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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,    ) Civil Action File No. 
       ) 
v.       ) 1:11-cv-03037-MHS 
       ) 
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,  ) 
and WARNER-LAMBERT COMPANY,  ) 
LLC, Defendants.     ) 
____________________________________) 
 

PLAINTIFFS’ RESPONSE IN OPPOSITION TO THE MYLAN 
DEFENDANTS’ MOTION TO DISMISS 

 
 COME NOW Plaintiffs, by and through the undersigned counsel, and 

submits this Response In Opposition To the Mylan Defendants’ Motion to Dismiss 

[Doc. 11]. In accordance with Federal Rule of Civil Procedure 9(b), 12(b)(6), 
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12(e), and 15(a)(2), Plaintiffs hereby request that Mylan’s Motion be denied, and 

show the Court as follows: 

FACTUAL AND PROCEDURAL BACKGROUND 

In late 2008, Plaintiffs’ Decedent, George L. Frazier, an African-American 

male, was prescribed and ingested the seizure medication, Dilantin®/phenytoin 

(hereinafter referred to as “Phenytoin”), which was manufactured and marketed by 

the Mylan Defendants and/or Pharmacia Corporation, Pfizer Inc., Parke-Davis, a 

division of Warner Lambert Company and Warner Lambert Company, LLC, 

Warner-Lambert Company, and Warner-Lambert Company, LLC (hereinafter 

referred to collectively as “Pfizer”).  As a result of his ingestion of Phenytoin, 

Plaintiffs’ Decedent suffered a severe adverse reaction called Toxic Epidermal 

Necrolysis (TEN).1  Mr. Frazier was admitted to University Health Center in 

Augusta, Georgia on December 30, 2008.  His hospital course was complicated by 

diffuse rash thought to be secondary to Dilantin and progressive renal 

insufficiency.  Mr. Frazier died at 51 years of age on January 23, 2009 at 

University Medical Center in Augusta, Georgia, as a result of TEN, and other 

                                                 
1 Toxic epidermal necrolysis (TEN) is a potentially life-threatening dermatologic disorder 

characterized by widespread erythema, necrosis, and bullous detachment of the epidermis and 
mucous membranes, resulting in exfoliation and possible sepsis and/or death. Mucous membrane 
involvement can result in gastrointestinal hemorrhage, respiratory failure, ocular abnormalities, 
and genitourinary complications.  See http://emedicine.medscape.com/article/229698-overview  
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health issues many of which are associated complications of TEN.  Had Mr. 

Frazier known the risks and dangers associated with Defendants’ product 

Phenytoin, or had Defendants disclosed such information to Mr. Frazier or his 

prescribing physicians, he would not have taken Defendants’ product Phenytoin 

and would not have suffered from TEN and its subsequent complications. 

 Plaintiffs’ originally filed their complaint in the State Court of Fulton 

County, Georgia on January 20, 2011.  Said action was dismissed by Plaintiffs 

without prejudice on February 9, 2011.  Pursuant to O.C.G.A. § 9-2-61, Plaintiffs 

re-filed the present Complaint in the State Court of Fulton County, Georgia on 

August 9, 2011.  Defendants removed Plaintiffs’ Complaint to the U.S. District 

Court for the Northern District of Georgia, Atlanta Division, on September 12, 

2011. 

ARGUMENT AND CITATION OF AUTHORITY 

As an initial matter, Plaintiffs show that they originally filed their Complaint 

in the State Court of Fulton County, Georgia, and did not file the present case in 

Federal Court.  Defendants chose to remove this case to the Northern District of 

Georgia.  At the time Plaintiffs filed their Complaint, it was not subject to the 

Federal Rules of Civil Procedure or to Federal case law.  Plaintiffs’ response below 

is predicated on their belief that their Complaint complies with the pleading 
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requirements of Federal Law.  That said, Plaintiffs seek leave below to amend their 

Complaint to the extent the Court determines that any or all of the Complaint has 

not been properly pled.  

As more fully explained below, the Mylan Defendants incorrectly claim that 

the U.S. Supreme Court’s decision in Pliva, Inc. v. Mensing, 131 S.Ct. 2567 (2011) 

requires dismissal of Plaintiffs’ Complaint and all claims contained therein.  First, 

Mylan ignores the fact that it is the Reference Listed Drug (“RLD”) holder for 

300mg phenytoin (which is simply a higher dose of the phenytoin pills ingested by 

Plaintiffs’ Decedent), and as such, it can change its label through the Changes 

Being Effected (“CBE”) process described more fully in Wyeth v. Levine, 129 

S.Ct. 1187 (2009).  Second, Mylan inaccurately argues that Mensing bars all 

claims by Plaintiffs in this Action due to its mistaken belief that all of Plaintiffs’ 

causes of action against it are premised only on failure-to-warn claims. Plaintiffs’ 

Complaint and allegations therein show other causes of action sounding in 

negligence that are still viable against generic drug manufacturers after the 

Mensing decision. Such theories of negligence are independent of the failure-to-

warn analysis and Mensing itself. These include, but are not limited to, a 

negligence theory relating to the Mylan Defendants’ failure to stop selling their 

dangerous drug phenytoin despite knowledge that their product was causing deadly 
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allergic reactions SJS and TEN in African-American and black patients when other 

similar and safer medications were available to the consuming public and medical 

profession.2   

I. PLAINTIFFS HAVE SATISFIED THE FEDERAL RULES OF CIVIL 
PROCEDURE AND THE PLAUSIBILITY STANDARD CONTAINED 
IN TWOMBLY AND IQBAL  

 
The sole purpose of a Rule 12(b)(6) motion is to test the sufficiency of a 

complaint. Moore v. Potter, 141 Fed.Appx. 803 (C.A.11.Fla., 2005), Spanish 

Broadcasting System of Fla., Inc. v. Clear Channel Communications, Inc., 376 

F.3d 1065 (C.A.11.Fla., 2004) Error! Bookmark not defined.. The rule cannot be 

used to resolve factual disputes or the merits of a claim at the motion to dismiss 

phase. Young Apartments, Inc. v. Town of Jupiter, FL, 529 F.3d 1027, 1037 

(C.A.11.Fla., 2008), Financial Sec. Assur., Inc. v. Stephens, Inc., 500 F.3d 1276 

(C.A.11.Ga., 2007)Error! Bookmark not defined.. Courts must assume that the 

allegations of the complaint are true and construe them in the light most favorable 

to the plaintiff. Bell Atlantic Corp. v. Twombly, 550 U.S. 544, 556, 127 S.Ct. 1955, 

167 L.Ed.2d 929 (2007)Error! Bookmark not defined., Beck v. Deloitte & 

                                                 
2 As noted above, Plaintiffs seek leave below to amend their Complaint to the extent 

necessary to comply with the requirements of the Federal Rules of Civil Procedure. It would 
detrimentally harm and prejudice Plaintiffs if they were not allowed to do so in this matter. 
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Touche, Deloitte, Haskins & Sells, Ernest & Young, L.L.P., 144 F.3d 732, 735 

(C.A.11 Fla.,1998). 

For plaintiffs, the Federal Rules of Civil Procedure do not require a technical 

form of pleading. F.R.C.P. Rule 8(d)(1). Rule 8 specifically provides in relevant 

part that “A pleading that states a claim for relief must contain: (1) a short and 

plain statement of the grounds for the court's jurisdiction, unless the court already 

has jurisdiction and the claim needs no new jurisdictional support; (2) a short and 

plain statement of the claim showing that the pleader is entitled to relief; and (3) a 

demand for the relief sought, which may include relief in the alternative or 

different types of relief.” F.R.C.P. Rule 8(a). 

This rule requiring that a claim be a plain and short statement showing that 

the pleader is entitled to relief is to be liberally construed. St. Joseph's Hosp., Inc. 

v. Hospital Corp. of America, 795 F.2d 948, 952 (C.A.11 Ga.,1986)Error! 

Bookmark not defined.. It is designed to simply give defendants fair notice of 

what the claim is and the grounds upon which it rests. Harrison v. Benchmark 

Electronics Huntsville, Inc., 593 F.3d 1206, 1214 (C.A.11.Ala., 2010), Harris v. 

Procter & Gamble Cellulose Co., 73 F.3d 321, 324 (C.A.11 Ga., 1996).  

Pursuant to Bell Atlantic Corp. v. Twombly, 550 U.S. 544, 127 S.Ct. 1955, 

167 L.Ed.2d 929 (2007), a complaint which states a plausible claim for relief 
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survives a motion to dismiss. Plausibility means that allegations in a complaint 

must merely “allo[w] the court to draw the reasonable inference that the defendant 

is liable for the misconduct alleged.” Ashcroft v. Iqbal, 129 S.Ct. 1937, 1949 

(2009). Plausibility is “not akin to a ‘probability requirement,’ but it asks for more 

than a sheer possibility that a defendant has acted unlawfully”. Id.  

In Twombly, the Supreme Court concluded that plaintiffs' factual allegations 

must only be “enough to raise a right to relief above the speculative level.” 

Twombly at 555. Further, “a well-pleaded complaint may proceed even if it strikes 

a savvy judge that actual proof of those facts is improbable, and that a recovery is 

very remote and unlikely.” Speaker v. U.S. Dept. of Health and Human Services 

Centers for Disease Control and Prevention, 623 F.3d 1371, 1380 (C.A.11 

Ga.,2010). In other words, the standard “‘simply calls for enough fact to raise a 

reasonable expectation that discovery will reveal evidence of’ the necessary 

element. It is sufficient if the complaint succeeds in ‘identifying facts that are 

suggestive enough to render [the element] plausible.’” Watts v. Florida Intern. 

University, 495 F.3d 1289, 1296 (C.A.11 Fla., 2007), citing Twombly, 550 U.S. at 

556, emphasis added. 

Any concern that Twombly, repudiated the general notice-pleading regime of 

Rule 8 was appeased two weeks after Twombly was decided, when the Supreme 
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Court issued Erickson v. Pardus, 551 U.S. 89, 93, 127 S.Ct. 2197, 167 L.Ed.2d 

1081 (2007). In Erickson, the U.S. Supreme Court reiterated that the plaintiff’s 

“statement need only give the defendant fair notice of what the ... claim is and the 

grounds upon which it rests.” Erickson, 127 S.Ct. at 2200. See also American 

Federation of Labor and Congress of Indus. Organizations v. City of Miami, FL, 

2011 WL 1233628, *6 (C.A.11.Fla.,2011)(“Although notice pleading does not 

require a plaintiff to specifically plead every element of his cause of action, a 

complaint must still contain enough information regarding the material elements of 

a cause of action to support recovery under some viable legal theory”), and 

Wilchombe v. TeeVee Toons, Inc., 555 F.3d 949, 958 (C.A.11, Ga., 2009)(“In 

keeping with the requirement of Federal Rule of Civil Procedure 8(a)(2) that a 

complaint give only a ‘short and plain statement of the claim,’ a complaint need 

not provide detailed factual allegations. See Bell Atl. Corp. v. Twombly, 550 U.S. 

544, 127 S.Ct. 1955, 1964, 167 L.Ed.2d 929 (2007)”). 

Contrary to the thrust of the Mylan Defendants’ Motion to Dismiss, nothing 

in the federal rules or current pleadings standards requires Plaintiffs to prove their 

case at the motion to dismiss stage. Plaintiffs are merely required to state a 

plausible set of facts that form the basis of their suit— no more and no less. 

Further, pleadings must be construed so as to do justice pursuant to the Federal 

Case 1:11-cv-03037-MHS   Document 16    Filed 11/16/11   Page 8 of 23



 9

Rules of Procedure. Rule 8(e). See also, Bausch v. Stryker Corp., 630 F.3d 546, 

562 (7th Cir., 2010) (“One objective of Rule 8 is to decide cases fairly on their 

merits, not to debate finer points of pleading where opponents have fair notice of 

the claim or defense.”)  

Therefore, based on the general pleading requirements contained in the 

Federal Rules of Civil Procedure Rule 8, and jurisprudence regarding the 

Twombly/Iqbal interpretations of same, the Mylan Defendants’ Motion to Dismiss 

should be denied.  

A. Mylan Is The Referenced Listed Drug Holder For The 300mg Dosage 
Form of Phenytoin, and Therefore Could Have Changed Its Labeling 
Pursuant to the Changes Being Effected Process  

 
In its papers, Mylan argues that either the FDA or the branded (RLD) 

manufacturer bears the sole burden for determining what warnings should be 

included in a prescription drug’s label, and that as a generic drug manufacturer it 

has absolutely no responsibility to adequately warn consumers of the dangers 

associated with its products and its own labeling. The irony of this argument is that 

Mylan actually is an RLD holders of phenytoin based products like that ingested 
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by Plaintiff’s Decedent.  Mylan is the RLD holder for 300mg phenytoin, which is 

just a stronger form the 100mg phenytoin product taken by Plaintiff’s Decedent.3  

Contrary to Mylan’s arguments to the contrary, the Mensing Court did not 

address and, therefore, does not preempt any claims arising against a generic 

manufacturer that is an RLD holder of another drug product with the same active 

ingredient, like Mylan is in the present case.   This fact is critical because neither 

the U.S. Supreme Court nor the FDA considers an RLD a generic drug for 

regulatory purposes.4 In fact, the Mensing opinion expressly excluded RLDs from 

its definition of the term “generic drug.”  In Mensing, the Court specifically stated 

“[a]s we use it here, ‘generic drug’ refers to a drug designed to be a copy of a 

reference listed drug (typically [but not exclusively] a brand-name drug), and thus 

identical in active ingredients, safety, and efficacy.”  Mensing, 131 S.Ct. at 2574, 

n.2.  Thus, if a generic manufacturer is an RLD holder, neither the U.S. Supreme 

Court nor the FDA consider it a “generic manufacturer” for regulatory purposes.  

                                                 
3  Attached hereto as Exhibit “1” is the FDA’s “Orange Book” listing showing that Mylan is the 
RLD holder for 300mg phenytoin, and has been since it was approved by the FDA in 2001. 
4 The FDA defines a “Reference Listed Drug” as follows: “A Reference Listed Drug (RLD) is an 
approved drug product to which new generic versions are compared to show that they are 
bioequivalent.  A drug company seeking approval to market a generic equivalent must refer to 
the Reference Listed Drug in its Abbreviated New Drug Application (ANDA).”  U.S. Food & 
Drug Admin., Drugs@FDA Glossary of Terms, available at 
http://www.fda.gov/Drugs/informationdrugs/ucm079436.htm; see also21 C.F.R. § 314.3 (cited 
by the U.S. Supreme Court in Mensing: “reference listed drug means the listed drug identified by 
FDA as the drug product upon which an applicant relies in seeking approval of its abbreviated 
application”). 

Case 1:11-cv-03037-MHS   Document 16    Filed 11/16/11   Page 10 of 23



 11

As such, federal regulations directed solely to generic drug manufacturers and 

generic drugs would not pose the purported impediment to compliance by RLD 

holders (like Mylan in the present case) with state-law duties to warn that the Court 

found preempted certain state-law claims in Mensing. 

As the RLD holder for 300mg phenytoin, Mylan provides the standard for 

composition and labeling of that dosage form of the drug, and FDA regulations 

allow other generic applicants to rely upon their labeling in seeking approval to 

market their drugs.5  Mylan is, therefore, considered as having the same rights and 

obligations as a “brand-name” manufacturer of phenytoin, including the right to 

change its 300mg phenytoin labeling using the Changes Being Effected (“CBE”) 

procedures, as explained by U.S. Supreme Court in Wyeth v. Levine, 129 S.Ct. 

1187 (2009).  As a result, the preemption analysis of Mensing does not apply in 

this case, but rather the holding in Levine is controlling.  The Levine 

“impossibility” preemption analysis would apply to any failure-to-warn claims 

against Mylan or any other manufacturer of an RLD product with phenytoin as the 

active ingredient. 

The Mensing Court acknowledged that, under Levine, failure-to-warn claims 

against a drug manufacturer that could avail itself of the “changes being effected” 

                                                 
5  See, e.g., 21 C.F.R. § 314.94(a)(3). 
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regulations are not preempted.6  In particular, as pointed out by the dissent in 

Mensing, the cases before the U.S. Supreme Court did not address the situation in 

which an RLD manufacturer itself produced a generic form of metoclopramide.7  

In such cases, the analysis employed by the majority does not preempt failure-to-

warn claims because, according to the majority, RLD manufacturers (like Mylan in 

the present case) can independently change the labeling for their RLD drugs under 

the CBE procedures.8  By utilizing CBE procedures to change their RLD drug’s 

labeling, such manufacturers “independently” and simultaneously trigger the 

requirement that they change their generic drug’s labeling to reflect the changes 

made in their RLD drug’s label.9 

To hold, as Mylan argues, that Mylan, as the designated RLD holder for 

300mg phenytoin, did not enjoy the same ability to alter its label as Pfizer (the 

designated RLD holder for other dosages and forms of phenytoin) enjoyed, is 

logically untenable and would simply render both the RLD regulations and the 

entire FDA warning scheme a nullity.  The plain language of the regulations 

clearly envisions an RLD holder as the entity that generic manufacturers look to, 

                                                 
6  Mensing, 131 S.Ct. at 2575; see 21 C.F.R. §§ 314.70(c)(6)(iii)(A), C & 314.70(c)(6). 
7  Mensing, 131 S.Ct. at 2589, n. 12 (Sotomayor, J., dissenting) 
8  Mensing, 131 S.Ct. at 2575. 
9  Mensing, 131 S.Ct. at 2575 (“CBE regulation[s]…allow changes to generic drug labels only 
when a generic drug changes its label to match an updated brand name label or to follow the 
FDA’s instructions”); see 21 C.F.R. § 314.94(a)(8)(iv). 
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and copy, for warnings and other issues.10  Those regulations clearly distinguish 

between RLDs and ordinary generic drugs.  In fact, they define generic drugs in 

terms of their relationship to the RLD.  To embrace Mylan’s argument that it is as 

impaired by federal regulations as ordinary generic drug manufacturers in meeting 

state-law duties, this Court would have to hold that there is no difference between 

generic drugs and those named as RLDs in federal regulations – something the 

Court cannot do in the face of multiple specific regulations to the contrary. 

Further, it is a well-established principal of statutory construction that no 

Court may read any statute or regulation to be a nullity.11  If this Court holds that 

there is no difference between an ordinary generic drug manufacturer and an RLD 

holder in terms of their abilities to strengthen their labels, and therefore, that an 

RLD holder (like Mylan) cannot do so, then there is the possibility that no 

manufacturer can ever change a label if the name-brand manufacturer stops 

manufacturing the “name-brand” drug and leaves the market.  Such a holding 

would render a nullity all of the RLD regulations that direct generic manufacturers 

to look to the RLD holder for label changes. 

                                                 
10  “Reference Listed Drug” appears eight times in the Code of Federal Regulations.  See 21 
C.F.R. §§ 314.3, 314.54, 314.70, 314.93, 314.94, 314.127, and 320.21.  Each time, RLD is 
indicated as a point of reference and setting the standard for generics seeking to comply with 
federal regulatory requirements. 
11  See, e.g., 2A Norman J. Singer, STATUTES AND STATUTORY CONSTRUCTION § 45:12 
(6th ed. 2003) 
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Unlike the situation in the present case, the Mensing opinion finds 

preemption when the only action available to a generic drug manufacturer to revise 

its label is to request the FDA’s assistance in convincing the RLD manufacturer to 

adopt a stronger label.  Where the manufacturer of a generic drug is also the 

manufacturer of an RLD drug with the same active ingredient (like Mylan in the 

present case), however, it would not be necessary for the FDA to initiate or 

negotiate any labeling changes with a third party.  Rather, the RLD manufacturer 

can institute CBE procedures through its listed drug to achieve a stronger label.  

Thus, a label change would not be dependent on either the assistance of the FDA 

or the action of any third party, but could be undertaken independently by the RLD 

manufacturer – Mylan in this case.  As such, under Mensing and Levine, it would 

not be impossible for Mylan to comply with both state and federal law, and there is 

no preemption.  This Court should apply the impossibility preemption analysis 

utilized in Levine for RLD drugs, and require that Mylan show by clear evidence 

that the FDA would have rejected the label changes Plaintiff argues it should have 

made. 

Further, Mylan’s failures as an RLD holder concerning inadequate warnings 

go straight to the heart of jury issues and only a jury should be left to determine: 

(1) whether Mylan’s phenytoin product was defective by and through its 
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inadequate labeling/warnings; (2) whether Mylan’s inadequate labeling and 

warnings if properly addressed would have affected Plaintiff’s Decedent’s 

physicians’ decision to prescribe phenytoin to Plaintiff’s Decedent; and (3) 

whether Mylan’s inadequate warnings existed at the time its phenytoin product left 

its custody and control. As the answers to all three questions are “yes”, there 

clearly remain factual questions for a jury to decide at trial.  The Mylan 

Defendants’ Motion, therefore, should be denied. 

B. The Supreme Court’s Decision in Mensing Does NOT Preempt All 
Claims Against Generic Drug Manufacturers 

 
Even if the Court were to assume arguendo that Mylan is not an RLD holder 

of phenytoin (which it is), the only claims barred by the Supreme Court in Mensing 

are those where it is alleged that a generic manufacturer should have changed the 

content of its warning to differ from that of the brand name drug.  Mensing remains 

silent as to the duty and ability of a generic manufacturer to communicate existing 

warnings to the medical community, or to alert individuals to important safety 

related labeling changes made to the brand-names label, and approved by the FDA.  

To the extent Plaintiffs are permitted to amend their Complaint to avoid 

manifest injustice or prejudice, it will not simply allege that Mylan should have 

communicated information in addition to or different than the information that 

appeared in the labeling for the brand name drug. Rather, Plaintiffs will allege that 
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Mylan failed to communicate information that actually appeared in the drug’s 

approved labeling to physicians. Federal law does not preempt the duty of a 

generic manufacturer to actually provide warnings to physicians, it only prevents 

them from providing warnings that are not consistent with the approved labeling of 

the drug. 

While selling a product that is known to lack adequate warnings and 

instructions for safe use subjects generic drug manufacturers to liability for placing 

unreasonably dangerous products into the hands of consumers, that will not be the 

sole allegation against Mylan in Plaintiffs’ Amended Complaint. Plaintiffs will 

also allege that Mylan made false misrepresentations regarding the safety of the 

products which it knew were being relied upon by physicians in deciding to 

prescribe the drug. Plaintiffs will further allege that Mylan was aware that the 

Dilantin®/phenytoin products were being used in situations never considered by 

the FDA in granting approval for the drug, and that this use was causing serious 

injury to a significant number of people, including Plaintiff’s Decedent. Taking 

these allegations as true, Plaintiffs Amended Complaint will state facts sufficient to 

support all of the causes of action stated within said Complaint (which are 

unrelated to failure-to-warn claims).  
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The Mensing decision is not dispositive of any and all claims against generic 

drug manufacturers as Mylan would have this Court believe. Rather, Mensing 

controls cases in which generic drug manufacturers are not RLD holders of a drug 

with the same active ingredient as the drug at issue (unlike Mylan in the present 

case).12  As stated herein, Plaintiffs maintain that other negligence theories against 

Mylan are viable after Mensing, and therefore Mylan’s Motion should be denied. 

C. Plaintiffs Seek Leave to Amend Their Complaint to Allege Facts 
Sufficient to State a Claim for Defective Design or Manufacture 

 
Mylan argues that Plaintiffs cannot maintain a claim for defective design or 

manufacture because “there is no feasible alternative design for phenytoin.”  

(Mylan Brief at p. 9).  Tellingly, Mylan cites no Georgia or Eleventh Circuit law to 

support such claim, but rely solely on an unreported 1994 slip opinion from the 

U.S. District Court for the District of Massachusetts.  While Plaintiffs are not 

aware of any Georgia or Eleventh Circuit opinions addressing this particular issue, 

they are aware of at least one reported U.S. District Court opinion finding that a 

design defect claim is viable in a prescription drug case.    

In Bartlett v. Mutual Pharmaceutical Company, Inc., 760  F.Supp.2d. 220 

(D. New Hampshire Jan. 2, 2011), the New Hampshire District Court held that the 

                                                 
12  As explained above, because Mylan is an RLD holder for 300mg phenytoin, this Court should 
apply the Wyeth v. Levine analysis to determine if any of Plaintiffs’ claims are preempted. 
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plaintiff’s defective design claim was not preempted by the Food, Drug, and 

Cosmetic Act (FDCA) or by Food and Drug Administration (FDA) regulations, 

and that the evidence in that case was sufficient to find that the risks of the 

prescription drug at issue (sulindac – a non-steroidal anti-inflammatory drug that is 

still on the market) outweighed its benefits, making it an unreasonable dangerous 

product.  Just like Plaintiff’s Decedent in the present case, the plaintiff in Bartlett 

suffered from TEN as a result of her ingestion of the drug at issue.  Just like the 

present case, the plaintiff in Bartlett sued the generic manufacturer of the product 

she ingested.13  At the conclusion of the trial in Bartlett, the jury awarded the 

plaintiff $21.06 million in damages. 

If they are permitted to amend their Complaint, Plaintiffs will allege that 

there is a feasible alternative design to phenytoin, and will cite the specific 

alternative design that is available.  There is no Georgia of Eleventh Circuit law 

requiring that the alternative design contain the same active ingredient – especially 

in light of the fact that Mylan is not the innovator of the product, but rather simply 

copied the formula previously developed by Pfizer and then altered the design to 

manufacture dosage forms other than those manufactured by Pfizer.  As Plaintiffs 

                                                 
13 Unlike the present case, however, the generic manufacturer in Bartlett was not an RLD 

holder for any form of the drug at issue in that case.  As such, Plaintiff’s claims against Mylan in 
the present case are even stronger than those maintained by the plaintiff in Bartlett. 
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will further explain in their Amended Complaint (if permitted to so amend), there 

are other, safer anti-seizure medications on the market that are no longer subject to 

patents, which would allow Mylan to manufacture generic versions of those 

medications.  Such anti-seizure medications have not been linked to TEN or other 

horrific cutaneous reactions like that suffered by Plaintiffs’ Decedent. 

As such, Mylan’s Motion as to Count II of Plaintiffs’ Complaint should be 

denied. 

D. Plaintiffs Have Alleged Facts Sufficient to State a Claim for Punitive 
Damages 

 
Mylan incorrectly asserts that Plaintiffs have failed to state any facts to 

support their claim for punitive damages.  As described above, Plaintiffs have 

sufficiently pled their Complaint based on the general pleading requirements 

contained in the Federal Rules of Civil Procedure Rule 8, and jurisprudence 

regarding the Twombly/Iqbal interpretations of same.  To the extent the Court does 

not agree, Plaintiffs respectfully request that they be permitted to amend their 

Complaint to comply with the Federal pleading requirements.  As such, Mylan’s 

Motion as to the Punitive Damages Count of Plaintiffs’ Complaint should be 

denied. 

II. ASSUMING ARGUENDO THAT PLAINTIFFS HAVE NOT PLED 
THEIR COMPLAINT SUFFICIENTLY, THE COURT SHOULD 
PERMIT PLAINTIFFS TO AMEND THEIR COMPLAINT 
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 If the Court does not believe Plaintiffs have pled their Complaint sufficiently 

pursuant to the Iqbal/Twombley standard, Plaintiffs respectfully request that they 

be permitted to amend the Complaint to do so.  In the alternative to dismissing 

Plaintiffs’ Complaint, Eleventh Circuit law requires that Plaintiffs be permitted to 

amend their Complaint to provide a more definite statement as to said Count:   

“A complaint should not be dismissed under Fed.R.Civ.P. 

12(b)(6)“unless it appears beyond doubt that the plaintiff can prove no 

set of facts in support of his claim which would entitle him to relief.” 

Conley v. Gibson, 355 U.S. 41, 47, 78 S.Ct. 99, 101, 2 L.Ed.2d 80 

(1957). In addition, a district court's discretion to dismiss a complaint 

without leave to amend is “severely restrict[ed]” by Fed.R.Civ.P. 

15(a), which directs that leave to amend “shall be freely given when 

justice so requires.” Dussouy v. Gulf Coast Investment Corp., 660 

F.2d 594, 597 (Former 5th Cir. 1981). “[U]nless there is a substantial 

reason to deny leave to amend, the discretion of the district court is 

not broad enough to permit denial.” Id. at 598.” 

Thomas v. Town of Davie, 847 F.2d 771 (11th Cir. 1998). 
 

 Further, the Eleventh Circuit Court of Appeals has “concluded that ‘[w]here 

a more carefully drafted complaint might state a claim, a plaintiff must be given at 
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least one chance to amend the complaint before the district court dismisses the 

action with prejudice,’ unless the plaintiff has indicated that he does not wish to 

amend his complaint or if a more carefully drafted complaint could not state a 

valid claim. Case v. Riley, 270 Fed. Appx. 908 (11th Cir. 2008); see also Bank v. 

Pitt, 928 F.2d 1108, 1112 (11th Cir.1991), overruled in part by Wagner v. Daewoo 

Heavy Indus. Am. Corp., 314 F.3d 541, 542 (11th Cir.2002) (en banc).  In the 

present case, should the Court find that Plaintiffs’ Complaint has failed to state a 

claim pursuant to F.R.C.P. 12(b), Plaintiffs hereby affirmatively indicate that they 

wish to amend their Complaint pursuant to F.R.C.P. 15(a)(2). 

CONCLUSION 

 For the foregoing reasons, Plaintiffs respectfully request that the Mylan 

Defendants’ Motion to Dismiss be DENIED. 

 Respectfully submitted this the 16th day of November, 2011.  
 
 
      

/s/ C. Andrew Childers   
CHILDERS, SCHLUETER &  
SMITH, LLC 
C. Andrew Childers 
Georgia Bar No. 124398 
achilders@cssfirm.com  
1932 N. Druid Hills Road 
Suite 100 
Atlanta, Georgia 30319 
(404) 419-9500 – Phone 
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(404) 419-9501 – Facsimile 
 
 
 
 
 

Font Certification 

 Pursuant to Local Rule 7.1(D), I hereby certify that the foregoing document 

was prepared using Times New Roman 14 point type as provided in Local Rule 

5.1(B). 

 

/s/ C. Andrew Childers 
 C. Andrew Childers 
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CERTIFICATE OF SERVICE 
 

 I hereby certify that on November 16, 2011, I electronically filed the 

foregoing document with the clerk of the court for the U.S. District Court, 

Northern District of Georgia, using the CM/ECF system.  

       
      /s/ C. Andrew Childers 
 C. Andrew Childers 
      Attorney for the Plaintiffs 
      Georgia Bar No:  124398 
      achilders@cssfirm.com      
 
 
CHILDERS, SCHLUETER & SMITH, LLC 
1932 N Druid Hills Road, Suite 100 
Atlanta, GA 30318 
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(404) 419-9501 – Facsimile 
 

 

Case 1:11-cv-03037-MHS   Document 16    Filed 11/16/11   Page 23 of 23


