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INTRODUCTION 


In their brief, Respondents invite this Court to (1) add words to a legislative enactment, 

W. Va. Code § 55-8-16(a) (2011), in violation of the separation of powers; (2) choose among 

disputed evidence showing that Respondents knew over many years the risks Zoloft posed to 

pregnant women and their unborn children, in violation of the Rule 56 of the Rules of Civil 

Procedure; and (3) conclude that federal law impliedly preempts Michigan's legislatively

designed products liability statute, in violation of well-settled principles of federalism. This 

Court should decline the invitation beca\lse Respondents' arguments offer no persuasive defense 

of the Panel's order. On the contrary, several features of the response brief actually draw 

attention to the Panel's errors. 

1. The first tell is that Respondents completely ignore Baby M.'s plain-language analysis 

ofW. Va. Code § 55-8-16(a) (2011), the statutory choice oflaw rule that expressly applies only 

to "failure to warn" claims. Respondents literally have no answer to this Court's long line of 

cases holding that where the language of a legislative enactment is clear, the "judicial inquiry is 

complete." State ex rei. Bia/ore v. Tomblin, 236 W. Va. 528, 533, 782 S.E.2d 223, 228 (2016) 

(quoting Rubin v. United States, 449 U.S. 424,430 (1981)); see Pet. Br. 8-11. 

In contravention of this principle, Respondents embrace the Panel's efforts to avoid the 

plain language by electing/or Baby M. the theory it believed she might have presented to a 

jury--contrary to this Court's clear instruction in Ilosky v. Michelin Tire Corp., 172 W. Va. 435, 

307 S.E.2d 603 (1983). The Panel's decision thus turned this Court's predecent (not to mention a 

legion of cases from other jurisdictions) on its head. 

2. The second revealing feature of the response brief is its focus on the facts that 

Respondents believe show that Zoloft is perfectly safe for pregnant mothers and unborn children. 



See Resp. Br. 18-27. But that gives away the game. That broad factual dispute is what Baby M.'s 

case is about, and why the Panel's decision to grant summary judgment in the face of two sides 

disputing the evidence was error. In short, Respondents attempt to persuade this Court (like the 

Panel before it) to agree with their version of the story. But that is not the role of summary 

judgment. See Syl. Pt. 3, Painter v. Peavy, 192 W. Va. 189, 190,451 S.E.2d 755, 756 (1994) 

("The circuit court's function at the summary judgment stage is not to weigh the evidence and 

determine the truth of the matter ....") 

3. Finally, illustrating just how far afield Respondents have taken Baby M. from her 

effort to prove her claims on the merits, Respondents engage this Court in a battle of dueling 

federal courts of appeal decisions over whether a rebuttable presumption available to Baby M. 

under Michigan products law (assuming it applies) is implicitly wiped-away by the "purposes 

and objectives" of federal law. 

Respondents, however, make a critical first mistake. They assert that "at issue here is not 

a State's ability to impose liability for the sale of defective medicines, but whether a State law 

can impose liability for 'fraud on the FDA.'" Resp. Br. 10. Not true. As Baby M.'s opening brief 

explained, see Pet Br. 18-21, the Michigan statute does not create a new cause of action for fraud 

on the agency, but rather places a condition on victims' ability to recover under preexisting state 

tort law-the very type of traditional state law at the heart of the presumption against 

preemption. Respondents' attempt to discount the Second Circuit's persuasive analysis in 

Desiano v. Warner-Lambert & Co., 467 F.3d 85 (2d Cif. 2006) never recovers from this 

fundamentally false premise. 

And if that were not enough, Respondents fail to address the many Supreme Court cases 

applying the presumption against preemption in cases precisely like this one, where the lack of a 
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federal remedy for Baby M. 's injuries is clear and undisputed. See Pet. Br. 16-18 & n.2; 

Silkwood v. Kerr-McGee Corp., 464 U.S. 238, 251 (1984) ("It is difficult to believe that 

Congress would, without comment, remove all means ofjudicial recourse for those injured by 

illegal conduct."). Nor do Respondents even respond to the implications for federalism should 

Michigan's products law be impliedly preempted. See Pet. Br. 15-18; see also S. Blasting Sen's .. 

Inc. v. Wilkes Cty., NC, 288 F.3d 584,591 (4th Cir. 2002) ("[B]y allowing state and federal 

regulations to coexist, Congress was fostering the values of federalism and recognizing the 

historic primacy of state regulation of matters of health and safety.") (quotations omitted). 

The Panel should be reversed. 

ARGUMENT 

I. 	 Respondent offers no good reason to abandon the plain language of West 
Virginia Code § 55-8-16(a) (2011). 

As Baby M. explained in her opening brief, the Panel improperly expanded the scope of 

the statutory choice oflaw rule, W. Va. Code § 55-8-16(a) (2011), by mandating that Michigan 

law governs each of Baby M's three products claims--even though the plain statutory text only 

covers "failure to warn" claims. See Pet. Br. 8-12; W. Va. Code § 55-8-16(a) (2011). The 

response does little to overcome this error. 

1. To begin, Respondents completely fail to respond to fact that a plain language reading 

of the statute is both the beginning and the end of the judicial analysis. This is a telling omission. 

See W Va. Health Care Cost Review Auth. v. Boone Mem 'I Hasp., 196 W. Va. 326, 337. 472 

S.E.2d 411, 422 (1996) ("[O]ur interpretive task begins by examining the language of the 

statute."); Barnhart v. Sigmon Coal Co., 534 U.S. 438, 450 (2002) ("[W]e begin with the 

language of the statute."). As this Court has declared time and again, whatever the policy 

implications that may result from the application of plain statutory language, "it is the clear and 
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unmistakable duty of the judiciary to merely apply the language." State ex reI. Bia/ore v. 

Tomblin, 236 W. Va. 528, 532, 782 S.E.2d 223,227 (2016) (emphasis added). And here, there is 

no need to guess what the Legislature intended to do when it enacted W. Va. Code § 55-8-16(a) 

(2011). The language itself tells us. Indeed, as this Court has recognized, "[i]fthe statutory text is 

clear and unambiguous, we must apply the statute according to its literal terms." Jd. Respondents 

do not dispute-nor could they-that the text of Section 16(a) is anything but "clear and 

unambiguous." As a result, the "literal terms" of Section 16(a) control the outcoqle here, 

regardless of Respon~ents' preferences otherwise. Accord Simmons v. Himmelreich, 136 S. Ct. 

1843, 1848 (2016) ("Absent persuasive indications to ~he contrary,.we presume Congress says 

what it means and means what it says."). In short, "[w]hen the language of a statute is 

unambiguous, judicial inquiry is complete." Bia/ore, 236 W. Va. at 533, 782 S.E.2d at 228 

(quotations omitted). 

Respondent likewise has no good response to the argument that had the Legislature 

wanted to sweep in all claims and theories of products liability law in Section 16(a), surely it 

would have done so. Instead, the Legislature specifically identified only "failure to warn" claims 

as those captured by the choice of law rule. Under the well-settled canon expressio unius est 

exclusio aiterius, "[i]f the Legislature explicitly limits application of a ... rule to one specific 

factual situation and omits to apply the doctrine to any other situation, courts should assume the 

omission was intentional; courts should infer the Legislature intended the limited rule would not 

apply to any other situation." State ex reI. Riffle v. Ranson, 195 W. Va. 121, 128,464 S.E.2d 

763, 770 (1995). Simply put, "a statute which specifically provides that a thing is to be done in a 

particular manner, normally implies that it shall not be done in any other manner." Id. So too 

here. Respondents make no persuasive case to conclude otherwise. 
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2. In other respects, the response essentially parrots the reasoning of the Panel, which 

held that Baby M. 's three product claims were really just a failure to warn claim. See Resp. Br. 

12-18; App. 2731. Yet, as Baby M. explained in her opening brief, this analysis not only dodges 

the plain text, it lacks support in the precedent of this Court. See Pet. Br. 10-11. Contrary to 

Respondents' attempts to muddy the waters on the product liability theories available to Baby 

M., this Court's decision in llosky v. Michelin Tire Corp., 172 W. Va. 435, 307 S.E.2d 603 

(1983), controls here. There, this Court expressly held that products liability actions "may be 

premised on ... independent theories," and that "[n]o rational reason exists to require plaintiffs 

... to elect which theory they submit to the jury... when they may elect to bring suit on one or 

all of the theories." Syl. Pt. 6, in part, id. Thus, Respondents' attempt to pierce Baby M.'s claims 

to divine their true "nature"-a word the statute never uses-so that they fit the statutory text 

(which favors the substantive outcome they desire) must be rejected. Resp. Br. 7 

This Court's decision in llosky is entirely consistent with the law of other jurisdictions. 

See, e.g., Butz v. Werner, 438 N.W.2d 509, 513 (N.D. 1989) ("[W]e believe that recovery sought 

under a negligent failure-to-warn theory and recovery sought under a products-liability theory of 

marketing a product which is defective and unreasonably dangerous because it is not 

accompanied by adequate warnings are two separate and distinct theories of recovery. "); 

Gosewisch v. Am. Honda Motor Co., 737 P.2d 376, 379 (Ariz. 1987) ("A plaintiff is not required 

to make an election between pursuing a case on a strict products liability theory of either design 

defect or failure to warn."); Cartel Capital Corp. v. Fireco a/New Jersey, 410 A.2d 674, 683 

(N.J. 1980) ("[A] plaintiff is not required to elect his theory of recovery and thereby gamble on 

the outcome of the trial findings.") (quotations and ellipses omitted). 
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3. As Baby M. previously explained, because Section 16(a) only applies to her failure to 

warn claim, her claims for strict products liability and negligence are controlled by the common 

law. See Pet. Br. 11-12; App. 946 (Panel holding that Baby M.'s other product claims "can still be 

reviewed under the common law of West Virginia"). And under that common law, "the doctrine 

of lex loci delicti will not be invoked where 'the application of the substantive law of a foreign 

state ... contravenes the public policy ofthis State." Mills v. Quality Supplier Trucking, Inc., 203 

W. Va. 621,624,510 S.E.2d 280, 283 (1998); see also Paul v. Nat'l Li/e, 177 W. Va. 427,433, 

352 S.E.2d 550, 556 (1986). 

In response, Respondents appear to dispute the existence of the public policy exception per 

se, yet fail to offer any citation to, much less a discussion of, this Court's precedent-including 

the Mills and Paul decisions. Effectively, Respondents would have this Court eliminate this 

common-law exception without even attempting to reconcile this Court's cases with the present 

case. Nor do Respondents even try to justify the wholesale abandonment of this exception in light 

of the values inherent in stare decisis. See Syl. Pt. 2, Dailey v. Bechtel Corp., 157 W. Va. 1023, 

1023, 207 S.E.2d 169, 170 (1974) ("An appellate court should not overrule a previous decision 

recently rendered without evidence of changing conditions or serious judicial error in 

interpretation sufficient to compel deviation from the basic policy of the doctrine of stare decisis. 

which is to promote certainty, stability, and uniformity in the law."); see also In re Proposal to 

Incorporate Town a/Chesapeake, 130 W.Va. 527, 536,45 S.E.2d 113, 118 (1947). 

Finally, Respondents have no good answer to the fact that the Panel previously applied the 

public policy exception when it declined to dismiss Baby M. 's claims at an earlier stage of the 

case. See App. 947 (Panel concluding that Michigan law was "so clearly inadequate or 

unsatisfactory that it is no remedy at all"). Nor do Respondents appear to dispute the Paners 
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conclusion that Respondents below conceded that Baby M.'s claims would be precluded under 

Michigan law. App. 946-47 (Panel explaining that "defense counsel admitted that each and every 

claim raised by [Baby M.] ... in [her] complaint would be precluded under Michigan ... law."). 

II. 	 Respondents' lengthy presentation of their view of the disputed facts 
demonstrates that summary judgment was not appropriate in this case. 

In cases like this one, where the facts underlying the claims brought are hotly disputed

compare Pet. Br. 3, 12-15 with Resp. Br. 18-27-this Court has repeatedly instructed courts not 

to choose sides. See Kiddv.Mull, 215 W. Va. 151,161,595 S.E.2d 308, 318 (2004) ("[T]his 

Court must remain cognizant that we are 'not called upon at this procedural stage to decide the 

outcome of this case; we are simply to determine whether summary judgment was 

appropriate."') (quoting Logue v. Flanagan, 213 W.Va. 552, 557, 584 S.E.2d 186, 191 (2003». 

Rather, this Court has "consistently maintained that a motion for summary judgment should be 

granted only when it is clear that there is no genuine issue of fact to be tried and inquiry 

concerning the facts is not desirable to clarify the application of the law." ld. at 155, 595 S.E.2d 

at 312 (quotations and alteration omitted; emphasis added). In short, the "court's function at the 

summary judgment stage is not to weigh the evidence and determine the truth of the matter ... :' 

Syl. Pt. 3, Painter v. Peavy, 192 W. Va. 189,451 S.E.2d 755 (1994). 

Respondents' extensive attempt to parse, dispute, and interpret Baby M.'s evidence-in 

the lengthiest portion of the brief no less, see Resp. Br. 18-27-only confirms that the evidence 

presented was not "so one-sided" as to justify summary judgment. Tolliver v. The Kroger Co., 

201 W.Va. 509,513,498 S.E.2d 702, 706 (1997). 

On the contrary, as Baby M. laid out in her opening brief, she presented more than 

sufficient facts to survive judgment as a matter of law regarding the application of Michigan's 

FDA-approval defense. See Mich. Compo Laws § 600.2946(5)(a) (hereafter "Section (5)"). See 
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Pet. Br. 12-15. Under the plain terms of Section (5), it is enough that Baby M. presented 

evidence indicating that Respondents either "with[e]ld[] certain information from or 

misrepresent[ ed] such information to the FDA, and the FDA would not have approved the drug 

or would have withdrawn approval had it been fully informed." Ammend v. BioPort, Inc., 322 F. 

Supp. 2d 848, 876 (W.D. Mich. 2004) (emphasis added). She plainly did so here. See, e.g., Pet. 

Br. at 13-14 (bulleted examples of such evidence). 

Although Respondents seem to be arguing that their evidence is altogether more 

persuasive, that is simply not the appropriate inquiry demanded by Rule 56 or this Court's case 

law. Quite the opposite. A grant of summary judgment is only appropriate where movant 

"demonstrate[s] a lack of evidence to support the non-movant's case and that the evidence is so 

one-sided that the movant must prevail as a matter of law." Poling v. Pre-Paid Legal Servs., Inc., 

212 W. Va. 589,595,575 S.E.2d 199,205 (2002) (quotations omitted and emphasis added). 

And to the extent that Respondents only dispute the implications that can be drawn from 

the various evidence, that still is no warrant for summary judgment. See id. ("Summary judgment 

should be denied even where there is no dispute as to the evidentiary facts in the case but only as 

to the conclusions to be drawn therefrom.") (quotations omitted; emphasis added). Implications 

should be drawn by juries, not courts, from competing evidence. 

Finally, even if this Court has any hesitation about how the evidence comes down under 

Section (5), this Court has long-held that "doubts regarding the evidence must be resolved in 

favor of the non-moving party." Id. (citing Syl. Pt. 6, Aetna Casualty and Surety Co. v. Federal 

Insurance Co. ofNew York, 148 W.Va. 160, 133 S.E.2d 770 (1963)) (emphasis added). 
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III. Michigan law is not preempted. 

As Baby M. explained in her opening brief, the federal Food, Drug, and Cosmetic Act of 

1938 ("FDCA") contains no expre~s preemption provision for pharmaceuticals, and nothing in 

the history of the FDCA reflects a congressional intent to infringe on the powers of the States to 

police health and safety. Pet. Br. 15. In light of the presumption against preemption, which 

squarely applies in this case, see id. at 16-18, Michigan's rebuttable presumption to its FDA

approval defense is not preempted. To be sure, Respondents point to no "clear and manifest" 

showing that Congress intended such a result. Wyeth v. Levine, 555 U.S. 555,565 (2009). 

Moreover, Respondents tellingly do not deny that Baby M. would be left without a federal 

remedy should Michigan's law be preempted. And they make no effort to respond to the long 

line of Supreme Court cases discussing the need to evaluate the complementary nature of state 

common law and federal law in determining whether the state law is preempted. See Pet. Br. 18 

&n.2. 

The Panel's preemption decision and Respondents' defense of it, on the other hand, rests 

on an untenable analysis of the only type of implied conflict preemption at issue in this case: so

called "obstacle" preemption, which federal courts have concluded can arise from the "purposes 

and objectives" of a congressional enactment. Resp. Br. 27; see H & R Block E. Enterprises, Inc. 

v. Raskin, 591 F.3d 718,723 (4th Cir. 2010) (explaining that, to find preemption under this 

standard, "the state statute must clearly 'stand as an obstacle to the accomplishment and 

execution of the full purposes and objectives of Congress''') (quoting Chi. & N. W Transp. Co. v. 

Kalo Brick & Tile Co., 450 U.S. 311, 317 (1981 )). Yet, "[i]n making this determination, a court 

should not seek out conflicts where none clearly exists." Id. (quotations and ellipsis omitted). 
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No case better lays out the appropriate analysis and the correct conclusion than the 

Second Circuit in Desiano v. Warner-Lambert & Co., 467 F.3d 85 (2d Cir. 2006). Respondents' 

attacks on that decision are not persuasive. 

A. Respondents cannot overcome the presumption against preemption. 

The Supreme Court of United States has repeatedly emphasized that "[i]n all pre-emption 

cases, and particularly in those in which Congress has 'legislated ... in a field which the States 

have traditionally occupied,' ... we 'start with the assumption that the historic police powers of 

the States were not to be superseded by the Federal Act unless that was the clear and manifest 

purpose of Congress.'" Medtronic, Inc. v. Lohr, 518 U.S. 470,485 (1996) (quoting Rice v. Santa 

Fe Elevator Corp., 331 U.S. 218, 230 (1947)). In considering whether the first exception to 

Section 5 is impliedly preempted by federal law, the Second Circuit properly took as its starting 

point that "the presumption against federal preemption of state law obtains in the case before us." 

Desiano, 467 F.3d at 93. 

Relying on Buckman Co. v. Plaintiffs' Legal Comm., 531 U.S. 341 (2001), ~espondents 

contend that the presumption does not apply here because, they say, Michigan has strayed 

beyond its traditional police-power role of creating remedies for people injured by unsafe 

products. They claim that Michigan has instead attempted to interfere with "the relationship 

between a federal agency and the entity it regulates," Buckman, 531 U.S. at 347, and hence, that 

no presumption against preemption applies. 

As the Second Circuit recognized, however, Respondents' argument ignores fundamental 

differences between the claim in Buckman and the conditional defense made available by the 

Michigan law. The claim in Buckman was premised on the alleged violation of a duty owed to 

the FDA-not to the plaintiff. As the Supreme Court explained, the essence of the claim was that 
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the manufacturer had "made fraudulent representations to the [FDA] in the course of obtaining 

approval to market" its products, id. at 343, and the Court thus aptly and repeatedly described the 

purported cause of action as a "fraud-on-the-FDA claim." ld. at 347, 348,350,351. Such claims, 

the Court held, are not entitled to a presumption against preemption because "[p ]olicing fraud 

against federal agencies is hardly 'a field which the States have traditionally occupied. ,,, Id. at 

347 (quoting Rice, 331 U.S. at 230); see also id at 353 (plaintiffs not "relying on traditional state 

tort law which had predated the federal enactments"). At the same time, Buckman expressly 

distinguished cases, such as Silkwood, 464 U.S. 238, in which issues of federal regulatory 

compliance arise in the context of state law personal injury actions based on "traditional state tort 

law principles of the duty of care owed by" the defendant to the plaintiff. Buckman, 531 U.S. at 

352; see also id. (distinguishing Medtronic, 518 U.S. at 481, in which the "claims arose from the 

manufacturer's alleged failure to use reasonable care in the production of the product, not solely 

from the violation of FDCA requirements"). 

Here, unlike in Buckman-but as in Silkwood and Medtronic-the state law at issue is 

not an attempt to "police" conduct before the federal agency. See Mich. Compo Laws § 

600.2946(5). Rather, the law is part of a traditional state tort system aimed at redressing 

violations of duties of care owed by drug manufacturers to the individuals who use their 

products. The underlying basis of the claim against Respondents is its breach of the common-law 

duty of care. The challenged statute creates a defense (compliance with federal requirements) to 

what might otherwise be a breach of that duty of care (e.g., marketing and selling a product with 

an inadequate warning), and then limits that defense so that it is not extended to a defendant that 

did not in fact comply with the federal requirements. See Mich. Compo Laws § 600.2946(5). In 

other words, the law in question is neither aimed at regulating the conduct of manufacturers 
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before the agency, nor premised on an underlying duty to comply with federal law. Rather, the 

Michigan legislature simply circumscribed the availability of a defense to an action aimed at 

enforcing state common law duties devised to protect the health and safety of the public. 

As Respondents point out, the preemption argument here does not directly target the 

underlying tort claim, but rather the bounds of the state-law defense. But that misses the point. 

As reflected by the Restatement (Fhird) o/Torts, regulatory compliance defenses, and their 

limitation to cases in which the regulatory process is not "tainted" by a defendant's fraud, 

misconduct, or violation of regulatory requirements, are a traditional component of state tort-law 

systems. See Restatement (Third) o/Torts: Prod. Liab. § 4(b) & cmt. e (1998). The existence of 

such defenses (and of conditions or limitations on them) does not somehow transform the state's 

law into an improper effort to interfere with the federal regulatory regime any more than would 

state tort law duties that parallel federal regulatory requirements, such as those that the Supreme 

Court unanimously approved in Medtronic, 518 U.S. at 495 & 513, and Bates v. Dow 

Agrosciences LLC, 544 U.S. 431, 447 (2005). Because the purpose and function of the state law, 

as in Silkwood, Medtronic, and Bates, is not to enforce duties owed to federal agencies-but 

rather to determine the availability of a remedy for common law duties owed by the defendant 

directly to the plaintiff-the presumption against preemption applies here, as it did in those 

cases. 

B. Buckman does not control the outcome in this case. 

Respondents' efforts to bind the hands of this Court by pointing to the Buckman decision 

are likewise not persuasive. In Buckman, the plaintiffs' theory was that, without the fraudulent 

representation of the manufacturer's consultant Buckman, the FDA would not have cleared the 

device for marketing, the manufacturer therefore would not have had access to the market to 
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promote its device for an unapproved use, and the plaintiffs then would not have suffered injury 

from the unapproved use of the device. 531 U.S. 341; see also In re Orthopedic Bone Screw 

Prods. Liab. Litig., 159 F.3d 817,827 (3d Cir. 1998). Holding that this "fraud-on-the-FDA" 

claim was preempted, the Supreme Court stated, "The conflict stems from the fact that the 

federal statutory scheme amply empowers the FDA to punish and deter fraud against the 

Administration, and that this authority is used by the Administration to achieve a somewhat 

delicate balance of statutory objectives. The balance sought by the Administration can be skewed 

by allowing fraud-on-the-FDA claims under state tort law." Buckman, 531 U.S. at 348. Summing 

up its reasoning, the Court concluded, "were plaintiffs to maintain their fraud-on-the agency 

claims here, they would not be relying on traditional state tort law [that] had predated the federal 

enactments in question. On the contrary, the existence of these federal enactments is a critical 

element in their case." Id. at 353. 

The same cannot be said here, for several reasons. First, Baby M.'s claims, if successful, 

would not "punish and deter fraud against" the FDA. Rather, similar to Medtronic, Baby M.'s 

"arose from the manufacturer's alleged failure to use reasonable care" in the marketing and sale 

of the product, "not from the violation ofFDCA requirements." Jd. at 352. Second, the claims at 

issue existed prior to the FDCA and exist apart from the FDCA. Here, Baby M. does allege that 

Zoloft would not have been approved for sale if Respondents had not concealed from or 

misrepresented information to the FDA, but those allegations arelor the purpose ofrebuttinf? the 

defense provided by Mich. Compo Laws § 600.2946(5), not for the purpose of seeking to impose 

liability for fraud on the agency. See In re Methyl Tertiary Butyl Ether (MTBE) Prod Liab. 

Litig., 725 F.3d 65, 101 (2d Cir. 2013) ("A showing that the federal and state laws serve different 

purposes cuts against a finding of obstacle preemption."). In other words, Respondents' conduct 
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with respect to the agency is at issue in the case-not because of the common-law claims 

alleged-but because Respondents have asserted FDA-approval as a defense to liability under 

state law. See Taylor v. SmithKline Beecham Corp .• 658 N.W.2d .127, 131 (Mich. 2003) (stating 

that § 600.2946(5) provides defense to product liability claim). Buckman simply does not address 

this situation. 

Respondents also incorrectly suggest that the elements of the claim alleged in Buckman 

mirror the elements that Respondents must prove to prevail in their lawsuits here. In Buckman, 

however, the plaintiffs did not allege or seek to prove against Buckman the traditional elements 

of a common-law tort claim-e.g., a design defect, a failure to provide adequate warnings about 

risks associated with product, or a breach of warranty. Here, by contrast, Baby M. will not 

prevail unless she can prove the elements of those traditional claims that she raises-including, 

for example, existence of the relevant duties, breach of the duties, and injury resulting from the 

particular defects or breaches. 

Accordingly, a finding that Respondents had obtained FDA approval for Zoloft through 

misrepresentation or omission would not, as in Buckman, be a finding of liability. Rather, its 

effect would be only to put the case back in the position it would have been in had Respondents 

not invoked Michigan's presumption. For this reason. the concerns articulated in Buckman-that 

only the FDA should have responsibility for policing its approval process and for determining 

the appropriate sanction for failures to comply with FDA requirements--do not apply here. I 

I In a related argument, Respondents contends that the exception to the Michigan statute "would" 
encourage companies to submit to the FDA large amounts of information that the FDA "neither 
wants nor needs." Resp. Br. 21-22 (citing Buckman, 531 U.S. at 351). The Michigan statute, 
however, has been in effect since 1995, and the Sixth Circuit did not issue its decision in Garcia 
holding the exception usually preempted until 2004. Moreover, four States enacted statutes 
immunizing manufacturers of approved prescription drugs from punitive damages unless the 
plaintiff could show that the company made misrepresentations or failed to submit relevant 
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C. 	 The Sixth Circuit's decision in Garcia v. Wyeth-Ayerst Laboratories and the 
cases following it are not persuasive. 

Respondents' attempts to compare this case to Garcia v. Wyeth-Ayerst Labs., 385 F.3d 

961 (6th Cir. 2004), fare no better than its efforts to undermine the Second Circuit's decision in 

Desiano. Citing Buckman, the plaintiff in Garcia had armed that the statute providing the 

defense was unconstitutional because it required her to prove fraud on the FDA as part of her 

cause of action against the defendant. Id. at 965. Both the district court and Sixth Circuit in 

Garcia held that the fraud-on-the-FDA exception to the general statutory immunity was 

preempted by federal law, but that the exception was severable and the general statutory 

immunity should remain in force. Id. 

Yet neither the Sixth Circuit's opinion in Garcia nor the district court opinion it was 

reviewing examined the rationale of Buckman in great detail in deciding that it extended to the 

Michigan statute. Although conceding that Buckman addressed a distinguishable factual situation 

involving a fraud-on-the-agency tort, the court of appeals merely adopted the district court's 

conclusory holding that the exception was preempted because '"Buckman teaches that state tort 

remedies requiring proof of fraud committed against the FDA are foreclosed since federal law 

preempts such claims.'" Id. at 965-66 (quoting Garcia v. Wyeth-Ayerst Labs., 265 F. Supp. 2d 

825, 832 (E.D. Mich. 2003». Both Garcia courts apparently took it to be obvious that Buckman 

forecloses not only fraud-on-the-FDA torts but also ordinary common law torts for which proof 

information to the FDA in 1987, and two others passed similar statutes in 1989. See Ariz. Rev. 
State. Ann. § 12-701 (enacted in 1989); N.D. Cent. Code § 32-03.2-11 (enacted in 1987); N.J. 
Stat. Ann. § 2A:58C-5(c) (enacted in 1987); Ohio Rev. Code Ann. § 2307.80 (enacted in 1987); 
Or. Rev. Stat. § 30.927 (enacted in 1957); Utah Code Ann. § 78-18-2 (enacted in 1989). 
Respondent offers no evidence that the FDA is receiving excessive and unwanted quantities of 
information attributable to these laws. 
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of fraud on the FDA is needed to overcome the Michigan's deference to FDA findings. But as 

Desiano persuasively explains, Garcia does not represent the better view. 

Contrary to Respondents' arguments, see Resp. Br. 29-32, Garcia and the cases 

following it focus on the wrong factual distinction between the fraud-on-the-FDA tort in 

Buckman and the state statutes establishing FDA-approval defenses. Those cases address the 

distinction in what must be proved between a tort with a sole required element of fraud-on-the

FDA and an exception to an affirmative defense requiring such proof. See, e.g., Garcia, 265 F. 

Supp. 2d at 831. To be sure, those courts (and Respondents) are correct insofar as this is a 

"distinction without a difference," since in either case the party must show that the FDA was 

misled. Resp. Br. 29. However, that is not the material distinction identified in Buckman. 

Critically, the difference is between a cause of action for which the sole conduct element is fraud 

on the FDA, so that "they would not be relying on traditional state tort law which had predated 

the federal enactments in question," Buckman, 531 U.S. at 352-53, and a traditional state tort 

cause of action for which this showing is but one among others. 

This difference between a standalone fraud-on-the-agency tort and the Michigan statute's 

rebuttable presumption matters not only to whether the presumption against preemption should 

apply, but also to the extent ofthe conflict with the federal regime. See H & R Block, 591 F.3d at 

723 (to find preemption, "the state statute must clearly stand as an obstacle to the 

accomplishment and execution of the full purposes and objectives of Congress") (quotations 

omitted; emphasis added). In essence, under the Michigan statute, a pharmaceutical manufacturer 

may have provided an inadequate warning under traditional state tort law but escape liability so 

long as it gave the FDA-approved warning, unless the plaintiff also shows that the defendant 

withheld or misrepresented to the FDA relevant information about the drug. Instead of relying on 
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the federal agency regulation to create liability, the Michigan statute merely defers to those 

guidelines in creating a limited defense. When proof that the FDA was misled is not the sole 

conduct element to be proved, the incentives created by requiring this proof are different. The 

risk that companies will avoid submitting drugs for approval because they might be found liable 

for violating reporting requirements, and the related risk that companies will drown the FDA in 

information for those drugs they do choose to submit, are substantially lessened when state tort 

liability also requires violation of the independent and narrower state-imposed duty to warn, 

among other things. With a standalone fraud-on-the-FDA tort, unlike the present case, there is a 

much higher incentive to avoid any such misrepresentation since there is no fallback defense 

based on the actual adequacy of the drug's ultimate labeling. 

As Desiano correctly points out, regardless of any statute requiring proof of fraud on the 

FDA to overcome a defense, parties seeking to prove traditional state torts will still try to prove 

that the FDA was defrauded because it is relevant to what risks were foreseeable and persuasive 

to jury members. Desiano, 467 F.3d at 97. Consequently, "[r]equiring such evidence when a 

plaintiff seeks to counter a statutory defense from liability would not significantly alter that 

incentive." Id. Given the background incentives that are always present so long as 

misrepresentations made to the FDA are relevant evidence in a product liability case, the only 

way to make sense of the concern in Buckman is to understand it to be about the unique increase 

in incentive created by a tort in which the sole conduct element was such misrepresentation to 

the FDA. Not surprisingly, identifying the unique incentives created by a standalone fraud-on

the-FDA tort was precisely the position the pharmaceutical appellant articulated to the Supreme 

Court in Buckman. See Desiano, 467 F.3d at 95-96. 
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The position advanced in Garcia and the cases following it is that regardless of whether 

proof of fraud on the FDA is the sole element or one of several, having state courts interpret 

what the FDA requires will interfere with the federal scheme. But those cases fail to account for 

the difference in incentives created by a standalone fraud-on-the-FDA tort and a traditional tort 

that must prove misrepresentation to FDA to overcome a defense. Absent some actual effect on 

interactions between drug companies and the FDA caused by the state statute, such as causing 

the withholding of products or the deluge of information forecast by Buckman, having state 

courts interpret what information is required by FDA regulations does not interfere with the 

federal scheme. Thus, since having fraud-on-the-FDA as an added element of a traditional tort 

claim does not substantially alter the incentives companies have in engaging in the reporting 

process, there is no interference with the federal scheme sufficient to overcome the presumption 

against preemption, much less justify a "clear and manifest" finding of implied preemption. 

CONCLUSION 

For these reasons, the Panel should be reversed. 
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