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AND NOW, come Defendants Mylan Inc. f/k/a Mylan Laboratories Inc., Mylan 

Bertek Pharmaceuticals, Inc., and Mylan Pharmaceuticals Inc. (collectively, “Mylan” or 

“Mylan Defendants”), and file this Brief in Support of Motion to Dismiss. Count II of the 

Complaint, Plaintiff’s only claim against Mylan, fails to state a claim upon which relief 

can be granted. Mylan therefore seeks the dismissal with prejudice of Count II, as well as 

the request for punitive damages.  

I. 

A. STATEMENT OF FACTUAL ALLEGATIONS

INTRODUCTION 

1

Decedent George Frazier, a Georgia resident, “upon information and belief, was 

prescribed and ingested Defendants’ [p]henytoin products in the State of Georgia.” (Aug. 

9, 2011 Compl., attached as Ex. A, ¶¶ 14–15.) At some point on or after December 30, 

2008, he 

 

suffered a severe adverse reaction which upon information and belief 
constitutes one or more of the following, sometimes overlapping, severe skin 
conditions: erythema multiforme exudativum, bullous fixed drug eruption, 
severe cutaneous adverse reaction, acute generalized exanthematous 
pustulosis, drug reaction with eosiniphilia and systemic symptoms, Toxic 
Epidermal Necrolysis [TEN] and Stevens-Johnson Syndrome [SJS].   

 
(Id. ¶¶ 16, 18.) On January 23, 2009, Decedent died from one or more of these 

sometimes-overlapping adverse reactions. (Id.

1 The operative factual allegations can be found among the boilerplate legal conclusions of paragraph 1 and the “Factual-
Background” section of the Complaint, paragraphs 13–28.  

 ¶ 1.) “Had [Decedent] known the risks and 

dangers associated with Defendants’ [p]henytoin products, or had Defendants disclosed 
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such information to [him] or his prescribing physicians, he would not have taken [the 

drugs] and would not have suffered his adverse reaction and its subsequent 

complications.” (Id.

 It is upon these threadbare allegations, which clearly relate to an alleged failure to 

warn of the product’s alleged risks, that Plaintiff predicate this claim against Mylan, an 

FDA-approved generic-drug manufacturer. 

 ¶ 21.)  

B. PROCEDURAL HISTORY 

 On January 20, 2011, Plaintiff filed the Complaint, naming as defendants only the 

Mylan Defendants. (See Jan. 20, 2011 Compl., attached hereto as Ex. B.) That Complaint 

included, among other things, a failure-to-warn claim. (See id.) On February 10, 2011, 

Plaintiffs voluntarily dismissed the case. (See Pls.’ Dismissal, attached hereto as Ex. C; 

Ex. A at 2.) On August 9, 2011, Plaintiff filed the Complaint at issue here, this time also 

naming as defendants the Pfizer Defendants. (See

II. 

 Ex. A at 1.) The current Complaint 

includes the following substantive claims: failure to warn (against the Pfizer Defendants); 

defective in design or manufacture (against all defendants); fraud (against the Pfizer 

Defendants)”; and “negligence (against the Pfizer Defendants). Plaintiff also requests 

punitive damages. On September 9, 2011, Mylan filed the Notice of Removal.  

Where it is clear that the plaintiff can prove no set of facts in support of his claim, 

the claim should be dismissed. 

STANDARD OF REVIEW 

Marshall Cty. Bd. of Educ. v. Marshall Cty. Gas Dist., 

2
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992 F.2d 1171, 1174 (11th Cir. 1993). “The factual allegations in the complaint must be 

taken as true for purposes of a motion to dismiss.” Id.

Although a court is required to accept well-pleaded facts as true when 
evaluating a motion to dismiss, it is not required to accept the plaintiff’s 
legal conclusions. 

  

Sinaltrainal v. Coca–Cola Co., 578 F.3d 1252, 1260 (11th 
Cir.2009) (citing Ashcroft v. Iqbal, 556 U.S. ––––, ––––, 129 S.Ct. 1937, 
1949 (2009)). When evaluating the sufficiency of a plaintiff’s complaint, the 
court makes reasonable inferences in favor of the plaintiff, but is not 
required to draw the plaintiff’s inference. Id. (quoting Aldana v. Del Monte 
Fresh Produce, N.A., Inc., 416 F.3d 1242, 1248 (11th Cir.2005)). Similarly, 
the Court does not accept as true “‘unwarranted deductions of fact’” or legal 
conclusions contained in a complaint. Id. (quoting Aldana

 

, 416 F.3d at 
1248). 

The Court may dismiss a complaint “if the facts as pled do not state a 
claim for relief that is plausible on its face.” Sinaltrainal, 578 F.3d at 1260. 
In Bell Atlantic Corporation v. Twombly, 550 U.S. 544 (2007), the Supreme 
Court observed that a complaint “requires more than labels and conclusions, 
and a formulaic recitation of the elements of a cause of action will not do.” 
500 U.S. at 555. Although factual allegations in a complaint need not be 
detailed, those allegations “must be enough to raise a right to relief above 
the speculative level on the assumption that all the allegations in the 
complaint are true (even if doubtful in fact).” Id. Moreover, “[a] claim has 
facial plausibility when the plaintiff pleads factual content that allows the 
court to draw the reasonable inference that the defendant is liable for the 
misconduct alleged.” Iqbal, 129 S.Ct. at 1949. The mere possibility that the 
defendant might have acted unlawfully is not sufficient to allow a claim to 
survive a motion to dismiss. Id. Instead, the well-pleaded allegations of the 
complaint must move the claim “across the line from conceivable to 
plausible.” Twombly

 
, 550 U.S. at 570.  

Henderson v. Sun Pharms. Indus., Ltd., --- F. Supp. 2d ----, 2011 WL 4015658, at *2 

(N.D. Ga. Aug. 22, 2011). “Accordingly, the court may dismiss a [claim] pursuant to 

Federal Rule of Civil Procedure 12(b)(6) when, on the basis of a dispositive issue of law, 
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no construction of the factual allegations will support the cause of action.” Marshall 

County Bd. of Educ.

III. ARGUMENT 

, 992 F.2d at 1174.  

 
A. PLAINTIFF’S CLAIM AGAINST MYLAN IS PREEMPTED BY MENSING. 

The “sine qua non of a products liability claim . . . is a defect in the product.” 

Boswell v. OHD Corp., 664 S.E.2d 262, 263 (Ga. Ct. App. 2008) (citations omitted). 

Plaintiff’s inclusion of boilerplate legal conclusions are not akin to pleading the sine-qua-

non element of a design-defect claim: a specific defect.2

In Mensing, 131 S.Ct. 2567, the plaintiffs sought to impose liability upon a generic 

drug manufacturer under a failure-to-warn theory. The generic manufacturer argued that 

 Indeed, no specific defect in the 

design of phenytoin is alleged. (See generally Ex. A.) Plaintiff’s failure to do so is easily 

explained: on June 23, 2011, the Supreme Court of the United States held that failure-to-

warn claims against generic manufacturers are preempted. See PLIVA, Inc. v. Mensing, 

131 S. Ct. 2567 (2011), reh’g denied, 09-993, 2011 WL 3557247 (U.S. Aug. 15, 2011). 

Before this Court is Plaintiff’s attempt to plead around Mensing’s holding. (Compare Ex. 

B with Ex. A.) Nonetheless, because the Complaint suggests nothing more than an 

alleged inadequate warning, Plaintiff’s case against Mylan is preempted by Mensing, 

regardless of what product-liability claim she chooses to cloak the alleged defect in. 

2 (See, e.g., Ex. A ¶ 46 (“The [p]henytoin products manufactured, supplied, and/or sold by Defendants were defective in 
design or formulation in that when it left the hands of the manufacturers and/or seller and was unreasonably dangerous in that 
its foreseeable risks exceeded the benefits associated with their design or formulation, the foreseeable risks exceeded the 
benefits associated with the designs or formulations of the products.”)  

4
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“federal statutes and FDA regulations required them to use the same safety and efficacy 

labeling as their brand-name counterparts”; and, thus, that “it was impossible to 

simultaneously comply with both federal law and any state tort-law duty that required 

them to use a different label.” Id. at 2573. The case presented the Court with the question 

of whether the federal drug regulations applicable to generic drug manufacturers “directly 

conflict with, and thus pre-empt,” the plaintiff’s state-law claim. Id. at 2572. 

The Court summarized the relevant state and federal requirements: the state-law 

duty required the generic manufacturer to use a different, stronger label, and the federal 

regulation required the generic manufacturers label to use the same label as the reference-

listed-drug manufacturer. Id. at 2577. In light of these conflicting requirements, the Court 

held that failure-to-warn claims against generic drug manufacturers are impliedly 

preempted under the doctrine of impossibility: 

Taking [the plaintiff’s] allegations as true, state law imposed on the 
[defendant] a duty to attach a safer label to their generic metoclopramide. 
Federal law, however, demanded that generic drug labels be the same at all 
times as the corresponding brand-name drug labels. Thus, it was impossible 
for the [defendant] to comply with both the state law duty to change the 
label and the federal law duty to keep the label the same.  

 
Id.  

 In this case, Plaintiff implies that Mylan is liable for failing to violate federal law 

by including a warning in its label regarding the risks of SJS and TEN that is either 

additional to or different from the warnings that are set forth in Parke-Davis’s warning 

5
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label. Because Mensing makes clear that it was impossible for MPI to fulfill its federal 

duty of sameness while also meeting the state common-law burden Plaintiff seeks to 

impose, Plaintiff’s claim against Mylan, which is predicated on a warning-related defect, 

must fail. Such a claim is plainly preempted by federal law.3

B. THE FACTUAL ALLEGATIONS OF THE COMPLAINT FAIL TO STATE A CLAIM OF 
DESIGN OR MANUFACTURING DEFECT UPON WHICH RELIEF MAY BE GRANTED. 

  

 
Recognizing that Mensing bars failure-to-warn claims, Plaintiff conveniently labels 

the claim against Mylan as one based on a design or manufacturing defect. In reality, and 

despite that label, no such claim has been pled and none exists. 

First, the Complaint makes clear that Plaintiff is not pursuing a manufacturing-

defect claim. Whereas a design defect exists when the product’s design renders the entire 

product line unreasonably dangerous, a manufacturing defect, on the other hand, “is a 

defect that is ‘measurable against a built-in objective standard or norm of proper 

manufacture.’” Jones v. Amazing Products, Inc., 231 F. Supp. 2d 1228, 1236 (N.D. Ga. 

2002) (citation omitted). Indeed, in manufacturing-defect cases, “it is assumed that the 

design of the product is safe and had the product been manufactured in accordance with 

the design it would have been safe for consumer use.” Id. “Thus, by definition, a 

manufacturing defect will always be identifiable as a deviation from some objective 

3 See also Smith v. Wyeth, Inc., --- F.3d ----, 2011 WL 4389211 (6th Cir. Sept. 22, 2011) (dismissing the plaintiff’s case 
against a generic manufacturer); Schork v. Baxter Healthcare Corp., 2011 WL 4402602 (S.D. Ind. Sept. 22, 2011); Beck v. 
Teva Pharms. Indus., Ltd., 2011 WL 4062219 (E.D. La. Sept. 13, 2011) (same); Scott v. Baxter Healthcare Corp., 2011 WL 
4007675 (S.D. Ala. Sept. 9, 2011); Demahy v. Actavis, Inc., --- F.3d ----, 2011 WL 3659409 (5th Cir. Aug. 22, 2011) (same); 
Henderson, 2011 WL 4015658 (same). 
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standard or a departure from the manufacturer’s specifications established for the creation 

of the product.” Id. Here, Plaintiff does not allege the phenytoin Decedent ingested 

deviated in construction or quality from any other phenytoin. To the contrary, she alleges 

Defendants’ entire prescription-drug-product lines are defective due to their failure to 

provide the drug with an additional or different warning. The manufacturing-defect 

portion of her claim fails. 

Second, Plaintiff has not pled “factual content that allows the court to draw the 

reasonable inference that the defendant is liable for the misconduct alleged”—designing 

or manufacturing a product that is defective and proximately caused Decedent’s alleged 

injuries. See Henderson, 2011 WL 4015658, at *2 (citing Iqbal, 129 S.Ct. at 1949). In 

Henderson v. Sun Pharmaceuticals Industries, Ltd., a case in which Plaintiff’s counsel 

also pleaded a deficient “defective in design or manufacture” claim, Judge Murphy, in 

addressing strikingly similar allegations, concluded that the claim did not state a claim 

upon which relief could be granted because the plaintiff had failed to allege a specific 

defect in the product. 2011 WL 4015658, at *4. Further, the claim failed because the 

complaint was devoid of any facts to support the proximate-causation element: “[The] 

[p]laintiff merely states that ‘[as] a direct and proximate result of the design and 

manufacturing defects, [the plaintiff] suffered harm as alleged herein . . . .’ Such general, 

conclusory allegations, devoid of any specific, factual content to support the legal 

conclusions are plainly insufficient under Iqbal.” Id. Because the plaintiff had “fail[ed] to 
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sufficiently allege a causal link between any design [or] manufacturing defect . . . and 

Plaintiff's injuries or development of SJS/TEN,” the Henderson Court dismissed the 

plaintiff’s defect claims. Id. at *6. 

As in Henderson, here Plaintiff does not allege a specific (non-warning-related) 

defect. She alleges only boilerplate legal conclusions (see Ex. A ¶¶ 43–55), which the 

Court may disregard. Sinaltrainal, 578 F.3d at 1260. Also like in Henderson, Plaintiff’s 

formulaic recitation of the proximate-causation element is lacking. Plaintiff merely 

alleges that, “[a]s a result of the dangerously defective nature of Defendants’ [p]henytoin 

products at the time of manufacture and distribution, [Decedent], by using [p]henytoin, 

sustained the injuries and damages, and death, as herein alleged.” (Ex. A ¶ 27; see also id. 

¶¶ 51–54.) She does not allege a causal link between any design or manufacturing defect 

and the decedent’s alleged injuries. Plaintiff’s claim fails because she has not pled the 

facts necessary to support a true manufacturing- or design-defect claim. 

C. GEORGIA COMMON-LAW DESIGN-DEFECT CLAIMS AGAINST PRESCRIPTION-DRUG 
MANUFACTURERS ARE PREEMPTED. 

 
In addition to failing to plead a viable design-defect claim under the teachings of 

Twombly and Iqbal, Georgia common-law design-defect claims against prescription-drug 

manufacturers are preempted. In Banks v. ICI Americas, Inc., 450 S.E.2d 671 (Ga. 1994), 

the Supreme Court of Georgia held that a feasible alternative design is the “heart” of 

design-defect cases. Id. at 674. As such, a plaintiff must prove that the risks of a 

8
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product’s design outweigh its benefits and that a feasible alternative design exists or “that 

a product is simply so dangerous that it should not have been made available at all.” Id. 

In this case, Plaintiff has not pled and there is not a feasible alternative design for 

phenytoin. Further, it is not up for a jury to determine whether a prescription drug should 

be on the market. Whether a prescription drug should be available is a determination that 

only the FDA can make. Accordingly, Georgia common-law design-defect claims against 

prescription-drug manufacturers are preempted. 

i. THERE IS NO FEASIBLE ALTERNATIVE DESIGN FOR PHENYTOIN. 

Plaintiff has not pled a feasible alternative design. Instead, she alleges in a 

conclusory fashion that “there were safer alternative methods and designs for the 

[p]henytoin products.” (See Compl. ¶ 48.) By omitting an alternative design, it is clear 

Plaintiff’s issue is with the warnings; again, she is not attacking phenytoin’s design. 

Regardless, there isn’t a feasible alternative design for the product before this Court. 

Phenytoin sodium has only one active ingredient: phenytoin sodium.4

4See “Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations” regarding MPI’s phenytoin 
(ANDA 040298), which is publicly available at 
http://www.accessdata.fda.gov/scripts/cder/ob/docs/obdetail.cfm?Appl_No=040298&TABLE1=OB_Rx. 

 Thus, the inclusion 

of phenytoin sodium is the only feasible design; there is no feasible alternative design. 

See, e.g., Sprague v. Upjohn Co., 1995 WL 376934, at *1 (D. Mass. May 10, 1994) 

(“Halcion is a prescription drug, for which the only active component or ingredient is the 

chemical compound Triazolam. As a scientific constant, therefore, Halcion is incapable 

9
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of being revised, modified or redesigned. To alter the chemistry of the Triazolam 

molecule, would be to create a new compound and a new product.”). In this case, 

Plaintiff has merely alleged a design; she has not alleged a design defect.  

ii. THE UNITED STATES FOOD AND DRUG ADMINISTRATION HAS THE EXLUSIVE 
AUTHORITY TO DETERMINE WHAT DRUGS SHOULD BE AVAILABLE. 

 
That the federal government—namely, the FDA—is the arbiter of what drugs 

should be available is not subject to reasonable debate. Over a century ago, Congress 

enacted the Food and Drugs Act of 1906 under its constitutional power to “regulate 

Commerce.” U.S. v. Totterweich, 320 U.S. 277, 280 (1943); U.S. Const., Art. I, § 8, cl. 2. 

Congress did so to protect the public from impure and adulterated food or drugs. U.S. v. 

Generix Drug Corp., 460 U.S. 453, 457 (1983). Thirty-two years later, Congress passed 

the Federal Food, Drug, and Cosmetic Act (FDCA). Abbreviated New Drug Application 

Regulations, 57 Fed. Reg. 17,950 (April 28, 1992). The FDCA contained a premarket-

approval system for drug products, which required an applicant seeking to place into the 

stream of commerce a “new drug” to submit to the FDA a new-drug application (NDA). 

Id.; Generix Drug, 460 U.S. at 457. In the NDA a drug manufacturer provided 

information demonstrating that, among other things, the drug that it intended to market 

was safe. 57 Fed. Reg. 17,950. If the FDA did not deny approval of the NDA within a 

fixed period of time, the NDA automatically became effective and the manufacturer 

could then market the drug. Id.  

10
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In 1962, Congress enacted the Kefauver–Harris Amendments to the FDCA, which 

made two significant changes. Id. First, an NDA would only become effective after the 

FDA affirmatively approved—versus failed to disapprove—the application. 57 Fed. Reg. 

17,950. Before FDA approval, then, a manufacturer could not market a new drug 

lawfully. Id. Second, a proof-of-efficacy requirement was put in place: the new-drug 

applicant needed to assure the FDA that its product was not only safe but also effective. 

Id. Thus, as of 1962, a manufacturer “could not market a new drug without an approved 

NDA that contained sufficient safety information as well as substantial evidence 

establishing the drug’s effectiveness for its intended uses.” Id. Thereafter, the FDA 

created a streamlined approval process to duplicate pre-1962-approved drugs. Id.  

In 1984, Congress enacted the Hatch–Waxman Amendments to the FDCA, 

permitting manufacturers to market duplicate versions of pre- and post-1962-FDA-

approved drugs through an abbreviated new drug application (ANDA). In the ANDA a 

drug manufacturer submits to the FDA “information that show[s] the applicant’s ability 

to manufacture a product of acceptable quality whose safety and effectiveness [are] 

equivalent to the drug product whose safety and effectiveness [has already] been 

established.” Id. Thus, the innovator—a manufacturer seeking to market a pioneer drug—

proves to the FDA through the NDA process that its product is safe and effective. See 21 

U.S.C. § 355(b). On the other hand, the copier—a manufacturer seeking to duplicate a 

drug that has already been determined by the FDA to be safe and effective—assures the 
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FDA of its safety and efficacy by a different means, by simply proving through the 

ANDA process that the two are the same as each other. See 21 U.S.C. § 355(j). 

The bottom line is that a drug should be on the market if the FDA—whose 

“central” and “statutorily prescribed role” is to evaluate and regulate drugs5

In Buckman Co. v. Plaintiffs’ Legal Committee, 531 U.S. 341 (2001), a medical 

device injured the plaintiff, and he brought suit, alleging that the method that the 

manufacturer had used to have its device approved amounted to fraud on the FDA that 

was the proximate cause of his injury. Id. at 346–47. The Buckman Court concluded the 

—determines 

that a drug is a safe-and-effective drug. See also Axcan Scandipharm Inc. v. Ethex Corp., 

585 F. Supp. 2d 1067, 1076 (D. Minn. 2007) (stating that whether a drug should be 

approved as safe and effective is within the exclusive province of the FDA). Put 

differently, a drug should be on the market if the FDA approves an NDA or an ANDA in 

accordance with the statutory requirements of the FDCA and the regulations that the 

FDA has promulgated to further the same. Permitting a jury to find that phenytoin “is 

simply so dangerous that it should not have been made available at all,” as required by 

Georgia law, see 450 S.E.2d at 674, would usurp the FDA’s role to ensure the availability 

of drugs that should be on the market—drugs whose benefits outweigh their inherent 

risks. See Autin v. Solvay Pharms., Inc. 2006 WL 889423, at *4 (W.D. Tenn. 2006). 

5 Requirements on Content and Format of Labeling for Human Prescription Drug and Biological Products, 71 Fed. Reg. 
3,922, 2,945 (Jan. 24, 2006). 
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claim was preempted.6

The FDCA empowers the FDA to punish and deter fraud. As set forth above, it 

also empowers the FDA to determine what drugs should be on the market. A drug should 

be on the market if it is approved by and not withdrawn by the FDA. Indeed, in addition 

to having the sole authority to determine what drugs are beneficial and should be made 

 Id. at 346. In so holding, it reviewed the FDA’s statutory scheme 

relating to the approval of medical devices (the FDCA, as amended by the Medical 

Device Amendments) and noted that the FDA “has at its disposal a variety of 

enforcement options that allow it to make a measured response to suspected fraud upon 

the Administration.” Id. In light of the availability of these options, the Court held that 

the FDA’s objectives would be frustrated if fraud-on-the-FDA claims were actionable: 

“[t]he conflict stems from the fact that the federal statutory scheme amply empowers the 

FDA to punish and deter fraud against the [it], and that this authority is used by the 

[FDA] to achieve a somewhat delicate balance of statutory objectives.” Id. at 348. The 

plaintiff’s claim was preempted because it “conflict[ed] with the FDA’s responsibility to 

police fraud consistently with the Administration’s judgment and objectives.”  Id. at 350. 

6 At the outset, the Buckman Court determined whether the usual presumption against finding federal preemption of a state-
law cause of action was inapplicable because “[p]olicing fraud against federal agencies is hardly ‘a field which the states 
have traditionally occupied.’” Id. (quoting Rice v. Santa Fe Elevator Corp., 331 U.S. 218, 230 (1947)). The Court continued: 

 
To the contrary, the relationship between a federal agency and the entity it regulates is inherently federal in 
character because the relationship originates from, is governed by, and terminates according to federal law. 
Here, [the manufacturer’s] dealings with the FDA were prompted by the MDA [Medical Device Act], and 
the very subject matter of [its] statements were dictated by that statute’s provisions.   

 
Id. at 347–48 (internal citations omitted). Likewise, here, there is no presumption against preemption: whether a drug is 
lawfully on the market is not a field occupied by the states; indeed, a drug’s legally being on the market “originates from, is 
governed by, and terminates according to federal law.” See id.   

13
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available in the first place, the FDA also has the authority to withdraw a drug from the 

market. See 21 U.S.C. §355 (e). Thus, like the enforcement options pertaining to 

potential fraud on the FDA, the FDA has at its disposal options to ensure that only the 

drugs it wants on the market are available. Fraud-on-the-FDA claims are preempted 

because the “conflict with the FDA’s responsibility to police fraud consistently with the 

Administration’s judgment and objectives.” 531 U.S. at 350. Here, Plaintiff’s claim 

conflicts with the FDA’s responsibility to ensure the availability of drugs that, in 

accordance with its judgment and objectives, are safe and effective; and Plaintiff’s claim 

is likewise preempted. Indeed, in 1953, the FDA first approved Parke-Davis’s NDA to 

lawfully market the pioneer- or brand-name-drug Dilantin®.7 Forty-five years later, the 

FDA approved Mylan’s ANDA to lawfully market a generic equivalent to Dilantin®.8

Because Plaintiff’s claim necessarily turns on the determination of whether 

Dilantin® or phenytoin should be on the market, and that determination has been 

 

The FDA has not withdrawn approval of these drugs. By approving Dilantin® and 

phenytoin and not withdrawing those approvals, the FDA had made a determination that 

cannot be disputed: these drugs should be on the market. Put differently (and contrary to 

what a jury would have to find for Plaintiff to prevail), neither “is simply so dangerous 

that it should not have been made available at all.”  

7 See FDA’s “Label and Approval History” for Dilantin (NDA 008762), which is publicly available at   
www.accessdata.fda.gov/scripts/cder/drugsatfda/index.cfm?fuseaction=Search.Label_ApprovalHistory#apphist. 
8 See FDA’s “Label and Approval History” for MPI’s phenytoin, which is publicly available at   
www.accessdata.fda.gov/scripts/cder/drugsatfda/index.cfm?fuseaction=Search.Label_ApprovalHistory#apphist. 
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conclusively established by the FDA—in which the sole authority to make this decision 

rests—Plaintiff’s state-law design-defect claim is preempted. 

D. DESIGN-DEFECT CLAIMS AGAINST GENERIC PRESCRIPTION-DRUG 
MANUFACTURERS ARE PREEMPTED. 

 
i. PLAINTIFF’S CLAIM FAILS UNDER THE IMPLIED-PREEMPTION DOCTRINE OF 

IMPOSSIBILITY BECAUSE IT IS IMPOSSIBLE FOR MYLAN TO COMPLY WITH THE ANDA 
REQUIREMENTS OF THE HATCH–WAXMAN AMENDMENTS AND THE STATE-LAW DUTY TO 

DESIGN PHENYTOIN TO BE SAFER THAN (I.E., DIFFERENT FROM) DILANTIN®—THE 
BRAND-NAME, REFERENCE-LISTED DRUG. 

 
 Title I of the Hatch–Waxman Amendments—section 505(j) of the FDCA, 

“[a]bbreviated new drug applications”—establishes what a manufacturer must show to 

receive the FDA’s approval of its ANDA, which permits it to market the generic 

equivalent of a brand-name or reference-listed drug (RLD). 21 U.S.C. § 355(j). Among 

other things, the ANDA applicant must show that, (1), its warning label is the same as the 

RLD, and that, (2), its drug (active pharmaceutical ingredient) is bioequivalent to the 

RLD. In Mensing, supra, the Court held that section 505(j) and its analogous federal 

regulations impliedly preempt state-law failure-to-warn claims. Whereas the state law 

sought to impose a duty upon a drug manufacturer to issue different warnings that would, 

arguably, make the drug safer, federal law required its warnings to be the same as the 

RLD’s as-approved warnings. Accordingly, it was impossible to comply with both 

federal law and state law; and, thus, under the Supremacy Clause, Plaintiff’s failure-to-

warn claim was preempted. State-law design-defect claims are impliedly preempted for 
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the same reason. Here, through Plaintiff’s claim a state is seeking to impose a duty upon 

Mylan to design phenytoin to be safer. Federal law, however, requires Mylan’s phenytoin 

to be no different; federal law requires it to be the same as Parke-Davis’s Dilantin 

Kapseals®. See 21 U.S.C. §355(j)(2)(A); 21 C.F.R. §314.127(a)(7). Thus, it is impossible 

for Mylan to comply with both federal law and state-law duty that Plaintiffs seeks to 

create. Accordingly, Plaintiffs’ design-defect claim against Mylan is preempted under the 

implied-preemption doctrine of impossibility. 

To be clear, the Mensing Court announced one simple rule that, when applied, is 

fatal to a design-defect claim against a generic drug manufacturer: compare the state-tort 

duty with the applicable federal law, and determine whether it is impossible to comply 

with both. Applying this standard to the facts of the case before it, the Mensing Court 

concluded that section 505(j) and its corresponding regulations “directly conflict[ed] 

with, and thus pre-empt[ed],” the plaintiff’s state-law failure-to-warn claim. 131 S.Ct. at 

2572. Similarly, here, section 505(j) and its corresponding regulations are in direct 

conflict with and preempt Plaintiff’s state-law design-defect claim.  Stated another way, 

the requirement of “sameness” that is the underlying predicate for generic approval 

makes it impossible for Mylan to lawfully redesign phenytoin. Section 355(j)’s 

“abbreviated approval process implements the amendments’ core principle that generic 

and brand-name drugs must be the ‘same’ in nearly all respects”:  

16

Case 1:11-cv-03037-MHS   Document 11-1    Filed 10/14/11   Page 17 of 29



To obtain FDA approval, a generic manufacturer must ordinarily show, 
among other things, that its product has the same active ingredients as an 
approved brand-name drug; that “the route of administration, the dosage 
form, and the strength of the new drug are the same” as the brand-name 
drug; and that its product is “bioequivalent” to the brand-name drug.   

 
Mensing, 131 S.Ct. at 2583 (Sotomayor, J., dissenting) (citing §§ 355(j)(2)(A)(ii)–(iv)). 

Indeed, a “‘generic drug’ refers to a drug designed to be a copy of a reference listed drug 

(typically a brand-name drug), and thus identical in active ingredients, safety, and 

efficacy.” 131 S.Ct. at 2574 n.2 (emphasis added). Under federal law, then, a generic 

manufacturer is responsible for ensuring that its drug is the same as the brand-name drug. 

Otherwise, cannot lawfully be placed on the market. See 21 U.S.C. § 355(j)(4)(C), (D), 

(F); 21 C.F.R. § 314.127(a)(3), (4), (6) (same). Federal law requires generic drugs to be 

the same as their brand-name counterparts. 

Section 505(j) and its corresponding regulations unquestionably required that 

Mylan’s generic phenytoin be identical to Dilantin®. Since a verdict in favor of Plaintiff 

would impose upon Mylan a duty to make its phenytoin differently than Dilantin®, it is 

impossible for Mylan to comply with the requirements imposed by the supreme law of 

the land and the requirement that Plaintiff seeks to impose upon Mylan under state law. 

Therefore, Plaintiff’s claim that phenytoin’s risks outweigh its benefits and therefore 

should have been designed to be safer (or designed differently) is preempted under the 

doctrine of impossibility. 
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ii. PLAINTIFFS’ DESIGN-DEFECT CLAIM FAILS UNDER THE IMPLIED-PREEMPTION 
DOCTRINE BECAUSE IT WOULD FRUSTRATE THE UNEQUIVOCAL PURPOSE THAT 

CONGRESS HAD IN ENACTING THE HATCH–WAXMAN AMENDMENTS. 
 

A design-defect claim against generic drug manufacturers is also preempted 

because it frustrates the core FDCA objective of ensuring that beneficial generic 

equivalent to pioneer drugs are available. Indeed, it is well established that “the purpose 

of Congress is the ultimate touchstone in every pre-emption case.” Wyeth v. Levine, 555 

U.S. 555 (2009), 129 S.Ct. 1187, 1194 (quoting Medtronic, Inc. v. Lohr, 518 U.S. 470, 

485 (1996)). Here, Congress could not have been any clearer: “THE PURPOSE OF 

TITLE I OF THE [HATCH–WAXMAN AMENDMENTS] IS TO MAKE AVAILABLE 

MORE LOW COST GENERIC DRUGS BY ESTABLISHING A GENERIC DRUG 

APPROVAL PROCEDURE FOR PIONEER DRUGS FIRST APPROVED AFTER 

1962.” P.L. 98-417, Drug Price Competition and Patent Term Restoration Act, H.R. Rep. 

No. 857(I) (1984), reprinted in 1984 U.S.C.C.A.N. 2647. Nor can Plaintiff. She claims 

that Mylan’s phenytoin, a generic equivalent to Dilantin®, is too dangerous to be on the 

market. Indeed, the purpose of her design-defect claim is to impose upon Mylan a duty to 

redesign the drug or, alternatively, remove it from the market altogether. If Mylan had 

redesigned Dilantin®, however, it wouldn’t have placed on the market a generic 

equivalent for Dilantin®; it would have manufactured an entirely different drug. And, 

likewise, if Mylan withdrew its phenytoin from the market (or never placed it there in the 

first place), only the higher-priced brand-name drug would be available today. Therefore, 
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Plaintiff’s design-defect claim against Mylan stands as an obstacle to the accomplishment 

that Congress had in enacting the Hatch–Waxman Amendments: ensuring the availability 

of low-cost generic equivalents of FDA-approved drugs. Accordingly, Plaintiffs’ claim is 

impliedly preempted under the frustration-of-purpose doctrine. 

A design-defect claim against a generic manufacturer is analogous to that at issue 

in Geier v. American Honda Co., 529 U.S. 861 (2000). In Geier, the plaintiff drove a 

1987 Honda Accord—which was equipped with manual shoulder-and-lap belts, not 

airbags—into a tree, seriously injuring her. Id. at 865. She then sued, alleging that the 

failure to include an airbag amounted to a design defect. Id. Specifically, she alleged that 

the manufacturer “had a duty to design, manufacture, distribute and sell a motor vehicle 

with an effective and safe passive restraint system, including, but not limited to, airbags.” 

Id. at 881. Before the Supreme Court of the United States was the question of whether the 

1984 version of FMVSS 208—a Federal Motor Vehicle Safety Standard that the 

Department of Transportation (DOT) promulgated under the authority of the National 

Traffic and Motor Vehicle Safety Act of 1966—expressly or impliedly preempted this 

claim. Id. at 866–67.  

 The Court first held that the Act’s express-preemption provision did not preempt 

the claim. See id. at 867–874. It then turned to the doctrine of implied preemption and 

answered this dispositive question in the affirmative: Does the plaintiff’s “common-law 

‘no airbag’ action . . . actually conflict[] with FMVSS 208”? Id. at 874.  
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To determine DOT’s “objective” in FMVSS 208, the Court considered the 

standard’s history and the comments that DOT had made when promulgating it. Id. at 

874–881. The history of FMVSS 208 made clear that DOT had determined that “a mix of 

devices,” versus an airbags-only scheme, “would help develop data on comparative 

effectiveness, would allow the industry time to overcome the safety problems and the 

high production costs associated with airbags, and would facilitate the development of 

alternative, cheaper, and safer passive restraint systems,” among other things. Id. at 879. 

Therefore, with FMVSS 208, DOT had “deliberately sought variety”; it wanted “a mix of 

several different passive restraint systems.” Id. at 878. Further, to “allow more time for 

manufacturers to develop airbags or other, better, safer passive restraint systems,” DOT 

had “also deliberately sought a gradual phase-in of passive restraints.” Id. at 879 

(emphasis in original).     

 Because the plaintiff’s “tort action depend[ed] upon [the] claim that manufacturers 

had a duty to install an airbag when they manufactured the 1987 Honda Accord,” the 

Court held that the claim was impliedly preempted by the Act. Id. at 881–82. It stated as 

follows: 

Such a state law—i.e., a rule of state tort law imposing such a duty—by its 
terms would have required manufacturers of all similar cars to install airbags 
rather than other passive restraint systems, such as automatic belts or passive 
interiors. It thereby would have presented an obstacle to the variety and mix 
of devices that the federal regulation sought. . . . It [] also would have stood 
as an obstacle to the gradual passive restraint phase-in that the federal 
regulation deliberately imposed. . . . Because the rule of law for which [the 
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plaintiff] contend[s] would have stood “as an obstacle to the 
accomplishment and execution of” the important means-related federal 
objectives . . ., it is pre-empted.   

 
Id. (citations omitted). The Court noted that its “pre-emption cases do not ordinarily turn 

on [] compliance-related considerations[, such] as whether a private party in practice 

would ignore state legal obligations—paying, say, a fine instead—or how likely it is that 

the state law actually would be enforced.” Id. at 882. To the contrary, the “Court’s pre-

emption cases ordinarily assume compliance with the state-law duty in question.” Id. 

(emphasis in original).  

The Geier Court identified the purpose of the federal government by examining the 

standard’s history and the comments that DOT had made in promulgating the standard. 

By examining the history of the FDCA and the statements that Congress made in 

enacting the Hatch–Waxman Amendments, Congress’s purpose is easily identified and 

similarly demonstrates that the state action or duty sought to be effected would stand as 

an obstacle to fundamentally important federal objectives. 

Since 1938, FDA approval of an NDA was required to market a pioneer drug. Id. 

Nonetheless, drugs that were “identical, similar, or related to” FDA-approved pioneer 

drugs did not need formal FDA approval; they could be marketed if the FDA issued an 

advisory opinion. Id.; 460 U.S. at 457. Twenty-four years later, Congress enacted the 

Kefauver–Harris Amendments, requiring the FDA’s approval for pioneer drugs and 
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generic drugs; a generic drug could not be marketed with a mere advisory opinion. 57 

Fed. Reg. 17,950. 

Subsequently, the FDA created a process to streamline the approval of generic 

drugs: the ANDA process. Id. Through an ANDA, a generic manufacturer assured the 

FDA that a drug was safe and effective by simply showing that the drug is the same as 

the brand-name drug. There was a problem with the FDA’s scheme, however. Id. The 

FDA had only put in place an ANDA process for drugs approved prior to the 1962 

Amendments’ enactment. Id. Thus, “there [was] a generic drug approval procedure for 

pioneer drugs approved before 1962, but not for pioneer drugs approved after 1962.” 

1984 U.S.C.C.A.N. 2647. Accordingly, a manufacturer seeking to duplicate a pre-1962-

approved drug simply needed to assure the FDA that its product was the same as the 

brand-name manufacturer’s. A manufacturer seeking to duplicate a post-1962-approved 

drug, on the other hand, had to file an NDA and, thus, prove the drug’s safety and 

efficacy independently. Whether a generic drug manufacturer was required to file an 

NDA or an ANDA turned on the date of FDA approval, not the conclusion that the FDA 

reached in approving an NDA—that the drug is safe and effective. To remedy the 

anomaly, Congress got involved: “[w]hile the FDA ha[d] been considering since 1978 an 

extension of the pre-1962 ANDA policy to post-1962 drugs, it [never] extended the 

regulation”; “Title I of H.R. 3605 [was] necessary to establish a post-1962 ANDA 

policy.” 1984 U.S.C.C.A.N. at 2649.   
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The post-1962 ANDA policy was “necessary” to Congress because “generic 

versions of brand-name drugs approved after 1962 would save American consumers and 

the federal government millions and millions of dollars.” 1984 U.S.C.C.A.N. at 2649–

2650. Congress’s objective: make available drugs whose only difference is a lower price; 

make available a generic equivalent to a brand-name drug, regardless of any inherent 

characteristic or risk of the latter. What Congress wanted were generic equivalents of 

brand-name drugs to be available for purchase. It was not concerned with whether any of 

the brand-names could be considered defective or unreasonably dangerous by a jury, or 

which brand-name drugs had relative risks of certain side effects that were greater than 

others. If the FDA had approved a brand-name drug, there should be a generic equivalent 

available. That was the indisputable purpose that Congress had in enacting Title I of the 

Hatch–Waxman Amendments as it relates to section 355(j).    

 In Geier, DOT had determined that automobile manufacturers should equip some, 

but not all, of their automobiles with passive restraints because they wanted a mix of 

devices to be available to consumers. On the other hand, the plaintiff’s claim—which 

asserted that Honda had defectively designed in failing to equip it with an airbag—

necessitated a determination that Honda had a duty to install an airbag in her automobile. 

Thus, the Geier Court held that the lawsuit conflicted with the objectives underlying 

DOT’s promulgation of FMVSS 208: if there had to be an airbag in her car, there 

obviously wouldn’t be a mix of devices available. Design-defect claims against generic 
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prescription-drug manufacturers present an analogous situation. Congress determined that 

generic drugs should be on the market to increase competition and save consumers, 

including the federal government, money. Congress determined that both a brand-name 

and a generic version of a drug should be available to consumers. The Congressional 

objective—ensuring universal availability of lower-cost generic drugs—would be 

frustrated if state juries were free to independently reevaluate the risk-benefit profile of 

those drugs. Accordingly, Plaintiff’s design-defect claim against Mylan fails. It is 

impliedly preempted under the frustration-of-purpose doctrine. 

E. PLAINTIFF’S REQUEST FOR PUNITIVE DAMAGES SHOULD BE STRICKEN BECAUSE 
THE COMPLAINT IS DEVOID OF FACTUAL ALLEGATIONS THAT WOULD GIVE RISE TO 

SUCH RELIEF. 
 

Even if the Court were to determine that Plaintiff has included factual allegations 

sufficient to support her claim and that her claim is not preempted her request for 

punitive damages still should be stricken. Georgia law permits punitive damages to be 

imposed only in cases where the defendant’s “actions showed willful misconduct, malice, 

fraud, wantonness, oppression, or that entire want of care which would raise the 

presumption of conscious indifference to consequences. O.C.G.A. § 51-12-5.1. In this 

case, Plaintiff alleges: “Defendants conduct set forth herein was intentional, willful[,] 

wanton, oppressive, malicious, and reckless, evidencing such an entire want of care as to 

raise the presumption of a conscious indifference to the consequences in that Defendants 

acted only out of self interest and personal gain.” (Ex. A ¶ 94.) Simply listing the 
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elements for punitive damages without actually stating any facts is exactly the sort of 

conclusory pleading that Iqbal mandates be dismissed. Indeed, in Henderson, Plaintiff 

had made the same factually deficient allegations, and the Court dismissed the punitive-

damages claim: 

Plaintiff alleges that “Defendants’ conduct set forth herein was intentional, 
willful, wanton, oppressive, malicious, and reckless . . . .” Further, Plaintiff 
asserts that “Defendants acted out of self interest and personal gain.” 
Plaintiff, however, does not provide any factual support for those allegations 
and such general, conclusory allegations are insufficient under Iqbal. The 
Court consequently finds that Plaintiff does not state a claim for punitive 
damages . . .  

 
Henderson, 4:11-CV-0060-HLM, 2011 WL 4024656 (N.D. Ga. June 9, 2011), at *8. 

IV. CONCLUSION 
 
 Plaintiff has failed to allege facts upon which Mylan, a generic prescription-drug 

manufacturer, can be held liable. Therefore, the Mylan Defendants respectfully request 

the Court to dismiss Plaintiff’s claims against them.  

 Respectfully submitted this 14th day of October, 2011. 

/s/ Stephen M. Brooks    
 Stephen M. Brooks 
 Georgia Bar No. 085151 

stephen.brooks@nelsonmullins.com 
Counsel for the Mylan Defendants  

 
NELSON MULLINS RILEY & SCARBOROUGH LLP 
201 17th Street, NW, Suite 1700 
Atlanta, GA  30363 
(404) 322-6000 
(404) 322-6050 (fax)

25

Case 1:11-cv-03037-MHS   Document 11-1    Filed 10/14/11   Page 26 of 29



  

CERTIFICATE OF COMPLIANCE 
 

Pursuant to the Civil Local Rules of Practice for the United States District Court 

for the Northern District of Georgia, this is to certify that the foregoing Brief in Support 

of Motion to Dismiss complies with the font and point selections approved by the Court 

in Local Rule 5.1C.  The foregoing was prepared on computer using Times New Roman 

font (14 point). 

 

Respectfully submitted this 14th day of October, 2011. 

 
/s/ Stephen M. Brooks    

 Stephen M. Brooks 
 Georgia Bar No. 085151 

stephen.brooks@nelsonmullins.com 
Lucas A. Westby 
Georgia Bar No. 594008 
lucas.westby@nelsonmullins.com 
Counsel for Mylan, Inc., Mylan Bertek Pharmaceuticals, 
Inc., and Mylan Pharmaceuticals, Inc. 

 
NELSON MULLINS RILEY & SCARBOROUGH LLP 
201 17th Street, NW 
Suite 1700 
Atlanta, GA  30363 
(404) 322-6000 
(404) 322-6050 (fax) 

Case 1:11-cv-03037-MHS   Document 11-1    Filed 10/14/11   Page 27 of 29



  

IN THE UNITED STATES DISTRICT COURT 
FOR THE NORTHERN DISTRICT OF GEORGIA 

ATLANTA DIVISION 
 

OCTAVIA L. MOORE, individually, 
and as next friend and guardian for and 
on behalf of GEORGE L. FRAZIER, 
JR; JOHNATHAN A. FRAZIER; 
JOHNNIE MAY FRAZIER; TANYA 
CEPHUS; and the estate of GEORGE L. 
FRAZIER, 
 
 Plaintiffs, 
 
v. 
 
MYLAN INC. f/k/a MYLAN 
LABORATORIES INC., MYLAN 
BERTEK PHARMACEUTICALS, 
INC., and MYLAN 
PHARMACEUTICALS INC., 
PHARMACIA CORPORATION, 
PFIZER INC., PARKE-DAVIS, a 
division of Warner Lambert Company 
and Warner Lambert Company, LLC, 
WARNER-LAMBERT COMPANY, 
WARNER-LAMBERT COMPANY, 
LLC, 
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