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REPLY BRIEF FOR PETITIONER 

The Louisiana Third Circuit Court of Appeal’s  
decision in this case is irreconcilable with PLIVA, 
Inc. v. Mensing, 131 S. Ct. 2567 (2011), which holds 
that state-law failure-to-warn claims are preempted 
when it is impossible for the manufacturer to comply 
with both federal and state law.  The Court of Ap-
peal’s failure to apply PLIVA requires summary re-
versal, a “GVR,” or plenary review by this Court. 

The application of preemption principles to OTC 
monograph drugs is critically important given the 
ubiquity of OTC drugs.  See Pet. 20; CHPA/PCPC 
Amicus Br. 3.  Respondents do not even attempt to 
deny the importance of the issue.  They instead at-
tempt to defend the merits of the Court of Appeal’s 
decision on alternative grounds that were never as-
serted below or relied upon by the court.  And they 
try in vain to distinguish PLIVA on its facts.  None 
of their arguments presents a valid basis for denying 
review.  Certiorari should be granted.   

I. RESPONDENTS’ ARGUMENTS AGAINST 
REVIEW ARE UNAVAILING 

Respondents advance four arguments in opposi-
tion to the petition, but none of them has merit. 

First, respondents contend (Opp. 5-6) that 21 
U.S.C. § 379r(e) resolves the preemption issue in this 
case in their favor.  Respondents are incorrect.  Sec-
tion 379r—which was enacted to ensure “national 
uniformity for nonprescription drugs”—prohibits 
states from imposing “any requirement … that is dif-
ferent from or in addition to, or that is otherwise not 
identical with,” federal requirements for OTC drugs.  
Id. § 379r(a).  The statute thus expressly preempts 



2 

 

any state laws that seek to impose different re-
quirements than federal law.  Importantly, however, 
Section 379r contains a savings clause for product 
liability actions, providing that the preemption pro-
vision must not be “construed to modify or otherwise 
affect any action or the liability of any person under 
the product liability law of any State.”  Id. § 379r(e). 

Respondents argue that Section 379r(e)’s savings 
clause is “dispositive of the issue of preemption.”  
Opp. 5.  It is not—in fact, the savings clause has no 
relevance here.  By its own clear terms, the clause 
limits only the scope of the express preemption pro-
vision, and petitioner’s preemption argument is not 
based on that provision at all.  Like the defendants 
in PLIVA and Wyeth, petitioner here does not con-
tend that the state-law claims at issue are within the 
compass of an express preemption provision, but 
that the claims conflict with the federal statutory 
and regulatory scheme.  As this Court has recog-
nized on numerous occasions, “neither an express 
pre-emption provision nor a saving[s] clause ‘bar[s] 
the ordinary working of conflict pre-emption princi-
ples.’”  Buckman Co. v. Pls.’ Legal Comm., 531 U.S. 
341, 352 (2001) (citing Geier v. Am. Honda Motor 
Co., 529 U.S. 861, 869 (2000)).  And, as the Court 
has also emphasized, a savings clause may dictate 
that an “express pre-emption provision does not of its 
own force pre-empt common-law tort actions,” but it 
“does not foreclose … the possibility that a federal 
[regulation] will pre-empt a state common-law tort 
action with which it conflicts.”  Geier, 529 U.S. at 
870 (emphasis added).   

Second, respondents argue that even though OTC 
monographs set forth the conditions under which an 
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OTC drug is safe and effective and not misbranded, 
“the inclusion of additional warnings does not render 
a drug nonconforming or misbranded.”  Opp. 8.  But 
respondents cite no statute or regulation supporting 
the notion that a manufacturer may unilaterally add 
additional warnings not contained in the applicable 
OTC monograph.  No such statute or regulation ex-
ists.  Indeed, the leading associations for OTC manu-
facturers—the Consumer Healthcare Products Asso-
ciation and the Personal Care Products Council—
filed a brief as amici curiae in support of the petition 
to explain that OTC drugs marketed under the mon-
ograph regime must comply with the applicable 
monograph and manufacturers cannot add addition-
al language to their labels without the FDA’s con-
sent:   

The regulations do not permit the labeling of a 
product marketed under a final monograph to 
adopt dosing information or warnings that 
FDA does not expressly permit in the applica-
ble monograph.  Accordingly, to adopt labeling 
inconsistent with the monograph, a manufac-
turer that markets a product under a final 
monograph would need to file an NDA seeking 
a deviation from the monograph under 21 
C.F.R. § 330.11 or petition the agency to 
change the monograph. 

CHPA/PCPC Amicus Br. 8 (citation omitted); see also 
PLAC Amicus Br. 14 (“The regulatory ability to 
make unilateral or independent changes to labels is 
not available to makers of either brand-name or ge-
neric OTC drugs.”).  If the FDA actually allowed 
manufacturers to independently add or amend OTC 
drug labels without regard to the applicable OTC 
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monograph, the leading trade associations would 
certainly be aware of that fact. 

Moreover, it would defy reason to think that the 
FDA would regulate OTC labeling requirements so 
strictly as to dictate not only the precise language to 
be used, see, e.g., 21 C.F.R. § 330.1(c)(2), but also the 
size and font to be used on the labels, see, e.g., id. 
§ 201.66 (“This section sets forth the content and 
format requirements for the labeling of all OTC drug 
products.”), but that it would simultaneously allow 
manufacturers absolute discretion to place addition-
al warnings and information on their labels. 

The only support respondents cite for the notion 
that a manufacturer may deviate from the applicable 
monograph without the prior consent of the FDA is 
the FDA’s comments in the Federal Register con-
cerning the placement of “voluntary warnings” on 
product packaging.  64 Fed. Reg. 13,254, 13,271 
(Mar. 17, 1999).  Those comments do not support re-
spondents’ argument in the least.  They merely state 
that the FDA “encourages manufacturers to discuss 
with the agency the addition of voluntary warnings 
to OTC drug products.”  Id. (emphasis added).  No-
where in the cited comments—or elsewhere—does 
the FDA suggest that a manufacturer may act uni-
laterally to add such warnings.1 

                                            
1 Respondents also state that one of petitioner’s experts tes-

tified that OTC manufacturers can unilaterally change the 
drug label by sending a letter to the FDA.  Opp. 9 (citing Resp. 
App. 25a).  Taken in context—and consistent with the FDA 
comments discussed above—petitioner’s expert was simply ob-
serving that a manufacturer could ask the FDA for permission 
to deviate from the monograph by sending a letter (as opposed 
to filing a Citizen’s Petition), not that a manufacturer could 
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If there were a legitimate dispute about whether 
OTC drug manufacturers can act without the FDA’s 
prior approval to place additional warnings and in-
formation on their labels, it would only be a reason 
to grant plenary review and resolve the case on the 
merits rather than summarily reverse in light of 
PLIVA (unless, of course, the Court would prefer the 
Louisiana courts to consider the question in the first 
instance, in which case a GVR would be appropri-
ate).  But the FDA’s regulations for monograph OTC 
drugs give manufacturers no such authority to act 
alone, and PLIVA therefore controls. 

Third, respondents contend that because the 
monograph governing Infant’s Tylenol® was a tenta-
tive final monograph, rather than a final mono-
graph, petitioner was free to deviate from the mono-
graph’s labeling requirements.  Opp. 10-13.  In sup-
port of this argument, respondents cite the FDA’s 
stated policy of not initiating regulatory action 
against drugs marketed pursuant to a tentative final 
monograph.  See FDA, Compliance Policy Guide 
450.200 Drugs – General Provisions and Administra-

                                                                                         
unilaterally make the change simply by informing the FDA of 
its intent to do so.  See Resp. App. 25a (“Q: ‘The citizen’s peti-
tion 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 just by sending a letter.’”); see also Resp. 
App. 28a-29a (“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 pro-
cess.’  A: ‘Yes.’  Q: ‘There’s a convening of a meeting process?’  
A: ‘Yes.’  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.’”). 
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tive Procedures for Recognition as Safe and Effec-
tive.2  But contrary to respondents’ argument, this 
policy only establishes that the FDA expects compli-
ance with tentative final monographs.  It does not 
indicate that the FDA will hesitate to exercise its le-
gal authority to take regulatory action against OTC 
drug manufacturers who deviate from tentative final 
monographs without the agency’s prior approval.  If, 
as respondents contend, manufacturers had com-
plete independence to devise OTC drug labels prior 
to the issuance of a final monograph, there would be 
no need for the FDA to announce a regulatory policy 
exempting from enforcement those who market their 
products in conformance with a tentative final mon-
ograph. 

The FDA’s insistence on compliance with tenta-
tive final monographs stems from the fact that such 
monographs constitute the FDA’s “statement of poli-
cy” about the conditions under which the OTC prod-
uct is considered safe and effective and not mis-
branded.  See 21 C.F.R. § 10.85(d)(1).  If a drug 
manufacturer deviates from a tentative final mono-
graph without the FDA’s permission, the FDA may 
deem the drug misbranded or determine that it is a 
“new drug” being marketed unlawfully without hav-
ing gone through the NDA process.  The threat of 
regulatory action is not illusory but very real, as re-
cent FDA enforcement actions reflect.  On April 18, 
2011, the FDA sent warning letters to two different 
companies finding their products to be “new drugs” 
because they were not compliant with the applicable 

                                            
2 Available at http://www.fda.gov/ICECI/ComplianceMan 

uals/CompliancePolicyGuidanceManual/ucm074388.htm. 
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tentative final monographs.  See Letter from Teresa 
C. Thompson, Director, Cincinnati District, to Don-
ald Nelson, President and CEO, JD Nelson and As-
soc. (Apr. 18, 2011);3 Letter from Charles M. Breen, 
Director, Seattle District, to Steve D. Smith, Presi-
dent, Tec Labs., Inc. (Apr. 18, 2011).4  In both letters, 
the FDA stated its policy that “[p]ending a final 
monograph, the agency does not object to the mar-
keting of OTC drugs that meet the formulation and 
labeling requirements described in the relevant 
TFM.”  Thompson Letter, supra (emphasis added; 
footnote omitted); see also Breen Letter, supra 
(same).  But in both cases, the FDA determined that 
the “product’s formulation and labeling are not con-
sistent with” the relevant TFM and thus it was “a 
‘new drug’ under section 201(p) of the Act and may 
not be legally marketed in the United States without 
an approved application under section 505(a) of the 
Act.”  Id. (footnote and parallel citation omitted).  
And, as the amici brief for the Consumer Healthcare 
Products Association and the Personal Care Prod-
ucts Council has explained, the FDA has issued nu-
merous other warning letters to manufacturers for 
deviating from a tentative final monograph.  
CHPA/PCPC Amicus Br. at 10-11 & n.6.  Indeed, the 
FDA has taken regulatory action against another 
manufacturer of an OTC acetaminophen product 
based on noncompliance with the tentative final 
monograph.  See Letter from Emma R. Singleton, 
Director, Florida District, to Miguel Garcia Armen-
                                            

3 Available at http://www.fda.gov/ICECI/EnforcementAc 
tions/WarningLetters/2011/ucm252038.htm. 

4 Available at http://www.fda.gov/ICECI/EnforcementAc 
tions/WarningLetters/2011/ucm251975.htm. 
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gol, President, Direct Dispensing, Inc. (Nov. 2, 
2006).5  The threat of regulatory action thus poses a 
significant risk to OTC manufacturers, even when 
the product is marketed pursuant to a tentative final 
monograph, such that the manufacturer cannot “act 
sufficiently independently under federal law to do 
what state law requires.”  PLIVA, 131 S. Ct. at 2580. 
The PLIVA analysis thus applies with equal force to 
OTC drugs marketed pursuant to both final mono-
graphs and tentative final monographs. 

Fourth, and finally, respondents assert that peti-
tioner has not preserved its PLIVA preemption ar-
gument because it did not specifically cite PLIVA in 
the trial court.  Opp. 15.  When this case was pend-
ing before the trial court, however, PLIVA had not 
yet been decided.  This Court decided PLIVA while 
the case was on appeal to the Louisiana Third Cir-
cuit Court of Appeal, and petitioner thereafter raised 
PLIVA preemption in its appellate briefs.  See COA 
Opening Br. 23-26; see also App. 20a (“McNeil cites 
PLIVA, Inc. v. Mensing, … as support for its posi-
tion.”).  The Court of Appeal considered PLIVA and 
erroneously distinguished it as “deal[ing] with state 
law claims against manufacturers of generic drugs, 
not a brand-name manufacturer like McNeil.”  App. 
20a.  The preemption argument based on PLIVA is 
thus fully preserved, both because petitioner pressed 
it in the courts below at the earliest opportunity, and 
because the Court of Appeal explicitly passed upon 
the argument.  See United States v. Williams, 504 

                                            
5 Available at http://www.fda.gov/ICECI/EnforcementAc 

tions/WarningLetters/2006/ucm076153.htm. 
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U.S. 36, 41 (1992) (Court may review an issue either 
pressed or passed upon). 

And while petitioner did not specifically cite PLI-
VA until the decision existed, petitioner did consist-
ently press the general issue of preemption in the 
trial court.  See Resp. App. 6a (petitioner’s answer);6 
App. 48a (JNOV Tr.); App. 52a-54a (Mot. for Di-
rected Verdict Tr.).  It is well established that where 
a federal claim is properly preserved, “a party can 
make any argument in support of that claim; parties 
are not limited to the precise arguments they made 
below.”  Yee v. City of Escondido, 503 U.S. 519, 534 
(1992); see Lebron v. Nat’l R.R. Passenger Corp., 513 
U.S. 374, 379 (1995).  Petitioner repeatedly raised 
preemption below, thereby preserving the issue for 
this Court’s review. 

In sum, none of respondents’ arguments poses 
any bar to this Court’s adjudication of the case, 
whether on plenary review, summary reversal, or 
GVR. 

                                            
6 Respondents argue (Opp. 16, n.9) that petitioner failed to 

raise preemption in its answer, but that assertion is belied by 
respondents’ own appendix.  See Resp. App. 6a (“FIFTH DE-
FENSE[:] At all pertinent times, the drug Tylenol was market-
ed in full compliance with all applicable federal regulations as 
promulgated by the United States Food and Drug Administra-
tion.”).  It is also contrary to respondents’ own understanding of 
the case, given that respondents filed a motion to strike peti-
tioner’s Fifth Affirmative Defense, arguing that “the Fifth Af-
firmative Defense asserted by this defendant is contrary to the 
law as stated in Wyeth v. Levine, 129 S. Ct. 1187 (2009).”  Mot. 
to Strike (Dec. 7, 2009), at 1; see also Mem. ISO Mot. to Strike 
(Dec. 7, 2009), at 5. 
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II. THIS COURT SHOULD CLARIFY THE 
APPLICATION OF PREEMPTION PRIN-
CIPLES IN THE CONTEXT OF OTC 
MONOGRAPH DRUGS 

As this Court explained in PLIVA, the relevant 
question for preemption is whether a manufacturer 
can “act sufficiently independently under federal law 
to do what state law requires.” 131 S. Ct. at 2580.  
The Court of Appeal failed to undertake this neces-
sary inquiry, having erroneously held that PLIVA 
does not apply to the case.  

This Court should review that decision, either 
through summary disposition or GVR, or after ple-
nary review with full merits briefing.  The question 
of how preemption principles apply to OTC drugs 
marketed under the monograph regime is of critical 
importance to the pharmaceutical industry, as evi-
denced by the certiorari-stage amici briefs.  OTC 
preemption “is of vital importance to the many 
CHPA and PCPC members that market products 
under the monograph system,” CHPA/PCPC Amicus 
Br. 2, and it “directly implicates the broad national 
concern of PLAC and its members, many of whom 
are makers of OTC drugs subject to FDA regulations 
governing their labels,” PLAC Amicus Br. 2-3.  
Moreover, the courts are divided on whether state-
law claims against OTC monograph drugs are 
preempted.  Compare App. 18a-20a (state-law claims 
not preempted), and Valdes v. Optimist Club of 
Suniland, Inc., 27 So. 3d 689 (Fla. 3d DCA 2009) 
(same), cert. denied, 131 S. Ct. 1021 (2011), with 
Byrne v. Teva Pharms. USA, Inc., 2011 WL 7144984 
(Dec. 8, 2011) (state-law claims preempted under 
PLIVA). 
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Respondents argue that review is not warranted 
because the decision below was correct on the merits 
and does not conflict with any decision of this Court.  
But petitioner has already shown (Pet. 14-18) that 
the Court of Appeal’s decision cannot be squared 
with the basic holding of PLIVA that “when a party 
cannot satisfy its state duties without the Federal 
Government’s special permission and assistance, 
which is dependent on the exercise of judgment by a 
federal agency, that party cannot independently sat-
isfy those state duties for pre-emption purposes.”  
131 S. Ct. at 2581.  Respondents argue (Opp. 18) 
that PLIVA is distinguishable because that case con-
cerned the ANDA application process for generic 
prescription drugs, whereas this case involves OTC 
drugs marketed pursuant to the monograph process, 
but that distinction is irrelevant to the legal stand-
ard.  While the regulatory regimes differ (as peti-
tioner has already explained, see Pet. 2-7), the fun-
damental problem is the same: as in PLIVA, peti-
tioner here could not add, alter, or amend the warn-
ings on its product without the prior consent of the 
FDA.  And because petitioner could not unilaterally 
add the warnings respondents contend state law re-
quired, respondents’ state-law failure-to-warn claims 
are preempted. 
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CONCLUSION 

This Court should grant the petition for a writ of 
certiorari and summarily reverse, or vacate the 
judgment of the Louisiana Third Circuit Court of 
Appeal and remand the case for further considera-
tion in light of PLIVA, Inc. v. Mensing, 131 S. Ct. 
2567 (2011).  Alternatively, the Court should grant 
the petition and set the case for plenary review. 

Respectfully submitted, 

JONATHAN D. HACKER 
LOREN L. ALIKHAN 
LAURA L. CONN 
O’MELVENY & MYERS LLP 
1625 Eye Street, N.W. 
Washington, D.C. 20006 
(202) 383-5300 

DEBRA D. O’GORMAN 
DECHERT LLP 
1095 Avenue of the 
  Americas 
New York, NY 10036 
(212) 698-3500 

CHARLES C. LIFLAND 
  (Counsel of Record) 
clifland@omm.com 
O’MELVENY & MYERS LLP 
400 South Hope Street 
Los Angeles, CA 90071 
(213) 430-6000 

KATHLEEN A. MANNING 
MCGLINCHEY STAFFORD PLLC 
12th Floor, 601 Paydras St. 
New Orleans, LA 70130 
(504) 586-1200 

 
September 12, 2012 
 


