attempt to add specific dosing 
information for children under two years of age to 
the Infant’s Tylenol label. That (*15) testimony, and 
the supporting documents introduced into evidence 
by McNeil, went uncontroverted by Plaintiffs. As 
such, Plaintiffs’ claim that the label should have 
contained under-two dosing instructions is barred by 
the doctrine of conflict preemption. 

1. McNeil’s Efforts to Change the Infants’ 
Tylenol Label 

For more than twenty years, McNeil has asked 
the FDA to allow weight- and age- based dosing 
information on the label for Infants’ Tylenol. Temple 
Testimony at 151:19-21. Dr. Anthony Temple, former 
Vice President of Medical Affairs at McNeil 



12a 

Consumer & Specialty Pharmaceuticals, led McNeil’s 
efforts to negotiate with the FDA to permit dosing 
information for children under two years old and 24 
pounds on internal analgesics like Infants’ Tylenol. 
Id. at 150:18-25; 260:23-261:2. These efforts by Dr. 
Temple to convince the FDA to permit under two 
dosing include: 

• Proposing a weight- and age-based dosing 
schedule for OTC products starting at 4-11 
months of age and 12-17 lbs. Id. at 136:18-
137:6; Defendant’s Trial Ex. 188 (Temple 
Article) (attached hereto as Ex. L); 

• Attending numerous FDA advisory committee 
meetings and advocating for dosing 
information on the label; 

• Issuing a statement affirming McNeil’s 
position that it was important to have more 
specific dosing information available to 
parents and caregivers. Id. at 153:4-154:3; 
261:3-262:1; Defendant’s Trial Ex. 98 (1997 
Statement by McNeil to FDA) (attached hereto 
as Ex. M); 

• Submitting a Citizen’s Petition in 1999 
requesting that the Tentative Final 
Monograph for internal analgesics be amended 
to expand the age groups for OTC consumer 
dosing instructions on product labeling. Id. at 
155:11-13; 254:25-255:5; Defendant’s Trial Ex. 
100 (Citizen’s Petition) (attached hereto as Ex. 
N). 

McNeil did not stop there. Over the next 
several years, McNeil continued to provide 
information to the FDA to support weight- and age-
based dosing for children under two years old and 24 
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pounds. For example, at a 2002 meeting of an FDA 
advisory committee, the FDA informed McNeil that 
they already had a proposal regarding under two 
dosing for submission and, thus. McNeil need not 
pursue the matter further. Temple Testimony at 
158:21-159:14. This instruction by the FDA came less 
than four months before the overdose of Brianna 
Hutto in January 2003. The FDA never permitted 
under- two dosing instructions, however. 

Dr. Barry Rumack also advocated for dosing 
information. In 1999, he prepared a physician paper 
proposing that dosing information be available on 
the Infants’ Tylenol label in a manner similar to that 
provided in the Physician’s Desk Reference. Rumack 
Testimony at 125:16-23. Despite approval from 
various organizations, the FDA made (*16) clear to 
Dr. Rumack that it did not wish to enact his 
proposal. Id. at 125:23-126:14. McNeil did not put 
under two dosing on the label because the FDA 
would not allow it. 

Plaintiffs never disputed or in any way 
contradicted this evidence. 

2.  Plaintiffs’ Dosing Claims Are 
Preempted Under the Principles Set 
Forth in the Supreme Court’s decision 
in Wyeth v. Levine 

The Supreme Court decision in Wyeth v. 
Levine sets forth the framework for evaluating a 
claim of conflict preemption in the context of a 
failure to warn claim about a prescription drug. 129 
S. Ct. 1187 (2009). In Levine, the Supreme Court 
declined to apply the doctrine of conflict preemption 
on the specific facts presented because it found no 
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clear evidence in the record that the FDA would not 
have approved a stronger warning on the label of the 
drug at issue. See id. at 1196-99. Under Levine’s 
analysis of the conflict preemption doctrine, federal 
law preempts state tort law in two different ways. 
First, preemption applies when it is “impossible” for 
the defendant “to comply with [a] state-law duty . . . 
without violating federal law.” Levine, 129 S.Ct. at 
1193 (citing Fidelity Fed. Sav. & Loan Ass’n v. de la 
Cuesta, 458 U.S. 141, 153 (1982)). Second. 
preemption applies when a ‘‘state tort action creates 
an unacceptable·obstacle to the accomplishment and 
execution of the full purposes and objectives of 
Congress.” Id. (quoting Hines v. Davidowitz, 312 U.S. 
52. 67 (1941)). Plaintiffs’ under-two dosing claim fails 
under either test. 

i. It Was Impossible for McNeil 
to Comply with the FDA’s 
Federal Labeling 
Requirements and 
Simultaneously Provide 
Dosing Instructions on the 
Infants’ Tylenol Label 

The touchstone for impossibility preemption 
after Levine is whether the manufacturer produced 
clear evidence showing that the FDA would not have 
approved the proposed label change. See, e.g., Mason 
v. SmithKline Beecham Corp., 596 F.3d 387, 391-96 
(7th Cir. 2010) (deciding impossibility preemption 
question by examining whether the manufacturer 
had produced sufficient evidence that the FDA would 
not have approved the proposed labeling change); 
Forst, 639 F. Supp. 2d at 954 (same); Schrock v. 
Wyeth, Inc., 601 F. Supp. 2d 1262 (W.D. Okla. 2009) 
(same); Brockert v. Wyeth, 287 S.W. 3d 760, 768 (Tex. 
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Ct. App. Apr. 14, 2009) (same). In finding that Wyeth 
failed to demonstrate that the FDA would not have 
approved the label change at issue, the Supreme 
Court stressed the lack of evidence that: (i) Wyeth 
and the FDA had paid much (*17) attention to the 
contested issue; and (ii) the FDA wanted to prevent 
Wyeth from giving the contested warning. Levine, 
129 S.Ct. at 1198-99. 

The FDA regulatory record here is the polar 
opposite of that at issue in Levine. McNeil produced 
evidence at trial that the FDA has rejected and 
would reject under-two dosing for internal analgesics 
such as Infants’ Tylenol—evidence which Plaintiffs 
did not dispute. This uncontradicted evidence 
established that the FDA would not have approved 
dosing instructions for children under two years old 
and 24 pounds on the Infants’ Tylenol label in 
advance of Brianna Hutto’s overdose in January 
2003. Thus, Plaintiffs’ claims are preempted. 

ii.  Plaintiffs’ Claims 
Impermissibly Frustrate the 
Achievement of Congressional 
Objectives 

Plaintiffs’ claims are also preempted under the 
“obstacle” form of preemption. The objectives and 
purposes of Congress would be improperly frustrated 
where, as here, the FDA has specifically considered 
and declined to adopt the instructions proposed by 
Plaintiffs. Levine explicitly “recognize[s] that some 
state-law claims might well frustrate the 
achievement of congressional objectives.” Id. at 1204. 
In his concurring opinion, Justice Breyer suggested 
that such a conflict may occur where a plaintiff’s 
inadequate warnings claim under “state tort law” 
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would “interfere with the FDA’s desire to create a 
drug label containing a specific set of cautions and 
instructions.’’ Id. (Breyer, J., concurring) (emphasis 
added). That is precisely what happened here. The 
FDA determined as a matter of national health 
policy that caretakers of children under two years old 
and 24 pounds should be instructed to call a doctor to 
obtain dosing instructions. The FDA explicitly 
considered, but rejected, the weight-·and age-based 
dosing instructions that Plaintiffs advocate here. 
Because Plaintiffs’ claims interfere with the FDA’s 
desire to create a label for Infants’ Tylenol 
containing a specific set of dosing instructions, they 
are preempted. 

iii.  Plaintiffs’ Remaining Failure 
to Warn Claims Are 
Preempted As Derivative of 
the Dosing Claim 

The linchpin of Plaintiffs’ attack on Infants’ 
Tylenol is that the label does not provide dosing 
information for children under two years of age, and 
therefore overdoses are more likely. Plaintiffs make 
other failure to warn claims, but upon close 
examination, none of these claims survive 
preemption. Some of the information Plaintiffs’ 
allege (*18) should have been on the label is directly 
linked to dosing, e.g. that the label should indicate “a 
maximum single dose.’’ Other alleged failures by 
McNeil, e.g. the failure to specify “liver damage,’’ are 
relevant only in the context of an overdose, since 
even Plaintiffs agree that if dosed properly, Infants’ 
Tylenol does not cause liver damage. Finally, 
Plaintiffs’ claim that McNeil omitted language 
distinguishing Infants’ Tylenol Concentrated Drops 
from Children’s Tylenol is irrelevant if each product 
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is dosed properly. All of these claims are, at their 
core, dosing claims. Therefore, these contentions are 
likewise preempted.1 

* * * 

                                            
1 At a minimum, the Plaintiffs’ preempted under 

two dosing claim confused the jury and taints the verdict 
in this case. 
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APPENDIX D: 
 

McNeil’s Appellant’s Brief in Louisiana 
Intermediate Appellate Court (filed August 1, 

2011)-Excerpt 
 

COURT OF APPEAL 
THIRD CIRCUIT 

STATE OF LOUISIANA 
 

CA 11-609 
 

CHRISTINA HOYT HUTTO AND ERIC HUTTO, 
VERSUS 

MCNEIL-PPC, INC., ET AL. 
 

On Appeal from the 27th Judicial District Court, 
Parish of St. Landry 

Civil Case No. 04-C-0096-D 
Honorable Donald Hebert, Judge 

 
Civil Proceeding 

 
ORIGINAL BRIEF OF APPELLANT 

MCNEIL-PPC, INC. 

 

* * * 

 
(*23)III. Federal Law Preempts Plaintiffs’ LPLA 

Claim That Specific Dosing Instructions 
Should Have Been Provided On The Infants’ 
Tylenol® Label For Children Under Two 
Years Of Age 

The Supremacy Clause of the U.S. 
Constitution requires that when state and federal 
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law are in conflict, state law yields. U.S. Const., Art. 
VI, cl. 2. Wyeth v. Levine, 555 U.S. 555, 129 S. Ct. 
1187, 1201, 173 L. Ed. 2d 51 (2009). Under the Food, 
Drug and Cosmetic Act, and related statutes and 
regulations, manufacturers must have federal 
approval to market controlled and over the counter 
drugs, and drug labeling is strictly regulated by the 
Food and Drug Administration (“FDA”). 

It is undisputed that the FDA controls all 
labeling for Infants’ Tylenol®. The label in effect at 
the time of this unfortunate event was approved by 
the FDA and was mandated for all acetaminophen 
products for infants under two years of age. The 
manufacturer could ask for label changes, and 
McNeil, as is discussed below, asked multiple times 
for change and had been denied by the FDA. 

It is also undisputed that in this case the FDA 
prevented McNeil from placing dosing instructions 
on the label for Infants’ Tylenol® for children under 
two years of age, and that McNeil could not make 
those changes unilaterally. McNeil called two 
witnesses, Anthony Temple, M.D. and Barry 
Rumack, M.D., who described how the FDA has 
rejected and would reject any attempt to add specific 
dosing information for children under two years of 
age to the Infants’ Tylenol® label. (See 13 R. 3078-84 
[Temple]; 14 R. 3284-85 [Rumack]). The FDA 
position included a prohibition on organ specific 
warnings, like the liver. (See 13 R. 3085-86, 3152 
[Temple]; 14 R. 3310-11 [Rumack]). Further, the 
FDA would not approve of general “overdose can 
cause death” warnings on any OTC product (See 13 
R. 3167 [Temple]); nor would it approve general 
overdose symptoms on Infants’ Tylenol®, as it 
decided as a policy matter that it wanted this 
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product to advise physician consult if “any” new 
symptoms at all were noticed after it was taken. (See 
13 R. 3158 [Temple]; 14 R. 3311-12 [Rumack]). That 
is (*24) exactly what the label says. As a practical 
matter, overdose symptoms were vague anyway, and 
would afford little, if any, knowledge. (See 13 R. 
3156-58 [Temple]; 14 R. 3312 [Rumack]). That 
testimony, and the supporting documents introduced 
into evidence by McNeil, went uncontroverted by 
Plaintiffs. As such, Plaintiffs’ claim that the label 
should have contained under-two dosing instructions 
and related information is barred by the doctrine of 
conflict preemption. 

In the recent United States Supreme Court 
case of PLIVA v. Mensing, 131 S. Ct. 2567 (2011), 
conflict preemption was addressed in the specific 
context of state law failure to warn claims arising 
under the Louisiana Products Liability Act and 
Minnesota tort law. Focusing on the LPLA, the 
Supreme Court noted, “under Louisiana law 
applicable to Demahy’s lawsuit, ‘a manufacturer’s 
duty to warn includes a duty to provide adequate 
instructions for safe use of the product.”‘ Id. at 5 
(quoting Stahl v. Novartis Pharmaceuticals Corp., 
283 F.3d 254, 269-260 (5th Cir. 2002) and citing La. 
R.S. 9:2800.57. The Supreme Court said further, “[i]n 
both States, a duty to warn falls specifically on the 
manufacturer.” Id. As to the cases before it, the 
Supreme Court summarized: 

... the relevant state and federal 
requirements are these: State tort law 
places a duty directly on all drug 
manufacturers to adequately and 
safely label their products. Taking [the 
plaintiff consumers’] allegations as 
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true, this duty requires the 
Manufacturers to use a different, 
stronger label than the label they 
actually used. Id. at 8. 

Citing the Supremacy Clause, this Nation’s 
highest Court said “[w]here state and federal law 
‘directly conflict,’ state law must give way.” Id. The 
Court continued, “state and federal law conflict 
where it is ‘impossible for a private party to comply 
with both state and federal requirements.’” Id., 
quoting Freightliner Corp. v. Myrick, 514 U.S. 280, 
287 (1995). In finding preemption applied, the 
Supreme Court said, “[w]e find impossibility here ... 
state law imposed a duty on the Manufacturers to 
take a certain action, and federal law barred them 
from taking that action ... [plaintiffs’] tort claims are 
pre-empted.” Id. at 9, 12. 

(*25) Preemption also applies when a “state 
tort action creates an unacceptable ‘obstacle to the 
accomplishment and execution of the full purposes 
and objectives of Congress.”‘ Wyeth v. Levine, 129 
S.Ct. at 1193-94 (quoting Hines v Davidowitz, 312 
U.S. 52, 67 (1941)). Plaintiffs’ claim that Louisiana 
law required McNeil to put dosing information for 
children under two on the label fails under either 
test. 

A. It Was Impossible For McNeil To 
Comply With The FDA’s Federal 
Labeling Requirements And Provide 
Dosing Instructions On The Infants’ 
Tylenol® Label 

Impossibility preemption exists when the 
manufacturer produces clear evidence showing “that 
the FDA would have rescinded any change in the 
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label.” PLIVA, 131 S.Ct. at 2581, n. 8; see also, 
Mason v. SmithKline Beecham Corp., 596 F.3d 387, 
391-96 (7th Cir. 2010) (deciding impossibility 
preemption question by examining whether the 
manufacturer had produced sufficient evidence that 
the FDA would not have approved a proposed 
labeling change). 

Here, Plaintiffs claim that McNeil should have 
changed its label to include dosing information. But 
as recently as four months before Brianna Hutto’s 
death, the FDA again told McNeil that dosing 
information for children under two would not be put 
on the label for Infants’ Tylenol®. (13 R. 3083 
[Temple]). Thus, McNeil could not comply with 
Louisiana law (as determined by the jury) without 
running afoul of federal regulations. As it was 
“impossible to do under federal law what state law 
required”, this claim is preempted. PLIVA, 131 S. Ct. 
at 2581, n. 8; see also Robinson v. McNeil Consumer 
Healthcare, 615 F.3d 861 (7th Cir. 2010) (holding 
that there was “clear evidence” that the FDA would 
not approve a warning regarding Stevens Johnson 
Syndrome on Children’s Motrin given McNeil’s 
submissions asking the FDA to do so and the FDA’s 
refusal). 

(*26) B.  PLAINTIFFS’ CLAIMS 
IMPERMISSIBLY FRUSTRATE THE 
ACHIEVEMENT OF 
CONGRESSIONAL OBJECTIVES 

Plaintiffs’ label warning claims are also 
preempted under the “obstacle” form of preemption. 
The objectives and purposes of Congress would be 
improperly frustrated where, as here, the FDA has 
specifically considered and declined to adopt the 
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instructions proposed by Plaintiffs. Levine explicitly 
“recognize[s] that some state-law claims might well 
frustrate the achievement of congressional 
objectives.” 129 S.Ct. at 1204. In his concurring 
opinion, Justice Breyer suggested that such a conflict 
may occur where a plaintiff’s inadequate warnings 
claim under “state tort law” would “interfere with 
the FDA’s desire to create a drug label containing a 
specific set of cautions and instructions.” Id. (Breyer, 
J., concurring) (emphasis added). That is precisely 
what happened here. The FDA determined as a 
matter of national health policy that caretakers of 
children under two years old should be instructed to 
call a doctor to obtain dosing instructions. The FDA 
explicitly considered, but rejected, the weight- and 
age- based dosing instructions and specific effect 
information that Plaintiffs demand here. Because 
Plaintiffs’ claims interfere with FDA creation of a 
label for Infants’ Tylenol® containing a defined 
methodology for dosing, they are preempted. 

The instant case is not unlike Green v. BDI 
Pharmaceuticals, 35,291 (La.App. 2 Cir. 10/31/01), 
803 So.2d 68, 73, in which the importance of 
Congressional objectives on the issue preemption 
was noted in dismissing claims that an over-the-
counter drug had inadequate warnings: 

When Congress expresses an 
intent to enact a comprehensive 
regulatory scheme, the Federal law 
preempts any State law which would 
impose additional requirements. 
Hopkins v. American Cyanamid Co., 
95-1088 (La. 1/16/96), 666 So.2d 615. 

* * * 
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APPENDIX E: 
 

Trial Testimony Excerpts 
La. 27th Judicial District Court 

Dr. Anthony Temple June 18, 2010 (Volume 14): 

(*3137) 

Q. Doctor, where does it say on this box that 
Infants’ Tylenol is more concentrated that 
Children’s Tylenol? 

A. It doesn’t say that language exactly that way. 
It says “‘These are Infants’ Tylenol 
Concentrated Drops.” And then on the side it 
says, “Concentrated drops so that you can give 
less to your child.” It doesn’t say, however, the 
language that you’re asking about, no. 

Q. So it’s fair to say the answer to my question is 
no it doesn’t say that Infants’ Tylenol is more 
concentrated than Children’s Tylenol? 

A.  It doesn’t say those words, no .... (*3138) 

Q, Is there something that would keep McNeil’s 
presses from putting on the box “more 
concentrated than Children’s Tylenol”? 

A. We could use that language, yes. 

Q. That wouldn’t be prohibited by the FDA, sir. 

A. I think we could ask them. * * * 
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(*3150) 

Q.  The citizen’s petition is McNeil’s way of asking 
the FDA to make a change to the label, 
correct? 

A.  Not necessarily. It is not the only way. We can 
make changes by just sending a letter. This 
was a specified mechanism that FDA asked us 
to issue to deal with the dosing issue, so you 
know, there are meetings, there are other 
ways to talk about it, so that’s not “the” 
mechanism but it is “a” mechanism, yes. 

Q.  Okay. So there’s petitions like this, like 
Defense Exhibit #4, there’s letters, and there’s 
meetings, correct? 

A.  Yes. 

Q.  Okay. Did McNeil ever submit a petition, a 
letter, or convene a meeting to put a liver 
warning on the label of Infants’ Tylenol? 

A.  We did submit a letter and in about 2004, we 
questioned, they put the word “liver damage” 
in place of “serious health consequences” on all 
acetaminophen products before FDA decided 
to mandate it, yes, but prior to that time, no 
we hadn’t because the word “serious health 
consequences” we felt was appropriate and 
maybe better suited for the circumstances. 

Q.  I want to make sure I understand. In 2003 
when Brianna Hutto died, McNeil had not yet 
made an effort to put the liver warning on the 
label? 
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A.  That’s correct. We had not submitted that 
letter at that time, no. * * * 

(*3152) 

Q. Okay. The current version of the label as we 
see with Plaintiff’s Exhibit #17, the current 
version does have the liver damage warning, 
correct? 

A. It does. * * * 

(*3155) 

Q.  And as we know, the language can be changed 
if McNeil asks? 

A.  Certain elements of the label can be changed; 
certain other elements cannot be changed. 

Q.  Okay. Did McNeil ever file a Citizen’s Petition, 
send a letter, or convene a meeting to try and 
have a maximum single dose warning placed 
on the label of Infants’ Tylenol? 

A.  No, we felt that the right way to deal with this 
was to give the right dosing for children under 
two on the label first and that they say don’t 
give more than five of those a day.... 

(*3156) 

Q. Let me ask you one more time. Please answer 
the question. What efforts has McNeil made to 
place a maximum single dose warning on 
Infant’s Tylenol? 

A. We did not make an effort because in fact we 
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didn’t think it was appropriate to do so....* * * 

(*3160) 

Q. Doctor Temple, we were talking about 
symptoms of overdose and my question was 
that despite the procedural mechanism 
available to McNeil to seek a change of its 
label, McNeil has never done so with regard to 
placing the symptoms of overdosing on 
Infants’ Tylenol labels? 

A.  McNeil’s not specifically asked for the kinds of 
signs and symptoms you’re talking about on 
the label. * * * 

(*3162) 

Q. Okay. And as you told me in your deposition, 
McNeil has never made an effort to put that 
warning [that the product can cause death] on 
its label, correct? 

A. McNeil did not–yes, would not think it would 
be appropriate to put that on all products in 
the over-the-counter arena because that’s 
what you’d have to do to make it an 
appropriate warning. 

 
Dr. Barry Rumack June 18, 2010 (Volume 15) 

(*3384) 

Q. In response to my question as to what efforts 
McNeil has made to put a maximum single 
dose warning on its label, you again said 
something–you said something about the FDA 
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and dosing instructions. 

A. I don’t know anything about McNeil trying to 
get a maximum warning or not. 

Q. Okay, and my question was, you’re not aware 
of any efforts that have been made? 

A. I don’t know anything about it. 

Q. Doctor, is there a warning on the box label or 
the bottle label that the product, Infant’s 
Tylenol, can kill their child? 

A.  No. 

Q. Are you aware of any efforts that McNeil has 
made to place that information on its label? 

A. I’m not aware of that on this or any other 
label. 

Q. You’ve had some association with the FDA, so 
you are aware, doctor, that there are 
mechanisms by which McNeil can seek to 
make changes to its labels. For one, there’s a 
citizens petition process? 

A.  Yes. 

Q. There’s a letter process? (*3385) 

A. Yes. 

Q. There’s convening of a meeting process? 

A. Yes.  



29a 

Q. Help me out. Are there any others? 

A. They could apply for an abbreviated new drug 
application. I suppose there are probably some 
other mechanisms. 

Q. Okay. So it’s not a situation where McNeil has 
to simply sit back and take whatever the FDA 
tells it, it can challenge it, it can seek to make 
changes to its labels, if it so chooses, correct? 

A.  Yes, and it has done exactly that in terms of 
dosing. 

Q. Only with regard to dosing and nothing else as 
far as you know, correct? 

A. Not that I know of.  

 


