
IN THE 

SUPREME COURT OF ApPEALS OF WEST VIRGI 

KIMMY McNAIR AND LARRY McNAIR, 

Plaintiffs-Appellants, 

v. 

JOHNSON & JOHNSON, A FOREIGN CORPORATION; 


JANSSEN PHARMACEUTICALS, INC., A FOREIGN CORPORATION; 

AND ORTHO-McNEIL PHARMACEUTICAL, INC., A FOREIGN CORPORATION, 


Defendants-Appellees. 

No. 17-0519 

On Certified Question from the U.S. Court ofAppeals 
for the Fourth Circuit 

Brief for Defendants-Appellees 

David B. Thomas John D. Winter (pro hac vice) 
Daniel R. Higginbotham Jonah M. Knobler (pro hac vice) 
THOMAS COMBS & SPANN LLP PATTERSON BELKNAP WEBB & TYLERLLP 

POBox 3824 1133 Avenue of the Americas 
Charleston, WV 25338 New York, New York 10036 
Tel: (304) 414-1800 Tel: (212) 336-2000 
dthomas@tcspllc.com jwinter@pbwt.com 
dhigginbotham@tcspllc.com jknobler@pbwt.com 

Attorneys for Defendants-Appellees 



TABLE OF CONTENTS 


IN"TRODUCTION ...........................................................................................................................1 


STATEMENT OF THE CASE ........................................................................................................2 


A. 	 FACTS AND PROCEDURAL HISTORY .............................................................2 


B. 	 REGULATORY BACKGROUND .........................................................................4 


1. 	 The New Drug Application Process ........................................................... .4 

2. 	 Hatch-Waxman And The Rise ofGeneric Drugs ....................................... .4 

3. Federal Preemption OfCertain Claims Against Generic Manufacturers ....7 


SUMMARY OF ARGUMENT .......................................................................................................8 


STATEMENT REGARDIN"G ORAL ARGUMENT ....................................................................10 


ARGUMENT .................................................................................................................................10 


I. 	 PLAINTIFFS' STRICT LIABILITY CLAIM IS FORECLOSED BY YOST .................. 1 0 


II. 	 PLAINTIFFS' CLAIMS FAIL BECAUSE AN INNOVATOR MANUFACTURER 

OWES NO DUTY OF CARE TOWARD CONSUMERS OF GENERICS ..................... 13 


A. 	 Foreseeability Does Not Answer The Duty Question ........................................... .14 


B. 	 Policy Considerations Weigh Strongly Against Innovator Liability ..................... 16 


1. 	 Lack Of Any "Relationship" Or ''Nexus'' Between Innovator 

Manufacturers And Consumers OfGeneric Drugs ....................................17 


2. 	 Unfairness To Innovator Manufacturers ................................................... .18 

3. 	 Adverse Public Health Consequences .......................................................20 

4. 	 Deference To Legislative Policy ................................................................22 

5. 	 Avoidance Of Excessive Litigation ...........................................................23 


C. 	 Plaintiffs' Countervailing Policy Considerations Are Not Convincing ................ .25 


1. 	 Ensuring Compensation To Everyone Who Is Injured ..............................25 

2. 	 Incentivizing Innovator Manufacturers To Update Their Labels ..............26 


III. 	 PLAINTIFFS' CLAIMS ALSO FAIL BECAUSE JANSSEN DID NOT 

PROXIMATELY CAUSE THEIR ALLEGED IN"JURIES ............................................. .27 


IV. 	 AUTHORITY FROM OTHER JURISDICTIONS OVERWHELMINGLY REJECTS 

INNOVATOR LIABILITY ...............................................................................................29 




V. 	 THE SUPREME COURT'S MENSING DECISION DOES NOT AFFECT THE 

INNOVATOR LIABILITY ANALySIS ........ ..................................................................32 


A. 	 Mensing Did Not Overrule The Cases Rejecting Innovator Liability ...................32 


B. 	 Any Unfairness Created By Federal Preemption Should Be Resolved By 

Congress Or The FDA, Not This Court .................................................................34 


CONCLUSION ..............................................................................................................................36 


ii 



TABLE OF AUTHORITIES 


Aikens v. Debow, 
208 W. Va. 486, 541 S.E.2d 576 (2000) ................................................................ 13, 16, 17, 25 


Ashworth v. Albers Med., Inc., 

410 F. Supp. 2d 471 (S.D. W. Va. 2005) ................................................................................. 24 


Bell v. Pfizer, Inc., 

716 F.3d 1087 (8th Cir. 2013) ........................................................................................... 29, 31 


Cardinal v. Elsevier Inc., 

2014 WL 10937406 (Mass. Super. Aug. 11,2014) .......................................................... .11, 12 


Colaccico v. Apotex, Inc., 

432 F. Supp. 2d 514 (E.D. Pa. May 25,2006), aiI'd on other grounds, 521 

F.3d 253 (3d Cir. 2008), vacated on other grounds, 556 U.S. 1101 (2009) ............................ 19 


Coleson v. Janssen Pharms., Inc., 

251 F. Supp. 3d 716,721-22 (S.D.N.Y. 2017) ....................................................................... .18 


Conrail v. Gottshall, 

512 U.S. 532 (1994) ................................................................................................................. 16 


Conte v. Wyeth, Inc., 

85 Cal. Rptr. 3d 299 (Cal. App. 2008) ..................................................................................... 30 


Crum v. Equity Inns, Inc., 

224 W. Va. 246, 685 S.E.2d 219 (2009) ................................................................................. .17 


D 'Ambra v. United States, 

114 R.I. 643 (1975) .................................................................................................................. 15 


In re Darvocet, Darvon, & Propoxyphene Prods. Liab. Litig., 
756 F.3d 917 (6th Cir. 2014) ........................................................................................... passim 

Demahy v. Schwarz Pharma, Inc., 

702 F.3d 177 (5th Cir. 2012) ....................................................................................... 29, 33, 34 


Dolin v. SmithKlineBeecham Corp., 

62 F. Supp. 3d 705, 712-23 {N.D. Ill. 2014) ............................................................................ 30 


iii 




Donohue v. Copiague Union Free Sch. Dist., 

407 N.Y.S.2d 874 (N.Y. App. Div. 1978) ........................................................................ .16, 23 


Eckhardt v. Qualitest Pharms., Inc., 

751 F.3d 674 (5th Cir. 2014) ................................................................................................... 29 


Flynn v. Am. Home Prods. Corp., 

627 N.W.2d 342 (Minn. App. 2001) ........................................................................................ 29 


Foster v. Am. Home Prods. Corp., 
29 F.3d 165 (4th Cir. 1994) ...................................................... ....................................... passim 

Franzman v. Wyeth, Inc., 

451 S.W.3d 676 (Mo. Ct. App. 2014) ...................................................................................... 29 


Fullington v. Pfizer, Inc., 

720 F.3d 739 (8th Cir. 2013) ................................................................................................... 29 


Gardner v. Buckeye Savings & Loan Co., 

108 W. Va. 673, 152 S.E. 530 (1930) ...................................................................................... 26 


Gourdine v. Crews, 

955 A.2d 769 (Md. 2008) .................................................................................................. 17, 18 


Gross v. Pfizer, Inc., 

2010 WL 4485774 (D. Md. Nov. 9, 2010) .............................................................................. 29 


Gross v. Pfizer, Inc., 

2011 U.S. Dist. LEXIS 100346 (D. Md. Sept. 7,2011) .................................................... 32, 33 


Guarino v. Wyeth, 

719 F.3d 1245 (11th Cir. 2013) ..................................................................................... 9, 29, 30 


Guvenoz v. Target Corp., 

30 N.E.3d 404 (TIL App. 2015) ................................................................................................ 30 


Haddox v. Suburban Lanes, 

176 W. Va. 744,349 S.E.2d 910 (1986) .................................................................................. 28 


Hannah v. Heeter, 

213 W. Va. 704, 584 S.E.2d 560 (2003) .................................................................................. 26 


Hatcher v. McBride, 

221 W. Va. 5,650 S.E.2d 104 (2006) ...................................................................................... 29 


Hill v. Joseph T. Ryerson & Son, Inc., 

165 W. Va. 22,268 S.E.2d 296 (1980) ............................................................................. .11, 12 


lV 

http:N.Y.S.2d


Hogue v. Pfizer, Inc., 

893 F. Supp. 2d 914 (S.D. Ohio 2012) ................................................................................... .33 


Huck v. Trimark Physicians Grp., 

834 N.W.2d 82, 2013 WL 1749774 (Iowa App. Apr. 24, 2013) ............................................. 29 


Huck v. Wyeth, Inc., 
850 N.W.2d 353 (Iowa 2014) .......................................................................................... passim 

Hosky v. Michelin Tire Corp., 

172 W. Va. 435, 307 S.E.2d 603 (1983) ........................................................................... .13, 25 


State ex rei. Johnson & Johnson Corp. v. Karl, 

220 W. Va. 463, 647 S.E.2d 899 (2007) .............................................................................. 9, 14 


Johnson v. Supro Corp., 

498 So. 2d 528 (Fla. App. 1986) .............................................................................................. 18 


Johnson v. Teva Pharms. USA, Inc., 

758 F.3d 605 (5th Cir. 2014) ............................................................................................. 29, 31 


Kelly v. Wyeth, 

2005 Mass. Super. LEXIS 688 (Mass. Super. May 6, 2005) .................................................. .17 


Lance v. Senior, 

36 TIL 2d 516 (1967) ................................................................................................................ 15 


Lashley v. Pfizer, Inc., 

750 F.3d 470 (5th Cir. 2014) ................................................................................................... 29 


Lockhart v. Airco-Heating & Cooling, 

211 W. Va. 609, 567 S.E.2d 619 (2002) ................................................................................. .19 


Loreto v. P&G, 

515 F. App'x 576 (6th Cir. 2013) ............................................................................................ 15 


Mallet v. Pickens, 

206 W. Va. 145,522 S.E.2d 436 (1999) ................................................................................. .15 


Meade v. Parsley, 

2009 U.S. Dist. LEXIS 106071 (S.D. W. Va. Nov. 13,2009) ................................................ 27 


Mensing v. Wyeth, Inc., 

588 F.3d 603 (8th Cir. 2009) ............................................................................................ .29, 33 


Mensing v. Wyeth, Inc., 

658 F.3d 867 (8th Cir. 2011) ................................................................................................... 33 


v 




Metz v. Wyeth, LLC, 

830 F. Supp. 2d 1291 (M.D. Fla. 2011) .................................................................................. .32 


Miller v. Whitworth, 

193 W. Va. 262,455 S.E.2d 821 (1995) ................................................................ 13, 15, 16,20 


In re Mirapex Prods. Liab. Litig., 
2016 U.S. Dist. LEXIS 105735 (D. Minn. June 26,2016) ...................................................... 27 


Moretti v. Wyeth, Inc., 

579 F. App'x 563 (9th Cir. 2014) ............................................................................................ 29 


Morningstar v. Black & Decker Mfg. Co., 
162 W. Va. 857,253 S.E.2d 666 (1979) .......................................................................... passim 

Mut. Pharm. Co. v. Bartlett, 

133 S. Ct. 2466 (2013) ......................................................................................................... 4, 33 


Mylan Pharms., Inc. v. Thompson, 

268 F.3d 1323 (Fed. Cir. 2001) .................................................................................................. 5 


Nicely v. Wyeth, Inc., 

451 S.W.3d 694 (Mo. Ct. App. 2014) ...................................................................................... 30 


Phelps v. Wyeth, Inc., 

857 F. Supp. 2d 1114 (D. Or. 2011) .................................................................................. 33, 34 


PUVA, Inc. v. Dement, 

780 S.E.2d 735 (Ga. App. 2015) .............................................................................................. 30 


PLIVA, Inc. v. Mensing, 
564 U.S. 604 (2011) ........................................................................ ................................. passim 

Robertson v. LeMaster, 

171 W. Va. 607,301 S.E.2d 563 (1983) ................................................................ 13, 14, 15, 16 


Schrock v. Wyeth, Inc., 

727 F.3d 1273 (10th Cir. 2013) ........................................................................................ .18, 29 


Senn v. Merrell-Dow Pharms., Inc., 

751 P.2d 215 (Or. 1988) .......................................................................................................... 35 


Sharp v. Leichus, 

2006 WL 515532 (Fla. Cir. Feb. 17, 2006) ............................................................................. 29 


Smith v. Wyeth, Inc., 

657 F.3d 420 (6th Cir. 2011) ............................................................................................ .15, 29 


VI 




Stanley v. Wyeth, Inc., 
991 So. 2d 31 (La. App. 2008) ................................................................................................. 29 


Star Furniture Co. v. Pulaski Furniture Co., 
171 W. Va. 79,297 S.E.2d 854 (1982) ............................................................................. .10, 12 


Stevens v. MTR Gaming Grp., Inc., 
237 W. Va. 531, 788 S.E.2d 59 (2016) ....................................................................... .15, 16,22 


Strayhorn v. Wyeth Pharms., Inc., 
737 F.3d 378 (6th Cir. 2013) ....................................................................................... 23, 29, 34 


Strayhorn v. Wyeth Pharms., Inc., 
882 F. Supp. 2d 1020 (w.n. Tenn. Aug. 8,2012)............................................................ .10, 28 


Thing v. La Chusa, 
48 Cal. 3d 644 (1989) .............................................................................................................. 16 


Thompson v. Kaczinski, 
774 N.W.2d 829 (Iowa 2009) ........................................................................................... .31, 32 


Webb v. Sessler, 
135 W. Va. 341,63 S.E.2d 65 (1950) .................................................................................. 9, 28 


Whitener v. PLIVA, Inc., 
606 F. App'x 762 (5th Cir. 2015) ............................................................................................ 29 


Wilkinson v. Duff, 
212 W. Va. 725, 575 S.E.2d 335 (2002) .................................................................................. 28 


Wyeth, Inc. v. Weeks, 
159 So. 3d 649 (Ala. 2014) ........................................................................................ ...... passim 

Wyeth v. Levine, 
555 U.S. 555 (2009) ................................................................................................... 7, 8,20,26 


Yost v. Fuscaldo, 

185 W. Va. 493, 408 S.E.2d 72 (1991) ............................................................................ passim 


West Virginia Statutes 

W. VA. CODE § 46-2-106 ................................................................................................................. 2 


W. VA. CODE § 46-2-313-15 ............................................................................................................ 2 


W. VA. CODE § 55-7-30 ................................................................................................................. 23 


W. VA. CODE § 55-7-31 .................................................................................................... .11, 13,23 


Vll 



2016 W. Va. Acts 4 ........................................................................................................................ 23 


Federal Statutes and Regulations 

21 U.S.C. § 355(a) ........................................................................................................................... 4 


21 U.S.C. § 355(b)(1) ...................................................................................................................... 4 


21 U.S.C. § 355(j) ............................................................................................................................ 5 


21 U.S.C. § 355(j)(2)(v) ................................................................................................................... 5 


35 U.S.C. § 156 ............................................................................................................................... :5 


35 U.S.C. § 156(g)(6)(A) ........................................................................................................... 6, 27 


35 U.S.C. § 271(e) ........................................................................................................................... 5 


21 C.F.R. § 314.50(c), (e) ................................................................................................................ 4 


57 Fed. Reg. 17950 (Apr. 28, 1992) ................................................................................................ 5 


78 Fed. Reg. 67985 (Nov. 13, 2013) .............................................................................................. 35 


Other Authorities 

ALA. CODE ANN. § 6-5-530(a) ....................................................................................................... 30 


James M. Beck & Matthew D. Jacobson, 3D Printing: What Could Happen to 

Products Liability When Users (and Everyone Else in Between) Become 

Manufacturers, 18 MINN. J. L. SCI. & TECH. 143, 173-75 & n.174 (2017) ............................. 24 


Dep't ofHealth & Human Services, EXPANDING THE USE OF GENERIC DRUGS 4-5 

(2010), available at http://bit.ly/2Acvihi ................................................................................... 5 


Dep't of Health & Human Services, UNDERSTANDING RECENT TRENDS IN 


GENERIC DRUG PRICES 2 (2016), available at http://bit.lyl2u4Ztka .......................................... 6 


Drug & Device Law Blog, Scorecard: Innovator Liability in Generic Drug Cases, 

bttp://bit.ly/2zthUSl ........................................................................................................... 22, 30 


David G. Owen et aI., MADDEN & OWEN ON PRODUCTS LIABILITY § 2:9 

(3d ed. 2000) ............................................................................................................................ 16 


E. Wayne Thode, Tort Analysis: Duty-Risk v. Proximate Cause and the Rational 

Allocation ofFunctions Between Judge and Jury, 1977 UTAH L. REv. 1,27 

(1977) ....................................................................................................................................... 15 


H.R. Rep. No. 98-857, pt. 1, at 15, reprinted in 1984 U.S.C.C.A.N. 2647 ..................................... 6 

Vlll 

http://bit.lyl2u4Ztka
http://bit.ly/2Acvihi


Louis Lasagna, The Chilling Effect ofProduct Liability on New Drug 

Development, in THE LIABILITY MAZE 334 (P. Huber & R Litan eds. 1991) ......................... 21 


LEVAQUIN@ PACKAGE INSERTS ....................................................................................................... 3 


PhRMA, BIOPHARMACEUTICALS IN PERSPECTIVE 50-51 (2006), available at http:// 

onphr.mal2zJHIOA ..................................................................................................................... 6 


RESTATEMENT (SECOND) TORTS § 388 .......................................................................................... 14 


RESTATEMENT (SECOND) TORTS § 402A, cmt. c ........................................................................... .12 


Sarah C. Duncan, Allocating Liability for Deficient Warnings on Generic Drugs: 

A Prescriptionfor Change, 13 VAND. J. ENT. & TECH. L. 185, 190,210-214 

(2010) ....................................................................................................................................... 35 


Steven Garber, ECONOMIC EFFECTS OF PRODUCT LIABILITY AND OTHER 

LITIGATION INvOLVING THE SAFETY AND EFFECTIVENESS OF 

PHARMACEUTICALS xiv (2013) ................................................................................................ 12 


Tiffany T. Smith, New law reverses controversial "innovator liability" high court 

ruling, ALABAMA TODAY, May 11, 2015 ............................................................................... .30 


Victor E. Schwartz, et aI., Warning: Shifting Liability to Manufacturers ofBrand

Name Medicines When the Harm Was Allegedly Caused by Generic Drugs 

Has Severe Side Effects, 81 FORDHAML. REv. 1835, 1840-41 (2013) ..................................... .4 


IX 




Defendants-Appellees Janssen and Janssen Pharmaceuticals, Inc. (together, "Janssen") 

respectfully submit this brief in response to the opening brief ("Pltfs.' Br.") of Plaintiffs

Appellants Kimmy and Larry McNair (together, "Plaintiffs"). 

INTRODUCTION 

"[I]t is well-settled law that the 'threshold requirement of any products-liability claim is 

that the plaintiff assert that the defendant's product caused [her] injury.'" In re Darvocet, 

Darvon, & Propoxyphene Prods. Liab. Litig., 756 F.3d 917, 938 (6th Cir. 2014) (emphasis 

added) (applying the law of 22 states, including West Virginia). Plaintiffs ask this Court to turn 

this ''well-settled law" on its head by allowing consumers injured by generic drugs to sue the 

"innovator" company that developed the name-brand version. In other words, they ask this 

Court to subject that innovator company to liability for injuries caused by a product that it did 

not manufacture, did not sell, and did not profit from. 

This so-called "innovator liability" doctrine is contrary to the law of West Virginia, 

which recognizes that the proper defendant in a product-liability case is the manufacturer, seller, 

or distributor of the product that actually injured the plaintiff. It is contrary to public policy: 

requiring innovator manufacturers, who comprise only 10% of the pharmaceutical market, to 

shoulder 100% of that market's tort liability would be fundamentally unfair and would have 

severe collateral consequences on this State's public health. And it is contrary to the consensus 

of ''the overwhelming majority of courts," both state and federal, across the nation. 

Plaintiffs would have the Court take this radical step because, under PUVA, Inc. v. 

Mensing, 564 U.S. 604 (2011), certain product-liability claims against generic manufacturers are 

now blocked by federal law. But courts have repeatedly rejected Plaintiffs' argument that 

Mensing-which addressed only the preemptive effect of federal drug regulations-somehow 



altered fundamental principles of state products-liability law. Indeed, the certifying court in this 

very case recognized that "even after Mensing ... , the overwhelming weight" of authority 

continues to reject innovator liability. (JA 5.) 

Post-Mensing, federal law leaves some persons allegedly injured by generic drugs 

without a judicial remedy-but this is a choice that Congress and the United States Food & Drug 

Administration ("FDA") knowingly made to encourage the proliferation of less expensive 

generic drugs. If that tradeoff was an unfair or unwise one, the solution is a legislative 

amendment by Congress or a regulatory amendment by the FDA. Indeed, such an amendment is 

presently under consideration. The solution is not for this Court to tum West Virginia's product

liability law upside down-at great collateral cost-so that sympathetic consumers like Plaintiffs 

can sue someone in the meantime. 

STATEMENT OF THE CASE 

A. FACTS AND PROCEDURAL HISTORY 

Plaintiffs filed this products-liability suit in West Virginia state court, alleging that, in 

2012, Mrs. McNair developed acute respiratory distress syndrome ("ARDS") after taking 

Janssen's prescription antibiotic Levaquin® (levofloxacin). (JA 152.) Plaintiffs' complaint 

asserted claims for negligence, strict liability (failure to warn), and breach of warranty. I (JA 

153-56.) Mr. McNair also alleged a derivative claim for loss ofconsortium. (JA 157.) 

Plaintiffs asserted that "initially, the package insert for Levaquin® included a 

warning/precaution ... [about] ARDS," but that "several years prior to the expiration of the 

I The certified question does not address Plaintiffs' warranty claim, and Plaintiffs' opening brief does not 
discuss that claim. Accordingly, the warranty claim is not properly before this Court. In any event, it is 
black-letter law that a warranty arises between a "seller" and a "buyer" as part of a "sale," i.e., "the 
passing oftitle from the seller to the buyer for a price." See W. VA. CODE §§ 46-2-106, 313-15 (2017). 
No "sale" took place between Janssen and Plaintiffs, either directly or indirectly. 

2 



patent in June 2011," Janssen successfully petitioned the FDA to "remove[] ARDS from the 

package insert." (JA 17.) This is demonstrably false: as the Court may take judicial notice from 

the FDA's website, Levaquin®'s labeling included a warning about "acute respiratory distress" 

at all times relevant to this case.2 

Janssen removed this suit to the United States District Court for the Southern District of 

West Virginia and discovery proceeded. It was soon revealed that Mrs. McNair did not take 

Levaquin® at all, but rather generic levofloxacin manufactured by an unrelated company called 

Dr. Reddy's Laboratories Limited ("Dr. Reddy's"). (JA 228-30.) When this fact surfaced, 

Janssen moved for summary judgment. (JA 228.) In response, Plaintiffs conceded that Mrs. 

McNair did not take Levaquin®. (JA 230-31.) However, they argued that Janssen should still 

be held liable because it was foreseeable that generic manufacturers would copy Levaquin®'s 

labeling for use with their own levofloxacin products. (JA 231.) 

Judge Copenhaver disagreed. He observed that the "overwhelming" national consensus 

rejects such "innovator liability" claims, and he found nothing in West Virginia law to suggest 

that this State would depart from that consensus. (JA 237-40.) Accordingly, he granted 

summary judgment in Janssen's favor on all claims. (JA 241.) Plaintiffs then appealed to the 

United States Court of Appeals for the Fourth Circuit. That court agreed with the district court 

that "the overwhelming weight" of authority rejects innovator liability. (JA 5.) Nevertheless, 

fmding no West Virginia case precisely on point, it certified the question to this Court. 

2 See LEVAQUIN@ PACKAGE INSERT 14 (January 2011), available at http://bit.1y/2newxHs (warning of 
potential for "acute respiratory distress"); LEVAQUIN® PACKAGE INSERT 14 (April 2011), available at 
http://bit.1y/2Bz40j3 (same); LEVAQUIN® PACKAGE INSERT 15 (April 2012), available at 
http://bit.ly/2AhsLSC (same); see generally Drugs@FDA: Levaquin, http://bit.ly/2jyclwrn (chronology 
ofLevaquin® labels on FDA website). 
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B. REGULATORY BACKGROUND 

1. The New Drug Application Process 

Under the Federal Food, Drug, and Cosmetic Act, the manufacturer of a "new drug" must 

obtain approval from the FDA before selling it. 21 U.S.C. § 355(a). This requires the 

manufacturer to prepare and submit a New Drug Application ("NDA") for the agency's review 

and assessment. This process is "both onerous and lengthy." Mut. Pharm. Co. v. Bartlett, 133 S. 

Ct. 2466, 2471 (2013). It requires the manufacturer to plan, conduct, and analyze animal and 

human trials; compile information on the drug's chemistry, adverse effects, and intended uses; 

develop proposed labeling; and much more. See 21 U.S.C. § 355(b)(1); 21 C.F.R. § 314.50(c), 

(e); Victor E. Schwartz, et al., Warning: Shifting Liability to Manufacturers of Brand-Name 

Medicines When the Harm Was Allegedly Caused by Generic Drugs Has Severe Side Effects, 81 

FORDHAM L. REv. 1835, 1840-41 (2013) (hereinafter "Schwartz"). All told, the process of 

developing and obtaining FDA approval of a single new drug ''takes more than a decade" and 

costs well over a billion dollars. Id. at 1842. It is also risky: "less than one-in-ten products 

submitted to the [FDA] receive approval and enter the marketplace." !d. 

2. Hatch-Waxman And The Rise of Generic Drugs 

Originally, both name-brand and generic drugs had to undergo the above-described NDA 

process. Schwartz at 1839. As a result, generic drugs were rare: as recently as the early 1980s, 

"only about one-third of top-selling drugs with expired patents ... had generic versions 

available," and even when available, "the market share for th[ ose] generic versions ... averaged 

just 12.7 percent of prescriptions .... " Id. 

This changed in 1984, when Congress enacted the Drug Price Competition and Patent 

Term Restoration Act, better known as the Hatch-Waxman Amendments. See Pub. L. No. 98

4 




417, 98 Stat. 1585 (codified as amended at 21 U.S.C. § 355(j), 35 U.S.C. §§ 156, 271 (e». 

Hatch-Waxman was intended "to balance two conflicting policy objectives: to induce name 

brand pharmaceutical firms to make the investments necessary to research and develop new drug 

products, while simultaneously enabling competitors to bring cheaper, generic copies of those 

drugs to market." Mylan Pharms., Inc. v. Thompson, 268 F.3d 1323, 1326 (Fed. Cir. 2001); see 

also Final Rule, Abbreviated New Drug Application Regulations, 57 Fed. Reg. 17950, 17951 

(Apr. 28, 1992) (describing the "careful balance" of Hatch-Waxman, including its intent to 

"encourag[e] research and innovation" by name-brand manufacturers). 

To make generics more widely available, Congress created a new approval process for 

those drugs, called the Abbreviated New Drug Application ("ANDA"), that is "far less 

demanding" than the procedure for name-brand medicines. (JA 3.) The ANDA process 

ordinarily costs under $2 million to complet~about 0.1 % of the cost of developing a name

brand medicine. See U.S. Dep't of Health & Human Services, EXPANDING THE USE OF GENERIC 

DRUGS 4-5 (2010), available at http://bit.lyI2Acvihi. An ANDA applicant need not conduct 

clinical trials to demonstrate safety or efficacy. (JA 3.) It need only "demonstrate that its 

[generic] is 'equivalent' to the pioneer drug"-i.e., that it has the same active ingredient(s), route 

of administration, dosage, et cetera. Schwartz at 1842-43; see 21 U.S.C. § 355(j). 

This also requires the generic applicant to show that "the labeling proposed for the new 

drug"-including any safety warnings contained therein-"is the same as the labeling approved 

for the [pioneer] drug." Id. § 355(j)(2)(v); see Mensing, 564 U.S. at 613. In other words, Hatch

Waxman requires generic manufacturers to copy the innovator's labeling. This "sameness" 

requirement is an "ongoing" one, meaning that even after market entry, a generic manufacturer 
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must change its labeling if the name-brand manufacturer changes its own. Id. 3 

Congress understood that the ANDA process gave generic manufacturers an enormous 

advantage, and that the resulting proliferation of generic drugs would threaten the economic 

viability of name-brand medicines, thereby chilling pharmaceutical innovation. To address that 

problem, Hatch-Waxman also extended the patent life for pioneer medicines by up to five years, 

see 35 U.S.C. § 156(g)(6)(A), thereby "giv[ing] brand-name drug manufacturers more time to try 

to recoup their investment," Schwartz at 1840. Congress's express intent was to "create a new 

incentive for increased expenditures for research and development." H.R. Rep. No. 98-857, pt. 

1, at 15, reprinted in 1984 u.S.C.C.A.N. 2647. 

Hatch-Waxman's balancing act has met with mixed success. On one hand, the 

availability of generic drugs has skyrocketed: they now comprise almost 90% of all 

prescriptions. See U.S. Dep't of Health & Human Services, UNDERSTANDING RECENT TRENDS IN 

GENERIC DRUG PRICES 2 (2016), available at http://bit.ly/2u4Ztka. On the other hand, 

Congress's extension of drug patents has not been sufficient to compensate innovator 

manufacturers for the sales lost to generics. Despite Hatch-Waxman, the average lifetime 

revenue for a new name-brand medicine has declined by over 40% since 2000, and four out of 

five never become profitable at all. PhRMA, BIOPHARMACEUTICALS IN PERSPECTIVE 50-51 

(2006), available at http://onphr.mal2zJHIOA. 

3 Plaintiffs characterize this system as one in which "brand-name drug manufacturers write the labels for 
all drugs." (pltfs.' Br. at 39.) That word choice is misleading. Innovator manufacturers do not take any 
affirmative steps to "write" the labels of their generic competitors. They "write" the labels for their own 
medicines, intending and desiring that they be used with those medicines only. Federal law, over which 
they have no control, then commands their generic competitors to copy their labels, without any 
involvement by the innovator, and whether the innovator approves of the copying or not. 
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3. 	 Federal Preemption Of Certain Claims Against Generic 
Manufacturers 

One further legal distinction between name-brand medicines and generic drugs is 

important to this case. That distinction concerns what a manufacturer must do when it leams of a 

new safety hazard not reflected in its labeling. 

When a name-brand manufacturer learns of such a hazard, it has two choices: it may (1) 

seek the FDA's advance permission to add new safety information to its labeling; or (2) modify 

its label preemptively using a procedure known as "changes being effected" ("CBE"), and notify 

the FDA afterward. Wyeth v. Levine, 555 U.S. 555, 568 (2009). Generic manufacturers, by 

contrast, are not permitted to use the CBE procedure. Mensing, 564 U.S. at 614. Thus, when a 

generic manufacturer learns of a new safety hazard, it must approach the FDA and "propose ... 

[a] stronger warning label[]"; if the agency agrees that a change is needed, it will then "work[] 

with the brand-name manufacturer to create a new label for both the brand-name and generic 

drug." ld. at 616; see also id. at 627 (Sotomayor, J., dissenting).4 

This minor distinction has enormous consequences. The United States -Supreme Court 

has held that state tort law is preempted under the United States Constitution's Supremacy 

Clause when it is "impossible for a [regulated] party to comply with both state and federal 

requirements" simultaneously. ld. at 618. In a pair of cases, the Supreme Court has addressed 

how this doctrine of "impossibility preemption" impacts state-law failure-to-warn claims against 

pharnlaceutical manufacturers. 

4 Plaintiffs' assertion that the name-brand manufacturer "ha[s] exclusive control of the content of the 
warnings ... for both the name-brand drug and the generic forms" (Pltfs.' Br. at 4 (emphasis added» is 
thus inaccurate. While a generic manufacturer cannot unilaterally change its label, it most certainly has 
the ability to approach the FDA and seek permission to make such a change. 
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In Levine, the Court held that failure-to-warn claims against name-brand manufacturers 

generally are not preempted. This is because a name-brand manufacturer may use the CBE 

procedure to bring its labeling into compliance with state law without "wait[ing] for FDA 

approval" to make the change.5 555 U.S. at 569-73. By contrast, in Mensing, the Court held that 

failure-to-warn claims against generic manufacturers generally are preempted. This is because a 

generic manufacturer cannot bring its labeling into compliance with state law without the FDA's 

advance authorization. 564 U.S. at 624. 

The upshot is that a patient injured by a name-brand medicine usually may bring a 

failure-to-warn claim against the manufacturer of the product that caused her injury, but a patient 

injured by a generic drug usually may not. See id. at 625. Mensing recognized that "from the 

perspective of [injured consumers]," the inability to sue generic manufacturers "makes little 

sense." !d. But from the perspective of Congress, it makes all the sense in the world: "it is [this] 

special, and different, regulation of generic drugs that allowed the generic drug market to 

expand, bringing more drugs more quickly and cheaply to the public.,,6 Id. at 626. 

S~YOFARGUMffiNT 

Innovator liability is fundamentally inconsistent with West Virginia law. This is 

especially obvious with regard to Plaintiffs' strict-liability claim. In Yost v. Fuscaldo, 185 W. 

Va. 493,408 S.E.2d 72 (1991), this Court explained that "strict liability [may] only [be] applied 

to a manufacturer, seller, or distributor ofthe product in question," and held that a party who 

5 However, ifthere is "clear evidence" that the FDA would have "reject[ ed]" the label change in question, 
claims against name-brand manufacturers are preempted. See Levine, 555 U.S. at 571. 

6 Notably, Mensing did not do away with all claims against generic manufacturers. For example, even 
under Mensing, consumers may still sue generic manufacturers on a manufacturing defect theory. They 
also may sue generic manufacturers if they are injured as a result of the manufacturer's failure to update 
its labeling to match that of the innovator medicine. And they may still sue generic manufacturers for 
false or misleading statements made outside the drug's FDA-approved labeling. 
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"did not make, sell, or distribute" the injury-causing product "d[ oes] not fall into the categories 

which pennit the application of strict liability." Id. at 499, 408 S.E.2d at 78 (emphasis added). 

Plaintiffs fail to cite Yost in their brief-let alone distinguish it. Clearly, they cannot. 

Innovator liability flouts West Virginia law for two further reasons. First, while this 

Court has recognized a "duty of manufacturers to warn consumers of the dangerous propensities 

of their products," State ex rei. Johnson & Johnson Corp. v. Karl, 220 W. Va. 463,464-65,647 

S.E.2d 899, 900 (2007) (emphasis added), it has never recognized a duty to warn about other 

manufacturers' products. And, under this Court's framework for analyzing new tort duties, this 

novel duty must be rejected. Even if Plaintiffs are correct that harm to generic consumers is 

foreseeable, foreseeability is just one element of that framework; ultimately, the question is one 

of public policy. Here, the relevant policy factors militate strongly against innovator liability. 

These include the unfairness of imposing 100% of prescription-drug liability on innovator 

manufacturers, who account for just 10% of the market; adverse public-health consequences, 

such as higher prices and diminished innovation; and the inevitable flood of new innovator 

lawsuits in contexts well beyond the pharmaceutical industry. 

Second, and independently, innovator liability claims fail for lack ofproximate causation. 

The "proximate cause" of an injury "is that which immediately produces [the injury] as its 

natural consequence." Webb v. Sessler, 135 W. Va. 341, 348, 63 S.E.2d 65, 69 (1950) (emphasis 

added). Even assuming an innovator's labeling decisions are a but-for cause of injury to a 

generic consumer, they cannot be the "immediate" cause of that injury. 

Decisions of other courts confinn the correctness of Janssen's position. At least 121 

decisions, applying the laws of 34 different states, have categorically rejected innovator liability. 

As compared to that "mountain of authority," Guarino v. Wyeth, 719 F.3d 1245,1253 (11th Cir. 
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2013), a merefour published decisions have recognized innovator liability in the context of fraud 

or negligent misrepresentation-and one of those four decisions was immediately abrogated by 

statute. No court anywhere has recognized innovator liability for strict-liability claims. In short, 

innovator liability is an "extreme outlier" doctrine. Strayhorn v. Wyeth Pharms., Inc., 882 F. 

Supp. 2d 1020, 1026,1028-31 (W.D. Tenn. Aug. 8,2012), aff'd, 737 F.3d 378 (6th Cir. 2013). 

Plaintiffs are forced to argue that these cases are all "outdated" after the U.S. Supreme 

Court's Mensing decision, which held that some product-liability claims against generic 

manufacturers are preempted. But court after court has rejected the argument that Mensing 

changed the innovator liability calculus. Mensing held only that federal drug laws block certain 

state-law claims from proceeding. It did not do anything to change state law-let alone create a 

new state-law duty for innovators to warn their generic competitors' customers. Courts also 

agree that any unfairness federal preemption may visit on consumers such as the McN airs is the 

result of considered policy decisions by Congress and the FDA-such that, if a fix is necessary, 

it is up to those policymaking bodies to provide it. 

STATEMENT REGARDING ORAL ARGUMENT 

The Court has already scheduled oral argument in this case on January 17, 2018. 

ARGUMENT 

I. 	 PLAINTIFFS' STRICT LIABILITY CLAIM IS FORECLOSED BY YOST 

"Strict liability places an obligation on manufacturers, sellers and distributors to market 

safe products." Star Furniture Co. v. Pulaski Furniture Co., 171 W. Va. 79, 86,297 S.E.2d 854, 

860-861 (1982) (emphasis added); see also Morningstar v. Black & Decker Mfg. Co., 162 W. 

Va. 857, 888 n.22, 253 S.E.2d 666, 683 (1979) ("[Strict liability] applies to both the 

manufacturer and the seller, who are engaged in the business of selling such product. ... "). But it 
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goes no further than that: as this Court held in Yost v. Fuscaldo, "strict liability [may] only [be] 

applied to [the] manufacturer, seller, or distributor of the product in question." 185 W. Va. at 

499,408 S.E.2d at 78 (emphasis added). Thus, a defendant like Janssen that "did not make, sell, 

or distribute" the injury-causing product "d[oes} not fall into the categories which permit the 

application of strict liability." Id. at 499, 408 S.E.2d at 78 (emphasis added). Incredibly, 

Plaintiffs do not cite Yost in their brief at all-let alone attempt to grapple with it.? 

Plaintiffs attempt to shoehorn Janssen into the strict-liability rubric by characterizing 

Levaquin®'s label text as a freestanding "product" created by Janssen, and asserting that Mrs. 

McNair was injured by that "product" when Dr. Reddy's adopted that label text as its own. 

(Pltfs.' Br. at 18.) This argument must be rejected. See Cardinal v. Elsevier Inc., 2014 WL 

10937406, at *2-3 (Mass. Super. Aug. 11,2014) (rejecting this label text-as-product argument). 

The language on a drug's label is not a "product" in any plausible sense. Words convey 

information; they are not tangible objects with a physical function. See W. VA. CODE § 55-7-31 

(2017) (defining a "product" as "any tangible object, article, or good" (emphasis added)). Label 

text, moreover, has no economic value; is not bought and sold; and has no purpose other than to 

make the actual "product"-the drug it accompanies-reasonably safe. Where necessary safety 

information is missing from a label, that makes the drug defective-not the label. See 

Morningstar, 162 W. Va. at 888, 253 S.E.2d at 682 (explaining that a "product" may be 

"defective" under three theories, including "the lack of, or the inadequacy of, warnings, 

? Ignoring Yost, Plaintiffs instead rely on a 1973 annotation from the American Law Reports, which 
supposedly states that a party may be held strictly liable as long as it "was in some way responsible for 
the product." (Pltfs.' Br. at 19-20.) Plaintiffs suggest that the Court adopted this rule in Hill v. Joseph T. 
Ryerson & Son, Inc., 165 W. Va. 22,43,268 S.E.2d 296, 309 (1980). But this argument fails for three 
reasons. First, in context, it is clear that the annotation limits liability to the "producer, manufacturer, or 
seller" ofthe injury-causing product. Second, while this Court cited that annotation in Hill, it did not cite, 
quote, or adopt the particular passage on which Plaintiffs rely. And third, even if Hill had approved of 
this language, Yost-which postdates Hill by over a decade-would control. 
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instructions, and labels"); Cardinal, 2014 WL 10937406, at *2-3 ("[T]he label ... is not the 

product, but [merely] a way in which a plaintiff can claim that the product is defective"). 

The policies behind strict liability confirm that manufacturers may not be held strictly 

liable for their competitors' products. As Yost explained, the "underlying premise" of strict 

liability "is that one engaged in the business of selling a product impliedly represents that goods 

which it places in the stream of commerce are free of defects ...." 185 W. Va. at 499, 408 S.E.2d 

at 78 (emphasis added). In other words, strict liability arises from an "implied assurance on the 

part of the seller that his goods are safe." Hill, 165 W. Va. at 31,268 S.E.2d at 303 (emphasis 

added). Here, however, Janssen did not "place[]" the generic drug that Mrs. McNair consumed 

"in [to] the stream of commerce." Accordingly, it made no "implied assurance" about the 

"goods" that allegedly injured her. 

Another "philosophical underpinning" of strict liability is risk spreading: "the belief that 

manufacturers may spread the cost of compensating injuries to society by including the cost of 

insurance or judgments as part of the product's price tag." Star Furniture, 171 W. Va. at 82, 297 

S.E.2d at 856; see also RESTATEMENT (SECOND) TORTS § 402A, cmt. c (AM. LAW. INST. 1979) 

("[P]ublic policy demands that the burden of accidental injuries caused by products ... be treated 

as a cost of production against which liability insurance can be obtained ...."). Obviously, risk

spreading is possible only where the defendant actually "markets" the allegedly injury-causing 

product and has the ability to set its price. See Huck v. Wyeth, Inc., 850 N.W.2d 353, 378 (Iowa 

2014) ("[f]undamental tort principles of risk apportionment" preclude innovator liability, 

because "brand [manufacturers] ... did not have the opportunity to treat the risk of producing the 

product as a cost of production against which liability insurance can be obtained"). 
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Plaintiffs respond that "innocent" sellers or distributors may be held strictly liable, even if 

they "committed no wrongdoing." (Pltfs.' Br. at 12, 19.) From this, they reason that an 

innovator like Janssen should also be subject to strict liability. (Id.) As a threshold matter, the 

Legislature has sharply limited the circumstances under which innocent sellers may be sued. See 

w. VA. CODE § 55-7-31 (2017). But, in any event, Plaintiffs' conclusion does not follow from 

their premise. "Innocent" sellers were formerly subject to strict liability because they move the 

injury-causing instrumentality in the stream of commerce; they profit from its sale; they can 

adjust its price to spread risk; and they can look to their upstream seller or to the manufacturer 

for "implied indemnity" if they suffer a tort judgment through no fault of their own. 

Morningstar, 162 W. Va. at 888 n.22, 253 S.E.2d at 683. None of these things is true for an 

innovator like Janssen who manufactures a different product entirely. Accordingly, the fact that 

"innocent" sellers could formerly be held strictly liable is irrelevant. 

II. 	 PLAINTIFFS' CLAIMS FAIL BECAUSE AN INNOVATOR MANUFACTURER 
OWES NO DUTY OF CARE TOWARD CONSUMERS OF GENERICS 

"In order to establish ... negligence in West Virginia, it must be shown that the defendant 

has ... violat[ed] ... a duty owed to the plaintiff." Robertson v. LeMaster, 171 W. Va. 607, 610, 

301 S.E.2d 563, 566 (1983). Similarly, in a strict-liability case, the plaintiff must show "that the 

[defendant] ha[ d] a duty to warn of the danger .... " Ilosky v. Michelin Tire Corp., 172 W. Va. 

435, 441, 307 S.E.2d 603, 609 (1983). Whether a defendant owed a duty "is not a factual 

question for the jury," but rather, one that "must be rendered by the court as a matter of law." 

Aikens v. Debow, 208 W. Va. 486, 490-91, 541 S.E.2d 576, 580-81 (2000); see also Miller v. 

Whitworth, 193 W. Va. 262, 265, 455 S.E.2d 821,824 (1995). 

"Duty owed to the plaintifJ" is the key phrase. That is because, "in order to form the 

basis for a valid cause of action, [the purported] duty must be brought home to the particular 
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plaintiff, for 'a duty owing to everybody can never become the foundation of an action until 

some individual is placed in [ a] position which gives him particular occasion to insist upon its 

performance.'" Robertson, 171 W. Va. at 611, 301 S.E.2d at 567 (quoting T. Cooley, LAW OF 

TORTS § 478 (4th ed. 1932» (emphasis added). The question in this case, therefore, is not 

simply whether Janssen "owes a duty" to include adequate warnings in the labeling of 

Levaquin®. It obviously does. The question is whether Janssen owes a duty that runs to 

consumers ofits competitors' generic products, such as Mrs. McNair. 

The answer to that question is no. This Court has recognized a "duty of manufacturers to 

warn consumers of the dangerous propensities of their products." Karl, 220 W. Va. at 464-65, 

647 S.E.2d at 900 (emphasis added); accord RESTATEMENT (SECOND) TORTS § 388 (AM. LAW. 

INST. 1979) ("One who supplies ... a chattel .... is subject to liability ... for physical hann 

caused by the use ofthe chattel ... if the supplier ... [negligently] fails ... to infonn [the user] of 

its dangerous condition."). But this Court has never suggested that a manufacturer has a duty to 

warn of the dangers of products it does not make, sell, or distribute. And this Court's framework 

for evaluating novel tort duties precludes the creation of such a duty now. 

A. Foreseeability Does Not Answer The Duty Question 

Plaintiffs argue that the Court should impose a duty running from innovators to generic 

consumers because it is "foreseeable" under Hatch-Waxman and/or West Virginia's pharmacy 

substitution statute that an innovator's failure to include adequate warnings in its labeling will 

eventually lead to injury to consumers of generic knockoffs. This argument fails. 

For starters, courts agree that "[u]sing ... laws designed to increase the availability of 

generic drugs as the basis of supplying the duty element for tort liability stretches foreseeability 

too far." Darvocet, 756 F.3d at 944 (applying the laws of 22 states, including West Virginia); 
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see also Smith v. Wyeth, Inc., 657 F.3d 420, 424 (6th Cir. 2011) (rejecting argument ''that the 

regulatory structure governing ... drugs makes it foreseeable that [generic consumers] ... will 

rely on the name-brand labels"). As the Sixth Circuit observed, "generic consumers' injuries are 

not the foreseeable result of the brand manufacturers' conduct, but of the laws over which the 

brand manufacturers have no control." Darvocet, 756 F.3d at 944 (emphasis added). That is not 

the kind of"foreseeability" that courts have historically considered in the duty analysis.8 

But even if harm to consumers of generic drugs were deemed "foreseeable," this Court 

has been "quick to recognize ... thatforeseeability is not all that the [Court] must consider when 

deciding if a given defendant owed a duty to a given plaintiff." Mallet v. Pickens, 206 W. Va. 

145, 155-56, 522 S.E.2d 436, 446-47 (1999) (emphasis added); see also Miller, 193 W. Va. at 

267,455 S.E.2d at 826 ("[F]oreseeability of risk is an important consideration when defining the 

scope of a duty. However, it would be absurd to expect landlords to protect tenants against all 

crime since it is foreseeable anywhere in the United States."); Stevens v. MTR Gaming Grp., Inc., 

237 W. Va. 531, 535, 788 S.E.2d 59, 63 (2016) (rejecting plaintiffs "unadorned reasoning" that, 

so long as a harm is foreseeable, there is a duty to prevent it). Indeed, in its seminal Robertson 

decision, this Court approvingly cited a plethora of authorities that reject foreseeability as the 

sole determinant ofduty. 171 W. Va. at 612,301 S.E.2d at 568.9 

8 Moreover, to ground a state-law duty on the requirements of a federal regulatory scheme raises serious 
questions of implied preemption. See Loreto v. P&G, 515 F. App'x 576,578-79 (6th Cir. 2013) (where a 
state-law claim ''would not exist in the absence of the [federal] FDCA, it is impliedly preempted" by 
federal law; only "conduct ... that would give rise to liability under state law even if the FDCA had never 
been enacted" escapes federal preemption). 

9 See, e.g., D 'Ambra v. United States, 114 R.I. 643, 649-51 (1975) ("[F]oreseeability fails as an adequate 
template for existence ofa duty."); Lance v. Senior, 36 Ill. 2d 516, 518 (1967) ("After the event, hindsight 
makes every occurrence foreseeable, but whether the law imposes a duty does not depend upon 
foreseeability alone."); E. Wayne Thode, Tort Analysis: Duty-Risk v. Proximate Cause and the Rational 
Allocation of Functions Between Judge and Jury, 1977 UTAH L. REv. 1, 27 (1977) ("There will be 
situations in which the specific risk and the consequences suffered by the plaintiff are readily foreseeable, 
but for good reasons the court finds that 'the law does not spread its protection so far. "'). 
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This Court is not alone in that view. The United States Supreme Court has observed that 

"[ c ]onditioning liability on foreseeability ... is hardly a condition at all," because "[i]f one takes 

a broad enough view, all consequences of a negligent act, no matter how far removed in time or 

space, may be foreseen." Conrail v. Gottshall, 512 U.S. 532, 552-53 (1994). While ''there are 

clear judicial days on which a court can foresee forever[,]" there are "none on which that 

foresight alone provides a socially and judicially acceptable limit on [tort] recovery." Thing v. 

La Chusa, 48 Cal. 3d 644, 668 (1989); see also David G. Owen et aI., MADDEN & OWEN ON 

PRODUCTS LIABILITY § 2:9 (3d ed. 2000) ("foreseeability, although necessary, is not in itself a 

sufficient criterion for negligence in products liability cases"). 

B. Policy Considerations Weigh Strongly Against Innovator Liability 

"[B]eyond the question of foreseeability, the existence of a duty also involves policy 

considerations...." Robertson, 171 W. Va. at 612, 301 S.E.2d at 568; see also Stevens, 237 W. 

Va. at 535, 788 S.E.2d at 63 ("policy aims and goals must also be accounted for in the legal duty 

calculus"). Relevant factors can include the closeness of the "relationship" or "nexus" between 

the parties, Aikens, 208 W. Va. at 499-500,541 S.E.2d at 589-90; ''the magnitude of the burden" 

the proposed duty would impose "and the consequences of placing that burden on the 

defendant," Robertson, 171 W. Va. at 612, 301 S.E.2d at 568; the extent to which the field is 

already occupied by legislation or regulation, Stevens, 237 W. Va. at 535, 788 S.E.2d at 63; "the 

social utility of the activity out of which the alleged injury arises," Donohue v. Copiague Union 

Free Sch. Dist., 407 N.Y.S.2d 874, 877 (N.Y. App. Div. 1978) (cited with approval in 

Robertson); and ''the ability of the courts to cope with a flood ofnew litigation," id. 

This Court has been hesitant to impose new tort duties. See Miller, 193 W. Va. at 266, 

455 S.E.2d at 825 (noting ''judicial reluctance to tamper with ... traditional, common law 
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concept[s]"). As it has observed, "[i]t is always tempting to impose new duties and, 

concomitantly, liabilities, regardless of the economic and social burden"-but "acced[ing] to" 

that temptation "would be socially and economically ruinous." Aikens, 208 W. Va. at 493, 541 

S.E.2d at 583. "A line must be drawn between the competing policy considerations of providing 

a remedy to everyone who is injured and of extending exposure to tort liability almost without 

limit." Id.; see also Crum v. Equity Inns, Inc., 224 W. Va. 246,258,685 S.E.2d 219, 231 (2009). 

These considerations counsel strongly against the adoption of innovator liability. "As 

courts have recognized ... in the public policy part of their duty analyses, shifting liability to 

brand-name drug manufacturers for injuries allegedly stemming from products of their generic 

competitors has significant downsides." Schwartz at 1870; see, e.g., Huck, 850 N.W.2d at 376 

("[S]trong social policy reasons weigh against finding brand manufacturers owe a duty to generic 

consumers."); Kelly v. Wyeth, 2005 Mass. Super. LEXIS 688, at *13-14 (Mass. Super. May 6, 

2005) (same). Janssen summarizes several of them here. 

1. 	 Lack Of Any "Relationship" Or "Nexus" Between Innovator 
Manufacturers And Consumers Of Generic Drugs 

First, there is no "relationship" or "nexus"---close or otherwise-between innovator 

manufacturers such as Janssen and generic consumers. Cf Aikens, 208 W. Va. at 499-500, 541 

S.E.2d at 589-90. Plaintiffs and Janssen are strangers to one another in every sense. They never 

engaged in any transaction, directly or indirectly. No money ever flowed from Plaintiffs to 

Janssen. Plaintiffs never came into contact with any instrumentality that Janssen placed into the 

stream of commerce. Janssen never targeted Plaintiffs with its advertising. This weighs against 

the imposition of a duty running from Janssen to Plaintiffs. See Gourdine v. Crews, 955 A.2d 

769, 784-86 (Md. 2008) (discussing the importance of a relationship between the plaintiff and 
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the manufacturer in a product-liability case, and finding no duty where "there was no contact 

between [the manufacturer] and [the plaintifl] whatsoever"). 

To impose a duty in the absence of any direct or indirect commercial relationship would 

make product manufacturers liable to "an indeterminate class of people," thereby "expand[ing] 

traditional tort concepts beyond manageable bounds." Id. at 786; see also Foster v. Am. Home 

Prods. Corp., 29 F.3d 165, 171 (4th Cir. 1994) (applying Maryland law) (rejecting innovator 

liability because there is "no ... relationship between the parties" where the plaintiff "was injured 

by a product that [the defendant] did not manufacture"); Schrock v. Wyeth, Inc., 727 F.3d 1273, 

1282-83 (lOth Cir. 2013) (applying Oklahoma law) (rejecting innovator liability because "the 

brand-name manufacturers had no relationship with" consumers of generic drugs). 

2. Unfairness To Innovator Manufacturers 

Second, it would be unfair to impose liability on innovator manufacturers for injuries 

caused by generic drugs. Courts "adopted products liability to place responsibility for the harm 

caused by a product on the party who profits from its manufacture and sale." Huck, 850 N.W.2d 

at 378 (emphasis added); see also Johnson v. Supro Corp., 498 So. 2d 528, 528-29 (Fla. App. 

1986) ("[E]very theory of products liability ... is based on the essential requirement that the 

responsible party is in the business of and gains profits from distributing ... the 'product' in 

question through the stream of commerce."). Here, it was Dr. Reddy's-not Janssen-that 

"profited" from the product that caused Mrs. McNair's alleged injury. Indeed, because generic 

levofloxacin is a direct competitor of Levaquin®, each generic sale affirmatively harms Janssen. 

To hold Janssen liable when it derives no economic benefit from the allegedly injury-causing 

product-indeed, when it is economically harmed by the sale of that product-would sever the 

connection between risk and reward at the heart of products liability. See Coleson v. Janssen 

18 




Pharms., Inc., 251 F. Supp. 3d 716, 721-22 (S.D.N.Y. 2017) (rejecting innovator liability 

because name-brand manufacturers "eam[] no profit from the sale of ... generic drugs"); 

Colaccico v. Apotex, Inc., 432 F. Supp. 2d 514, 541 (E.D. Pa. 2006) (fact that innovators 

"obtained no benefit from the sale of [the] generic" makes innovator liability "unfair"), aff'd on 

other grounds, 521 F.3d 253 (3d Cir. 2008), vacated on other grounds, 556 U.S. 1101 (2009). 

There is another reason why it would be "especially unfair" to shift liability from generic 

manufacturers to innovators: the latter invest many years and billions of dollars to bring a new 

medicine to market at considerable risk, supra at 4, only to see generic manufacturers swoop in 

and "reap[] the benefits" of their investment. Foster, 29 F.3d at 170; see also Wyeth, Inc. v. 

Weeks, 159 So. 3d 649, 706 (Ala. 2014) (Murdock, J., dissenting) (innovator liability "is 

particularly unfair given that the brand-name manufacturers make substantial investments in 

developing new drugs from which generic producers profit by copying" (citation omitted)); 

Huck, 850 N.W.2d at 376 (same); Colaccico, 432 F. Supp. 2d at 541 (same). 

Denying the obvious, Plaintiffs assert that adopting innovator liability "would not saddle 

Janssen or [other innovator companies] with any additional burden whatsoever." (Pltfs.' Br. at 

24-25.) This is so, they argue, because innovator companies "already have a duty under federal 

law to update drug labels to warn of serious risks of harm." (!d.) Of course they do-but that 

duty runs only to those who use their products, and innovator companies obviously do not have 

any federal-law duty to pay damages to persons injured by generic drugs that they did not 

manufacture, sell, or profit from. This vast expansion of liability is exactly the type of "burden" 

that this Court considers in the duty calculus. See, e.g., Lockhart v. Aireo-Heating & Cooling, 

211 W. Va. 609, 613-14, 567 S.E.2d 619, 623-24 (2002) (observing that "an onerous burden 
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would be placed upon all contractors ... if they could be held tortiously liable" for exacerbating 

their customers' health problems, and refusing to find a duty for that reason). 

3. Adverse Public Health Consequences 

Third, ''there are grave health policy consequences associated with recognizing brand 

manufacturer liability in these situations." Darvocet, 756 F.3d at 946. "Saddling 10 percent of 

[the pharmaceutical] market with 100 percent of its liability is certain to create new and 

significant financial pressures on brand-name [manufacturers], the effects of which would harm 

health care consumers." Schwartz at 1870. These systemic consequences of innovator liability 

outweigh any benefit that it would provide to plaintiffs in individual product-liability cases. 

For starters, "consumers would likely have to pay higher prices for brand-name drugs 

during the period of exclusivity so that the drugs' manufacturers could amass resources for 

anticipated [innovator] liability claims." Id.; see also Darvocet, 756 F.3d at 946 (noting that 

innovator liability would result in "higher priced brand name drugs"); cf. Levine, 555 U.S. at 582 

(Breyer, J., concurring) (tort suits can "raise prices to the point where those who are sick are 

unable to obtain the drugs they need"). This Court has considered similar price-distortion effects 

in refusing to find a tort duty. See Miller, 193 W. Va. at 268, 455 S.E.2d at 827 (rejecting 

proposed duty on landlords to protect against criminal activity on their premises, as such a duty 

would require them to raise rents to provide the necessary security, with the "result ... that low

income persons may find themselves without any housing"). 

In addition, Plaintiffs' proposed duty would discourage innovator manufacturers from 

developing and bringing new medicines to market. As discussed above, shepherding a pioneer 

medicine through that process takes over a decade and costs billions ofdollars, with considerable 

risk of failure or unprofitability. Supra at 4. In a world where innovator manufacturers who 
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comprise 10% of the phannaceutical market must bear 100% of its tort liability, the economics 

simply would not work out for most new medications~specially those for rare diseases-and 

innovator companies would have no incentive to pursue them. See Darvocet, 756 F.3d at 946 

(innovator liability would lead to "fewer innovative drugs"); Huck, 850 N.W.2d at 377 (same); 

see generally Louis Lasagna, The Chilling Effect of Product Liability on New Drug 

Development, in THE LIABILITY MAzE 334 (P. Huber & R. Litan eds. 1991). 

Finally, innovator liability "would likely drive many brand-name manufacturers from a 

drug's market once it becomes available in generic form." Schwartz at 1870-71. As Plaintiffs 

readily acknowledge, "the market for a brand-name drug will generally plummet" once it goes 

generic. (Pltfs.' Br. at 27.) Obviously, when that market disappears, the profits associated with 

the product dry up. Staying in the market past that point would make no sense if that meant that 

the innovator would bear 100% of the tort liability associated with all forms of the drug, 

including the generics that now comprise almost the entire market. And if the innovator 

manufacturer withdraws to escape the threat of crushing innovator liability, "consumers will 

have lost the company most familiar with [the] medicine and the one that likely has the greatest 

infrastructure and resources to facilitate postmarket research and analysis...." Id. 

Citing a paper by the RAND Institute, Plaintiffs assert that these public-health concerns 

are "speculative and overblown." (pltfs.' Br. at 29.) That paper, however, finds "empirical 

support for the view that product liability can have undesirable economic effects," including 

price increases, reduced innovation, and market withdrawals. See Steven Garber, ECONOMIC 

EFFECTS OF PRODUCT LIABILITY AND OTHER LITIGATION INVOLVING THE SAFETY AND 

EFFECTIVENESS OF PHARMACEUTICALS xiv (2013). In any event, the RAND paper studied only 

traditional product-liability claims, where damages are imposed in connection with products that 
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a manufacturer actually makes, sells, and profits from. Innovator liability, by contrast, would 

impose costs that are completely untethered-and vastly out of proportion-to a product's 

market share and profitability. Its distortive effect on the market, therefore, would be far greater 

than that of traditional product-liability claims. 

4. Deference To Legislative Policy 

Fourth, every facet of the pharmaceutical industry is already governed by an intricate web 

of positive law. Indeed, it is hard to imagine another industry that is more heavily regulated. 

This counsels against imposing a new form of liability which legislators and regulators could 

never have predicted when they crafted that scheme. Cf. Stevens, 237 W. Va. at 535, 788 S.E.2d 

at 63 (imposing a duty on casino operators to protect against foreseeable harm to gambling 

addicts would "intrude[] on the West Virginia Legislature's deliberate and detailed proclamation 

of public policy" through its "heav[y] regulat[ion]" of the gambling industry). 

The Hatch-Waxman Amendments loom large in this policy calculus. As discussed 

above, Hatch-Waxman was intended to "balance" two policy objectives: making low-cost 

generic drugs broadly available and incentivizing innovator companies to develop more new 

medicines. Supra at 5; see Huck, 850 N.W.2d at 377 ("Through carefully crafted legislation [i.e., 

Hatch-Waxman], Congress has made policy choices that impact the economics of prescription 

drug sales to increase access to medication."). Shifting 100% of all pharmaceutical liability onto 

the backs of innovator manufacturers-something the enacting Congress could never have 

envisioned1°-would upset Hatch-Waxman' s "careful balance" and directly undermine one of its 

central policy aims. See id. (innovator liability "would alter the relationship between generic and 

brand manufacturers" in a manner Congress did not intend). 

10 Hatch-Waxman was enacted in 1984; no court recognized innovator liability until 2008. See Drug & 
Device Law Blog, Scorecard: Innovator Liability in Generic Drug Cases, irifra. 
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West Virginia legislation also speaks to this question, if less directly. In 2016, the 

Legislature adopted W. VA. CODE § 55-7-30, which provides that "[a] manufacturer or seller ofa 

prescription drug ... may not be held liable in a product liability action for a claim based upon 

inadequate warning" unless "[t]he manufacturer or seller ... acted unreasonably in failing to 

provide reasonable instructions or warnings ... to prescribing [physicians] ...." (emphasis added). 

Of course, the main objective of this statute was to "adopt[] the learned intermediary doctrine," 

not to address innovator liability. 2016 W. Va. Acts 4. But the text reflects the Legislature's 

understanding and intent that the defendant in a phannaceutical product-liability action would be 

the drug's "manufacturer or seller"-not an unrelated party, outside the chain ofdistribution, that 

penned the text which the manufacturer unilaterally adopted for use in the drug's label. Cf 

Strayhorn v. Wyeth Ph arms. , Inc., 737 F.3d 378, 403 (6th Cir. 2013) ("[T]he [Tennessee 

Products Liability Act] contains multiple references to manufacturers and sellers.... These 

references fairly imply that a claim ... may be asserted only against the manufacturer or the 

seller of the product that hanned the plaintiff," not the innovator company.). And, more 

generally, the Legislature's recent adoption of statutes such as § 55-7-30 and the aforementioned 

§ 55-7-31 (limiting liability of intermediate sellers and distributors) indicates a legislative policy 

against adventuresome and expansive application ofproducts-liability law. 

s. Avoidance Of Excessive Litigation 

Fifth and fmally, adopting innovator liability would lead to a "flood of new litigation." 

Donohue, 407 N.Y.S.2d at 877. Plaintiffs ask the Court to rule that a manufacturer owes a duty 

not only to its own customers, but also to its competitors' customers, as long as it is foreseeable 

that those competitors will copy its work. As the Iowa Supreme Court asked, "Where would 

such liability stop? If a car seat manufacturer recognized as the industry leader designed a 
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popular car seat, could it be sued for injuries sustained by a consumer using a competitor's seat 

that copied the design? Why not, under [plaintiff's] theory, if it is foreseeable others will copy 

the design?" Huck, 850 N.W.2d at 380; see also Weeks, 159 So. 3d at 707-08 (Murdock, l, 

dissenting) ("[M]ost troubling, I see no principled barrier to the extension of the [innovator 

liability] doctrine to ... other types of popular products copied by competitors."). 

Indeed, under Plaintiffs' regime, manufacturers could even be held liable to persons 

injured by counterfeit versions of their products, because it is "foreseeable" that a popular 

product will be counterfeited and that such counterfeits will mimic the genuine product. See 

Ashworth v. Albers Med., Inc., 410 F. Supp. 2d 471,476-77 (S.D. W. Va. 2005) (dismissing case 

brought against Pfizer by consumer injured by counterfeit Pfizer medication); cf James M. Beck 

& Matthew D. Jacobson, 3D Printing: What Could Happen to Products Liability When Users 

(and Everyone Else in Between) Become Manufacturers, 18 MINN. 1 L. SCI. & TECH. 143, 173

75 & n.174 (2017) (innovator liability could result in product designers being held liable for 

injuries caused by products 3D-printed from "pirated" copies of their design specifications). The 

Court should not "step onto [this] slippery slope." Huck, 850 N.W.2d at 380. 

Plaintiffs' suggestion that innovator liability can somehow be cabined to pharmaceuticals 

is not credible. They assert (without evidence) that "in no other industry does federal law 

require a manufacturer to ... adopt the warnings ... of another manufacturer." (Pltfs.' Br. at 20 

(emphasis added).) Even if that is so, Plaintiffs' proposed test isforeseeability, and an event can 

certainly be foreseeable even if federal law does not explicitly require it. Similarly, Plaintiffs 

maintain that "in no other industry are warnings and precautions ... an essential and necessary 

component of the use of a product." (Id.) But that is plainly false. Warnings and precautions 

are a necessary component in any situation where a product would otherwise present an 
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unreasonable danger. See Morningstar, 162 W. Va. at 888, 253 S.E.2d at 53-54. That is true of 

a prescription medication, but it is equally true of a power tool (as in Morningstar), an 

automobile tire (as in /losky), or any other consumer product. 

C. Plaintiffs' Countervailing Policy Considerations Are Not Convincing 

Plaintiffs respond to the gamut of policy considerations weigl.#ng against innovator 

liability with two purported policy arguments in its favor. Neither withstands scrutiny. 

1. Ensuring Compensation To Everyone Who Is Injured 

Plaintiffs rely principally on an appeal to sympathy: someone should pay money to 

persons injured by generic drugs, and the only available pocket after Mensing belongs to name

brand manufacturers; ergo, they should be subjected to a duty. But the Court has rejected this 

mode of reasoning. As it has explained, "[i]t is always tempting to impose new duties" to 

"provid[e] a remedy to everyone who is injured"-but it would be "ruinous" to do so without 

carefully weighing "the economic and social burden" that such a duty would entail. Aikens, 208 

W. Va. at 493,541 S.E.2d at 583. The entire point of this weighing is that sometimes, an injured 

party must bear the risk of loss so that the broader social welfare may be advanced. Plaintiffs 

assert that denying a judicial remedy to the occasional product-liability plaintiff injured by a 

generic drug would be "draconian" (Pltfs.' Br. at 3), but as explained above, the systemic harm 

that innovator liability would work on all patients who use prescription drugs-and ultimately, 

all consumers of manufactured products-would be more "draconian" by far. 

Plaintiffs cite several of this Court's cases for the apparently contrary proposition that 

"for every wrong there is supposed to be a remedy somewhere." (Pltfs.' Br. at 28-29.) But those 

cases are not relevant here. None of them involved the circumstances under which courts will, or 

will not, impose a duty of care. The question in Hannah v. Heeter, 213 W. Va. 704, 584 S.E.2d 
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560 (2003), was whether this State recognizes a cause of action for third-party spoliation of 

evidence against a stranger to the underlying litigation who "had a special duty to preserve the 

evidence." Id. at 712, 584 S.E.2d at 568 (emphasis added). In other words, the existence of a 

"duty" was undisputed; the question was whether there was any procedural mechanism to 

enforce it. Here, by contrast, the existence of a duty is precisely what is in dispute. And 

Gardner v. Buckeye Savings & Loan Co., 108 W. Va. 673, 152 S.E. 530 (1930), is even farther 

afield. That was an action in equity to quiet title to real estate. The Court stated in dictum that 

"equity was brought into being" because "[t]he law [is] not ... equal to th[e] task" of providing a 

remedy for every wrong. !d. at 680, 152 S.E. at 533 (emphasis added). This being a classic 

action at law, the Gardner Court's dictum supports Janssen, not Plaintiffs. 

2. Incentivizing Innovator Manufacturers To Update Their Labels 

Plaintiffs' remaining policy argument is that innovator liability will "incentiviz[e] brand

name drug companies to update their labels to disclose new hazards." (Pltfs.' Br. at 26-27.) In 

support, they cite Wyeth v. Levine, where the United States Supreme Court stated that traditional 

product-liability suits, seeking recompense for injuries caused by the defendant's own medicine, 

can have such an effect. (Id. (quoting Levine, 555 U.S. at 580).) But even if that is true, it does 

not follow that innovator liability is either necessary or beneficial. 

First, name-brand manufacturers already have "incentive to ensure that their drug labels 

remain accurate," both before and after generic entry. (Pltfs.' Br. at 28.) Traditional product

liability claims like those in Levine provide such an incentive. That incentive continues even 

after a medicine goes generic and the innovator's market share plunges, because even a single 

adverse verdict in a product-liability case can entail a staggering punitive-damage award. What 

is more, both before and after generic entry, the prospect of civil or criminal enforcement actions 
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by the FDA, the United States Department of Justice, or state regulators and attorneys general 

provides an "incentive to police [product] labels." (Pltfs.' Br. at 27.) 

Second, by the time the patent expires on a pioneer medicine and generic versions enter 

the market, most safety concerns have already come to light. Drug patents last for 20 years, and 

Hatch-Waxman provides up to 5 additional years of exclusivity. See 35 U.S.C. § 156(g)(6)(A). 

The probability that significant new safety concerns will surface more than a quarter century into 

a medicine's life cycle is insufficient to justify imposing crushing liability on innovator 

manufacturers as an "incentive to police" for them. 

Finally, Plaintiffs' "incentive to police" argument rests on the assumption that innovator 

manufacturers will remain in the market after generic entry. However, as discussed above, if 

innovator liability were recognized, no rational manufacturer would do so. As Plaintiffs 

recognize, the innovator's residual profits from the brand-name medicine would be negligible 

(Pltfs.' Br. at 27), but the potential liability stemming from the generics now occupying the 

market would be enormous. Faced with this risk-reward calculus, an innovator would exit the 

market-not stick around to absorb the competition's tort liability. 

III. 	 PLAINTIFFS' CLAIMS ALSO FAIL BECAUSE JANSSEN DID NOT 
PROXIMATELY CAUSE THEIR ALLEGED INJURIES 

Even if Janssen owed a duty to the users of generic levofloxacin, Plaintiffs' claims would 

still fail for lack of proximate cause. See Meade v. Parsley, 2009 U.S. Dist. LEXIS 106071, at 

*9-10 (S.D. W. Va. Nov. 13,2009) (applying West Virginia law) ("Because neither [name-brand 

manufacturer] manufactured the [generic] product that injured plaintiffs, there is no proximate 

cause."); In re Mirapex Prods. Liab. Litig., 2016 U.S. Dist. LEXIS 105735, at *19 n.5 (D. Minn. 

June 26, 2016) (same, applying Indiana law); Strayhorn, 882 F. Supp. 2d at 1029 (same, 

applying Tennessee law), aff'd, 737 F.3d 378 (6th Cir. 2013). 
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Both negligence and strict-liability claims require that the defendant's breach of duty 

have been the proximate cause of the plaintiff's injury. Haddox v. Suburban Lanes, 176 W. Va. 

744, 748, 349 S.E.2d 910, 914 (1986); Morningstar, 162 W. Va. at 883, 253 S.E.2d at 680. 

Proximate cause is "that cause which in actual sequence, unbroken by any independent cause, 

produced the [injury] .... " Wilkinson v. Duff, 212 W. Va. 725, 731, 575 S.E.2d 335, 341 (2002). 

In other words, it is ''that which immediately produces [the injury] as its natural consequence." 

Webb, 135 W. Va. at 348, 63 S.E.2d at 69 (emphasis added). "[T]herefore, if a party be guilty of 

... negligence which would naturally produce an injury to another, but, before such injury 

actually results, a third person does some act which is the immediate cause of the injury, such 

third person is alone [legally] responsible for the injury." Id. 

Such is the case here. Standing between Janssen's decision and Ms. McNair's alleged 

injury are, among many other things: (1) the adoption by Congress and the FDA of a regulatory 

regime that requires generic manufacturers to mirror innovators' labeling; (2) the decision of Dr. 

Reddy's to place a generic levofloxacin product on the market; and (3) Dr. Reddy's failure to 

approach the FDA and request permission to strengthen its warnings, as it was obligated to do 

upon learning of new safety information. Supra at 7. Janssen had nothing to do with any of 

these intervening actions or omissions. See Weeks, 159 So. 3d at 694 n.27 (Murdock, J., 

dissenting) ("The brand-name manufacturer plays no role in the generic manufacturer's decision 

to enter the market, and it is not responsible for crafting the regulatory and legal framework 

within which the generic manufacturer chooses to do so."). These intervening steps, moreover, 

can occur years or even decades after the innovator manufacturer creates the labeling for its 

pioneer medicine. These later events supersede any hypothetical negligence by the innovator in 

its initial label creation and defeat proximate cause. 
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IV. 	 AUTHORITY FROM OTHER JURISDICTIONS OVERWHELMINGLY 
REJECTS INNOVATOR LIABILITY 

Decisions from other jurisdictions confirm that innovator liability is bad law and bad 

policy. See Hatcher v. McBride, 221 W. Va. 5, 12, 650 S.E.2d 104, 109 (2006) (fmding 

"decisions from our sister state courts ... instructive"). Indeed, this has been the "almost 

universal holding of both state and federal courts." Gross v. Pfizer, Inc., 2010 WL 4485774, at 

*2-3 (D. Md. Nov. 9, 2010); see, e.g., Guarino, 719 F.3d at 1252 (the "overwhelming national 

consensus" rejects innovator liability); Huck, 850 N.W.2d at 356 ("overwhelming majority of 

courts" reject innovator liability). At least 121 court decisions, applying the laws of 35 different 

states, have categorically rejected innovator liability.II These include decisions by seven federal 

courts of appeals; 12 eight state appellate courts and courts of last resort; 13 and dozens of state and 

11 These states are Arizona, Arkansas, Colorado, Connecticut, Florida, Georgia, lllinois, Indiana, Iowa, 
Kansas, Kentucky, Louisiana, Maryland, Massachusetts, Michigan, Minnesota, Mississippi, Missouri, 
Nebraska, Nevada, New Hampshire, New Jersey, New York, North Carolina, Ohio, Oklahoma, Oregon, 
Pennsylvania, South Carolina, Tennessee, Texas, Utah, Virginia, Washington, and West Virginia. 

12 See Foster v. Am. Home Prods. Corp., 29 F.3d 165, 168, 171 (4th Cir. 1994); Mensing v. Wyeth, Inc., 
588 F.3d 603, 612-14 (8th Cir. 2009), reaffirmed in relevant part and vacated in part on other grounds, 
658 F.3d 867 (8th Cir. 2011); Smith v. Wyeth, Inc., 657 F.3d.420, 423-24 (6th Cir. 2011); Demahy v. 
Schwarz Pharma, Inc., 702 F.3d 177, 183-84 (5th Cir. 2012); Bell v. Pfizer, Inc., 716 F.3d 1087, 1092
93 (8th Cir. 2013); Guarino v. Wyeth,719 F.3d 1245, 1251-53 (lIth Cir. 2013); Fullington v. Pfizer, 
Inc., 720 F.3d 739, 744 (8th Cir. 2013); Schrock v. Wyeth, Inc., 727 F.3d 1273, 1281-84 (lOth Cir. 2013); 
Strayhorn v. Wyeth Pharms., 737 F.3d 378, 401-06 (6th Cir. 2013); Lashley v. Pfizer, Inc., 750 F.3d 470, 
476-78 (5th Cir. 2014); Eckhardt v. Qualitest Pharms., Inc., 751 F.3d 674, 680-82 (5th Cir. 2014); 
Moretti v. Wyeth, Inc.,579 F. App'x 563, 564-65 (9th Cir. 2014); In re Darvocet, Darvon, & 
Propoxyphene Prods. Liab. Litig., 756 F.3d 917, 936-39, 940-54 (6th Cir. 2014); Johnson v. Teva 
Pharms. USA, Inc., 758 F.3d 605, 614-16 (5th Cir. 2014); Whitener v. PLIVA, Inc., 606 F. App'x 762, 
766 n.2 (5th Cir. 2015). 

13 See Flynn v. Am. Home Prods. Corp., 627 N.W.2d 342, 350-52 (Minn. App. 2001); Sharp v. Leichus, 
2006 WL 515532, at *2-6 (Fla. Cir. Feb. 17,2006), affd per curiam, 952 So.2d 555 (Fla. App. 2007); 
Stanley v. Wyeth, Inc., 991 So. 2d 31, 33-35 (La. App. 2008); Huck v. Trimark Physicians Grp., 834 
N.W.2d 82 (table), 2013 WL 1749774, at *3-4 (Iowa App. April 24, 2013); Huck v. Wyeth, Inc., 850 
N.W.2d 353, 369-81 (Iowa 2014); Franzman v. Wyeth, Inc., 451 S.W.3d 676, 689-92 (Mo. Ct. App. 
2014); Nicely v. Wyeth, Inc., 451 S.W.3d 694 (Mo. Ct. App. 2014); Guvenoz v. Target Corp., 30 N.E.3d 
404, 409 n.l (Ill. App. 2015); PLIVA, Inc. v. Dement, 780 S.E.2d 735, 743 (Ga. App. 2015), cert. 
denied (Ga. March 7, 2016). 
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federal trial courts. See generally Drug & Device Law Blog, Scorecard: Innovator Liability in 

Generic Drug Cases, http://bit.ly/2zthUSI (collecting innovator liability decisions). 

As compared to that "mountain of authority," Guarino, 719 F.3d at 1253, just four 

published decisions have recognized innovator liability-and only in the context of fraud or 

negligent misrepresentation claims. One of those four decisions, Wyeth, Inc. v. Weeks, 159 So. 

3d 649, 706 (Ala. 2014), was immediately abrogated by the state's legislature in a landslide 

vote. 14 And even the small handful of outlier decisions that recognize innovator liability have 

flatly refused to extend it to the strict-liability context. See Dolin v. SmithKlineBeecham Corp., 

62 F. Supp. 3d 705, 712-23 (N.D. Ill. 2014) ("[C]lear policy concerns undergirding the doctrine 

of strict product liability counsel against so expansive an understanding of the law."); Conte v. 

Wyeth, Inc., 85 Cal. Rptr. 3d 299, 309-11 (Cal. App. 2008) (similar). 

Plaintiffs respond that each of these 121 decisions is "either outdated, inapplicable, or 

wrongly decided." (Pltfs.' Br. at 32.) To the extent they argue that the Supreme Court's 

Mensing decision changed the relevant law, Janssen responds in Point V below. Plaintiffs' other 

attempts to wave these authorities away are equally unconvincing. 

First, Plaintiffs argue that many of these decisions are from federal courts and that state 

courts "are only just starting to weigh in" on the issue. (Pltfs.' Br. at 32.) It is true that state 

supreme courts have only issued two decisions on innovator liability. However, outside of 

California, state intermediate courts have rejected innovator liability in an unbroken string of 

decisions since 2001. Supra note 13. The dearth of state supreme court decisions on innovator 

liability likely reflects the discretionary nature of those court's dockets and those courts' attitude 

that the answer to this question is too obvious to merit review. 

14 See ALA. SENATE BILL 80 (2015), codified at ALA. CODE ANN. § 6-5-530(a); Tiffany T. Smith, New 
law reverses controversial "innovator liability" high court ruling, ALABAMA TODAY, May 11, 2015. 
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Second, Plaintiffs argue that some of the decisions rejecting innovator liability come 

from states that have statutory Products Liability Acts, whereas West Virginia does not. (pltfs.' 

Br. at 37-38.) But these decisions do not rely solely on the text of those Products Liability Acts. 

They also rely on the same duty and public-policy considerations that control in this case. See, 

e.g., Johnson, 758 F.3d at 616 ("[E]ven if the [Products Liability Act] did not apply, Johnson has 

not established that Brand Defendants owed [him] a duty of care."); Bell, 716 F.3d at 1093 

("Even if we were to ignore Arkansas's [Product Liability Act], Bell has also failed to establish 

the brand defendants 'owed her a duty of care.'''). 

Third, as to the decisions from states that do not have Product Liability Acts, Plaintiffs 

summarily assert that ''the common law" in those states differs from West Virginia'S. (Phfs.' Br. 

at 36-37.) It is difficult to parse Plaintiffs' argument. To the extent their point is that West 

Virginia allows product-liability plaintiffs to pursue "independent theories" of "strict liability, 

negligence, and warranty" (id.), the same thing is true in each of those other states. And to the 

extent their point is that West Virginia's common law, unlike that of other states, does not limit 

liability to those who "manufactur[ed], s[old], or distribut[ed]" the injury-causing product (id. at 

36 & n.19), Plaintiffs simply assume their desired conclusion. 

Finally, Plaintiffs argue that the Iowa Supreme Court's decision in Huck "should have no 

bearing here" because, unlike West Virginia, Iowa does not consider "foreseeability" in the 

"duty calculus." (pltfs.' Br. at 32-33.) It is true that Iowa has adopted the rule of RESTATEMENT 

(THIRD) OF TORTS: LIABILITY FOR PHYSICAL HARM, which considers foreseeability at the breach 

stage of the negligence analysis, rather than the duty stage. See Thompson v. Kaczinski, 774 

N.W.2d 829, 834-35 (Iowa 2009). But that does not help Plaintiffs, because Iowa's duty rule is 

even friendlier to them: with foreseeability out of the picture, a "duty to exercise reasonable 
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care" is always presumed to apply, unless a "countervailing principle or policy warrants" its 

displacement. Id. In Huck, Iowa's highest court concluded that "strong social policy reasons" 

displace that presumptive duty of care in innovator-liability cases. 850 N.W.2d at 375-76. The 

fact that West Virginia has an additional foreseeability requirement in its duty calculus changes 

nothing: even if Plaintiffs' injury were deemed "foreseeable," and even if that meant that a duty 

presumptively existed, the same "social policy reasons" that justified displacement of the duty 

presumption in Huck would do so here as well. 

V. 	 THE SUPREME COURT'S MENSING DECISION DOES NOT AFFECT THE 
INNOVATOR LIABILITY ANALYSIS 

As many have done before them, "Plaintiffs attempt to overcome the nearly unanimous 

adverse precedent by arguing that the Supreme Court's decision in Mensing warrants a change in 

how [state] law is applied to producers of brand name pharmaceuticals." Metz v. Wyeth, LLC, 

830 F. Supp. 2d 1291, 1293-94 (M.D. Fla. 2011). But in each case, courts have recognized that 

Mensing did nothing to undermine the arguments against innovator liability. And while it is true 

that Mensing may lead to harsh results in some cases, a remedy for any unfairness caused by 

federal drug laws should come from Congress or the FDA-not this Court. 

A. Mensing Did Not Overrule The Cases Rejecting Innovator Liability 

Plaintiffs' argument that Mensing changed the innovator-liability calculus is without 

merit. Again, Mensing held that federal regulations preempt some state-law claims against 

generic drug manufacturers. Supra at 7. But Mensing did not purport to change the content of 

state law-e.g., by creating a new duty on the part of innovator manufacturers or by altering the 

states' rules of proximate causation. See Gross v. Pfizer, Inc., 2011 U.S. Dist. LEXIS 100346, at 

*4-8 (D. Md. Sept. 7, 2011) ("Mensing neither created nor abrogated any duty under [state] 

law .... "). 
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Consequently, as numerous courts have recognized, "the Mensing decision has no 

bearing whatsoever" on the innovator-liability question. Hogue v. Pfizer, Inc., 893 F. Supp. 2d 

914,919 (S.D. Ohio 2012); see also Demahy v. Schwartz Pharma., Inc., 702 F.3d 177, 183-84 

(5th Cir. 2012) ("We do not view Mensing as overruling" decisions rejecting innovator liability); 
, 

Phelps v. Wyeth, Inc., 857 F. Supp. 2d 1114, 1134-35 (D. Or. 2011) (same); Gross, 2011 U.S. 

Dist. LEXIS 100346, at *4-8 (same). Indeed, as the Fourth Circuit observed in its certification 

order, "even after Mensing... , the overwhelming weight" of authority continues to reject 

innovator liability. (JA 5.) By Janssen's count, fully 69 of the 121 decisions rejecting it

almost 60% ofthe total-were issued post-Mensing. 

Any lingering doubt is dispelled by the Mensing Court's discussion of the consequences 

of its own decision: both the majority and the dissent recognized that some consumers injured by 

generic drugs would be left remediless. See 564 U.S. at 625-26 (majority op.) (acknowledging 

''the unfortunate hand that federal drug regulation has dealt" to such consumers); id. at 643 

(dissenting op.) (recognizing that such consumers "now harvel no right to sue"). Thus, Mensing 

itself expressly rejects the interpretation that Plaintiffs attempt to force on it. 15 

Seeking a foothold for their Mensing argument, Plaintiffs point to dicta in Foster v. 

American Home Products Corp., 29 F.3d 165 (4th Cir. 1994), suggesting that generic 

manufacturers are "permitted to add or strengthen warnings ... without prior FDA approval." Id. 

169-170. Mensing obviously clarifies that Foster was wrong on this point-"[b]ut that does not 

mean that [Foster's holding] ... is undermined." Phelps, 857 F. Supp. 2d at 1130; see also 

Demahy, 702 F.3d at 184 ("The Foster court's opinion in dicta on the viability of suits against 

IS Notably, on remand from the u.s. Supreme Court in Mensing, the Eighth Circuit "reinstate[d]" the 
portion of its prior decision rejecting the plaintiffs innovator-liability claims as incompatible with the 
"overwhelming" weight of authority. See Mensing v. Wyeth, Inc., 658 F.3d 867, 867 (8th Cir. 2011), 
reinstating in part Mensing v. Wyeth, Inc., 588 F.3d 603, 612-14 (8th Cir. 2009). 

33 



generic manufacturers was proved wrong, but this fact does not [affect its holding]."). That is 

because Foster "did not reach its holding" rejecting innovator liability "by relying on the ability 

of a plaintiff to sue generic manufacturers." ld. Rather, it relied on the absence of a state-law 

"duty of care" running from an innovator to the customers of its generic competitors. ld. (citing 

Foster, 29 F.3d at 171-72). As discussed above, Mensing merely clarified federal law; it did not 

create any new state-law duties. Thus, Foster and its progeny "remain valid." Id. 16 

B. 	 Any Unfairness Created By Federal Preemption Should Be Resolved By 
Congress Or The FDA, Not This Court 

In some cases, Mensing's preemption holding may lead to an unfair result from the 

perspective of the injured consumer. The Mensing Court was well aware of this. See 564 U.S. at 

625 ("We acknowledge the unfortunate hand that federal drug regulation has dealt [generic 

consumers]."). But unlike Plaintiffs here, the Mensing Court did not suggest that this unfairness 

be cured by the judiciary. See id. at 625-26 ("[I]t is not this Court's task to decide whether the 

statutory scheme established by Congress is unusual or even bizarre."). Instead, the Court 

observed that any unfairness should be addressed by "Congress and the FDA," the entities who 

created the Hatch-Waxman regime in the first place. ld.; see Strayhorn, 737 F.3d at 407 

("[Mensing] suggested that any resolution of this dilemma rests with Congress."). Other courts 

and commentators agree that "[t]he unfairness resulting from Mensing is best addressed by 

Congress or the FDA," rather than by "contort[ing] [state] tort law ... to create liability for brand 

manufacturers." Huck, 850 N.W.2d at 380; see also Schwartz at 1875 ("Congress and the FDA 

16 Contrary to Plaintiffs' assertions, the U.S. Court of Appeals for the Fourth Circuit has not "disavowed" 
its holding in Foster. (Pltfs.' Br. at 1.) In its certification order, the Fourth Circuit merely recognized that 
"after Mensing ... , it is no longer the case that generic manufacturers can alter FDA-approved labels." 
(JA 5.) Again, that change does not undermine Foster's holding as to innovator liability-and the Fourth 
Circuit never said it did. 
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... are the appropriate arms of government for [addressing Mensing] in the context of fashioning 

the best health care policy for the country."). 

As Plaintiffs recognize, there have already been efforts to address Mensing through 

regulation. (Pltfs.' Br. at to n.7.) In 2013, the FDA proposed a regulation that would permit 

generic manufacturers to add warnings to their labels unilaterally. See Proposed Ru1e, 

Supplemental Applications Proposing Labeling Changes for Approved Drugs and Biological 

Products, 78 Fed. Reg. 67985 (Nov. 13,2013). Iflegislation or regulation along these lines were 

adopted, generic manufacturers would be in "parity" with innovators vis-a-vis federal law, id. at 

67988-89, and those in Plaintiffs' position could proceed against the manufacturers whose 

products actually caused their injury-as product-liability plaintiffs have done for generations. 17 

A legislative or regulatory solution would be far superior to the adoption of innovator 

liability by judicial decree. As discussed above, innovator liability would trigger dramatic 

unintended consequences throughout the healthcare sector. Supra at 20-21. Unlike legislatures 

and regulatory agencies, "courts are not institutionally qualified to balance the [ se] complex, 

interrelated, and divergent policy considerations." Huck, 850 N.W.2d at 377. "By contrast, the 

FDA, with its four billion dollar budget, engages in public rulemaking allowing transparent input 

from all interest groups, guided by its own staff of qualified scientists." !d.; cf Senn v. Merrell-

Dow Pharms., Inc., 751 P.2d 215, 271 (Or. 1988) (refusing to adopt the "alternative liability" 

doctrine in pharmaceutical cases-"an adjustment [that would be] rife with public policy 

ramifications"-and instead deferring to "[t]he legislature" to "study" such a step). Furthermore, 

the effects of a targeted amendment to federal law would necessarily be cabined to 

I7 Other solutions are possible as well. For example, Congress could "creat[e] a federal trust fund, similar 
to the Vaccine Injury Compensation Trust Fund, to compensate plaintiffs" injured by generic drugs. 
Sarah C. Duncan, Allocating Liability for Deficient Warnings on Generic Drugs: A Prescription for 
Change, 13VAND.J.ENT.&TECH.L.185, 190,210-14(2010). 
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pharmaceutical cases, and would not threaten to unsettle American industry across the board, the 

way recognition of innovator liability would. 

As Justice Murdock of the Alabama Supreme Court eloquently put it: 

If [the current legal landscape] is unfair, ... it is an unfairness created by 
Congress and the [FDA] in return for the perceived societal benefit of less 
expensive generic drugs, or perhaps instead by the manner in which the 
United States Supreme Court subsequently has applied the preemption 
doctrine to the legislative and regulatory scheme structured by those entities. 
It is not an unfairness created by the brand-name manufacturer. The just 
answer then, ... must come from a change of federal policy .... It is not to 
come from ignoring age-old, elemental precepts of tort law in order to 
impose liability on an entity with whom the plaintiff has no relationship, in 
regard to a product that that entity did not manufacture or sell. 

Having itself laid the blame for the present unfairness at the feet of Congress 
and the FDA, the United States Supreme Court concludes in [Mensing] that 
this is not a problem for that Court to correct. If this is so, then, a fortiori, it 
is not a problem for this or any other state court to correct. And it certainly is 
not a ''wrong'' that this or any court should attempt to correct with a second 
''wrong.'' 

Weeks, 159 So. 3d at 685-86. 

CONCLUSION 

For the reasons above, the Court should answer the certified question in the negative and 

hold that West Virginia does not recognize the innovator liability doctrine. 
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