


This article is the first in a two-part series addressing liability for injuries solely caused by a
generic prescription drug. In this part, we discuss how courts have applied state tort law to
determine whether responsibility fora generic drug's label rests with the innovator ofthe drug
or the manufacturer of the generic version. In the second part, we will address the issue of
preemption-specifically whether federal law conflicts with and accordingly preempts state
law labeling claims asserted against the innovator and/or the generic manufacturer.

courts' analyses, and the arguments relat­
ing to and the case law addressing such
claims.

The Increasing Market Share of
Generic Prescription Drugs
Generic onlycasesare on the rise, in large
part, because ofthe continuedgrowthofthe
generic drug market share. Generic drugs
nowaccountforabout56percentofallpre­
scriptions dispensed in the United States.
Generic PharmaceuticalAssociation, "Sta­
tistics," at http://www.gphaonline.org/Contentl
NavigationMenu/AboutGenerics/Statistics/default.
htm (lastvisitedNov. 16,2006). Indeed, the
market share occupied by generic drugs
has doubledoverthe last 20years.Generic
Pharmaceutical Association, "Generic sub­
stitution rates, 1984-2005," at http://www.
gphaonline.org/AM/Template.cfm?Section =FAQs&
Template =/CM/HTM LDisplay.cfm &ContentlD=1598
(last visited Nov. 16,2006). With some of
themostpopularinnovator drugscurrently
losingpatent protection, this growth is ex­
pected to continue.

Three developments have influenced
the dramatic growth of generic drugs in
the multi-billion-dollar prescription drug
market. The Drug Price Competition and
PatentTermRestoration Actof 1984 (com­
monly known as the "Hatch-Waxman
Amendments"), Pub. L. No. 98-417, 98
Stat. 1585 (1984), made it easier and more
economical for manufacturers to enter the
generic drug market. The Act permitted
generic manufacturers to submit abbre­
viated applications for approval without
the costly studies and tests required for
approval of the innovator drug. Second,
most states have implemented drug-sub­
stitutionlaws that allow or requirepharma­
ciststo dispensethe generic drug whenthe
innovatordrug is prescribed. See, e.g., Fla.
Stat. §465.025(2); Mich. Compo Laws Ann.
§333.l7755. Finally, drivenbycostcontain­
ment, many government health programs
andprivatehealthinsuranceplanspromote
and require generic drug substitution.

Logically, as the generic market share
continues to increase, innovator and
generic manufacturers will be co-defend­
ants in more and more generic onlycases.

Overview ofPlaintiffs' Claims
in Generic Only Cases
Plaintiffs' fundamental assertion in generic
only cases is that both the innovator and
generic label failed to adequately warn
aboutthe useofor risksassociated withthe
generic drug. Thisassertionispremisedon
the undeniable reality that, for all intents
and purposes, both drugs and both labels
are identical.

With respect to the generic manufac­
turer, plaintiffs assert the traditional grab
bag ofproduct liabilityclaims-strict lia­
bility, negligence, breach ofwarranty-as
well asfraud and misrepresentation claims.
These claims focus on the label and the
conductofthe generic manufacturer.

With respect to the innovator, however,
plaintiffs recently have omitted the tra­
ditional product liability claims and have
deliberately limited their claims to fraud
and misrepresentation only. They allege
that the innovator provided false and mis­
leading information to physicians and/
or patients through the label and/or mar­
keting materials for the innovator drug.
Because physicians and consumers relyon
the innovator's materials when taking or
prescribing the generic version, plaintiffs
contend the innovator is liable for harm
caused by the genericversion. This argu­
ment is bolsteredby the factthat the inno­
vator drug and label are the same as the
generic versionand label.

Relevant FDA Regulations
To better understand these claims, one
must understand several basicregulations
applicable to innovator and generic manu­
facturers. Two keyareasofFDA regulations
are relevantto these generic onlycases: 1)
the regulatoryapprovalofthe label; and 2)
themanufacturer's dutyto monitor, analyze

and reportpotentialsideeffects ofthe drug,
also knownas "pharmacovigilance."

Regulatory Approval of the Label
Pursuant to the Federal Food, Drug, and
Cosmetic Act ("FDCA"), the FDA regu­
lates the manufacture, sale and labeling
of prescription drug products. Among
other responsibilities, the FDA ensures
that drugs are safeand effective, 21 U.S.c.
§355(d) and §393(b)(2)(B), and that they
are properly labeled, i.e., not "misbranded."
Id. §§331(a), (b), and (k), 352 and 321 (n).

Before marketinga prescription drug, a
pharmaceuticalmanufacturermust obtain
regulatory approval. For the innovator
drug, the innovator must submit a New
DrugApplication ("NDA"). Id. §355(a)-(i).
The innovatormust proveboth safetyand
efficacy ofthe drug through extensive labo­
ratoryand clinical trials. Id. §355(b)(1) (A).
The innovator also must provide the pro­
posed labeling that will accompany the
drug. Id. §355(b)(1)(F). The FDA willdeny
the NDA ifthe innovatordoesnot provide,
among other things, "adequate tests... to
showwhether or not such drug is safe for
use under the conditions prescribed, rec­
ommended, or suggested in the proposed
labeling." Id. §355(d)(l).

Once the NDA is approved, the inno­
vator has the exclusive right to market the
drug fora certainperiod oftime. Oncethat
exclusivity period has expired, other drug
manufacturers may market generic ver­
sionsofthe innovatordrug ifsuchapproval
has been obtained under the FDCA.

The approval procedure for generic
drugs was relaxed and abbreviated by
the Hatch-Waxman Amendments. Before
1984, a generic manufacturer wasrequired
to submit its own NDA, which required
the same proof required for an innovator
drug. Since the adoption of these amend­
ments, a generic manufacturer is required
to submit only an Abbreviated NDA, or
"ANDA." Thegeneric manufacturernolon­
ger has to submit independent evidence of
safetyor efficacy. Instead,itmust establish,
among other things, that: 1) the generic
drug generally has the same active ingre­
dient as the brand name drug and is a
"bio-equivalent" to the innovator drug,
21 us.c. §355(j)(2)(A)(ii), (iv); and 2) the
proposed labeling of the generic drug is
"the same as" that of the innovator drug,
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id. §355(j)(2)(A)(v). These two require­
ments of "sameness"-the generic drug is
the same (bioequivalent) as the innovator
drugand thegeneric label isthe sameasthe
innovator label-are at the heart of plain­
tiffs' claimsagainst the innovator.

To establish that the label is the same,
the generic manufacturer must submit a
side-by-side comparison of the previously
approved innovatorlabeland the proposed
generic label. 21 C.P.R. §314.94(a)(8)(iv).
The only differences that are allowed
are those that reflect a different manu­
facturer or a different "active ingredient"
or "route of administration, dosage form,
or strength" than the innovator drug. 21
C.P.R. §314.93(b). Simply stated, the FDA
will not approve an ANDA unless, with
exceptions not relevant here, the appli­
cant demonstrates that the "labelingpro­
posedfor the [generic] drug is the sameas
the labeling approved for the listed drug."
21 U.S.C. §355(j)(2)(A)(v). Following the
approval of a drug, whether an innovator
orgeneric drug, manufacturers must follow
specific regulationsto revisethe label.

Under these post-approval regulations,
an innovator may revise its labels in two
ways. First,it maysubmitaproposedlabel­
ingchange to FDA forpriorapproval. In this
situation, the innovator submits informa­
tion and support forthe proposedrevision,
and awaits the FDA's approval. Thisisbyfar
the most commonapproachusedby inno­
vators toeffect labeling changes. Second, the
innovatormayaddor strengthenawarning
statementin a label withoutprior FDA ap­
proval. 21 C.F.R. §314.70(c)(6)(iii)(A). To
do so, the manufacturer must make a sup­
plemental submission to the FDA about
the proposed change alongwith a full ba­
sisforthe change. Id.§314.70(c). Ifthe FDA
does not reject the submission within 30
days, the innovatormaydistributethe drug
with the new labeling. The FDA, however,
maychoose to rejectthe proposedlabeling
change even after that date, and may or­
der the manufacturer to cease distribution
of the drug with the revised labeling. Id.
§314.70 (c)(7).

In contrast to the innovator, a generic
manufacturer has only one way to make
post-approval labeling revisions. If a
generic manufacturer believes that new
safety information should be added to its
label, the generic manufacturer must seek

prior approval from the FDA and sub­
mit "adequate supportinginformation" for
the proposed revision. Abbreviated New
DrugApplication Regulations, 57Fed. Reg.
17,950, 17,961 (Apr. 28, 1992) (codified in
scatteredparts of21 C.P.R.). The FDA will
consider this information to determine
whether the labeling for both the generic
and innovator drug should be revised. Id.

•
Both the innovator and

generic manufacturer can

recommend aproposed

labeling revision to the FDA.

•
This is similar to the prior-approval pro­
cedure followed by the innovator. Unlike
the innovator, however, a generic manu­
facturer may not make a labeling change
without prior FDA approval. If the generic
manufacturerdidso,itslabelwould nolon­
ger conform to the label of the innovator
drug. As such, the generic manufacturer
wouldbein violation ofthe regulations and
subject to FDA withdrawal of its approved
ANDA. See 21 C.P.R. §314.l50(b)(I0); see
also Abbreviated New Drug Application
Regulations, 57Fed. Reg. at 17,961.

In sum, both the innovatorand generic
manufacturer can recommenda proposed
labelingrevision to the FDA and awaitthe
FDA's decision. Ifthe FDA concurswith the
proposal, both the innovator and generic
labels will be changed. However, only the
innovator can revise its label (under lim­
ited circumstances) without prior FDA
approval.

Post-Approval Pharmacovigilance
In these generic only cases, litigants also
emphasize a second set of regulatoryobli­
gations, oftenreferredto as "pharrnacovig­
ilance" obligations.

Following FDA approval to market a
drug, both innovator and generic manu­
facturers are subject to continuing obli­
gations to monitor, analyze and report on
adverse effects associated with the drug.
See 21 U.S.C. §355(k); 21 C.P.R. §§314.80,

314.98. They must keep records of and
report adverse effects associated with the
useoftheirdrug regardless ofwhetherthey
are "considered drug related." 21 C.P.R.
§§314.80(a), (c), 314.98(a). For "serious
and unexpected" adverse events, manufac­
turers must submita report within 15 days
afterlearningoftheadverse event andinves­
tigatethese events. Id. §314.809(c)(I).

Manufacturers also must review the
publishedliteraturerelatingto their drugs.
See id. §§314.80(b), (d), 314.81 (b)(2). Pub­
lished literature and other information
mustbe reportedto FDA in annual and spe­
cial reports. See id. §314.80. Many generic
manufacturers, however, do not perform
this task. Instead, they relyon the innova­
tor to do so. Generic manufacturers often
justify this conduct as the "custom and
practice"ofthe genericindustry.

Although there are manyother pharma­
covigilance duties and obligations beyond
these, these seem to be the focus of plain­
tiffs' claims. Theyusually argue that both
innovatorand generic manufacturers were
bound by and violated these and other
pharmacovigilance regulations.

Case Law Addressing
Generic Only Claims
With this background,weturn to the case
lawthat confronts the competing tensions
in these generic only cases. In these cases,
the innovator disclaims liability because
the plaintiff was not injured by its drug.
Thegeneric manufacturer disclaimsliabil­
ity becauseit was compelled by regulation
to use the innovator drug label.The plain­
tiffpleadsthat both manufacturers are lia­
ble and that she cannot be left without a
remedy. Courts resolve these competing
tensionsby referring to both common law
product liabilityprinciples and the public
policy embodied by the FDA's regulatory
scheme. Thus far, courts have correctly
and universally held that an innovator is
not responsible for the injuries in a generic
drug only case. Rather, the genericmanu­
factureris responsible forsuchinjuries.We
considerthese two holdingsin turn.

Liability of the Innovator
Although someplaintiffs pursuetraditional
productliabilityclaimsagainst the innova­
tor, most now limit their claims to fraud
and misrepresentation. In doing so, they
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plead the simple and basic common law
elements of these claims. See Restatement
(Second) of Torts §31l (negligent misrep­
resentation involving risk of physical harm
to another). First, the innovator owed a
duty to the physician and/or the injured
plaintiff to provide an accurate label. Sec­
ond, the label contained false and/or mis­
leading statements. Third, the prescribing
physician and/or plaintiff relied on the
misstatements in the label in prescribing
and/or using the drug. Finally, such reli­
ance was justified. Although a seemingly
simple "theory" ofliability, it has been uni­
versally rejected by the courts.

Foster andIts Progeny
The first case to consider these arguments
was Foster v. American Home Products
Corp; 29 F.3d 165(4th Cir. 1994). In Foster,
the parents of Brandy Foster sued Wyeth,
the innovator of Phenergan, a drug used
to treat colic in infants. Brandy Foster died
after taking several doses of prometha­
zine syrup plain, the generic equivalent of
Phenergan. The Fosters argued that Wyeth
was liable for Brandy's death on a negli­
gent misrepresentation theory. The district
court accepted plaintiffs' argument that
this claim was distinct from a product lia­
bility claim, and thus did not require that
the defendant be the manufacturer of the
drug ingested. Id. at 168.

On appeal, the Fourth Circuit reversed
and held that "a name brand manufacturer
cannot be held liable on a negligent mis­
representation theory for injuries result­
ing from use of another manufacturer's
product." Id. at 167. In doing so, the court
articulated two different bases for its hold­
ing-both ofwhich have become the stated
rationale in subsequent cases.

The first basis was that, in any case
where a plaintiff alleges an injury caused
by a product, regardless of the legal the­
ory relied upon, the plaintiff must prove
that the defendant was the manufacturer
or seller of the product. Id. at 170-71.
Thus, plaintiffs had no claims for negli­
gent misrepresentation and fraud against
the innovator because the innovator did not
manufacture the drug their daughter actu­
ally ingested. Id.

The second basis was that as a matter of
law, an innovator owes no duty to the con­
sumer of the generic equivalent. Id. at 171.

In assessing whether a duty existed, the the arguments articulated in Foster, with
court applied Maryland law and focused many courts conflating the two.
exclusivelyon whether the injury was fore-
seeable to the innovator. With minimal No Claim Available Because a Generic
analysis, it concluded that: Only Case Is a Product LiabilityCase

to impose a duty in the circumstances The innovator's first and best argument in a
of this case would be to stretch the con- generic only case is simply that it is a prod­
cept of foreseeability too far. The duty uct liability case. Regardless of the name
required for the tort of negligent mis- given to the claims, the plaintiff alleges
representation arises when there is "such injuries caused by a product-the generic
a relation that one party has the right drug. In a product liability case, the only
to rely for information upon the other, cognizable claims are those against the
and the other giving the information manufacturer or seller of the generic drug;
owes a duty to give it with care." There therefore, the plaintiff has no cognizable
is no such relationship between the par- claim against the innovator. Twosources of
ties to this case, as Brandy Foster was authority for this argument are available­
injured by a product that Wyeth did not state statutes and common law.
manufacture. Some states have statutes that provide a

Id. In reaching this conclusion, the court very strong basis for this argument. See, e.g.,
emphasized that fundamentalfairness pro- Colo. Rev. Stat. §13-21-401 (2) ('''Product
hibited innovators from being held liable liability action' means any action brought
for injuries caused by the generic drugs. Id. against a manufacturer or seller of a prod­
at 169-70. It would be unfair for generics to uct, regardless of the substantive legal the­
benefit from the research and development ory or theories upon which the action is
of the innovators while bearing no liability brought, for or on account of personal
for their products. Id. injury, death, or property damage caused

Numerous courts have addressed this by or resulting from the manufacture, con­
same question, and all have followed or struction, design, formula, installation,
cited Foster with approval. Goldych v. Eli preparation, assembly, testing, packaging,
Lilly & Co., No. 5:04-CV-1477, 2006 WL labeling, or sale of any product, or the fail­
2038436 (N.D.N.Y. July 19,2006) (applying ure to warn or protect against a danger or
New York law); Colacicco v. Apotex, Inc., hazard in the use, misuse, or unintended
432 F. Supp. 2d 514 (E.D. Pa. 2006) (apply- use of any product, or the failure to provide
ing Pennsylvania law); Tarver v. Wyeth, proper instructions for the use of any prod­
Inc., Civil Action No. 3-04-2036, 2005 WL uct."); La. R.S. §9:2800.52 ("A claimant
4052382 (W.D. La. Apr. 28, 2005) (apply- may not recover from a manufacturer for
ing Louisiana law); Block v. Wyeth, No. damage caused by a product on the basis of
3:02-CV-I077-N, 2003 U.S. Dist. LEXIS any theory ofliabilitythat is not set forth in
1169 (N.D. Tex. Jan. 28, 2003) (applying this Chapter."); N.J.S.A. §2A:58C-l(b)(2)
Texas law); DaCosta v. Novartis AG, 01- (,"Product liability action' means any claim
cv-800, 2002 WL 31957424 (D. Or. Mar. or action brought by a claimant for harm
1, 2002) (applying Oregon law); Sheeks v. caused by a product, irrespective of the
Am. Home Prods. Corp., No. 02CV337, slip theory underlying the claim ...."). Courts
op. (Colo. Dist. Ct. Oct. 15,2004) (applying have relied on these statutes to hold that
Colorado law); Sharp v. Leichus, 2004-CA- plaintiffs may not bring claims of any kind
0643,2006 WL 515532 (Fla. Cir. Ct. Feb. 17, against innovators for injuries caused by a
2006) (applying Florida law);Kellyv. Wyeth, drug manufactured by the generic manu­
MICV 2003-03314-B, 2005 WL 4056740 facturer. Sheeks, No. 02CV337, slip op. at 2
(Super. Ct. Mass. May 6, 2005) (applying (citing Colorado statute); Tarver, 2005 WL
Massachusetts law); Sloan v. Wyeth, No. 4052382, at *2 (citing Louisiana statute);
MRS-L-1183-04, slip op. (N.J. Sup. Ct. Oct. Sloan, No. MRS-L-1183-04, slip op. at 7 (cit­
13,2004) (applying New Jersey law); Beu- ing New Jersey statute).
tella v. A.H.Robins Co., No. 980502372, slip Other courts have relied on state com­
op. (Utah Dist. Ct. Dec. 10, 2001) (apply- mon law rules for the same principle. See
ing Utah law). As discussed below, these Foster, 29 F.3d at 168 (Maryland common
courts have relied on either one or both of law); Goldych, 2006 WL 2038436, at *2
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n.3 (New York common law); Cola cicco,
432 F. Supp. 2d at 541 (Pennsylvania com­
mon law). Common law, however, gener­
ally supplies weaker support because few
cases are actually on point. A seemingly
infinite number of cases can be cited for
the proposition that the defendant must
be the manufacturer or seller of the prod­
uct in a product liability action. Plaintiffs
can persuasively argue, however, that this
basic proposition begs the pivotal question
of whether a plaintiff can sue a non-manu­
facturer on a non-product liability theory,
such as fraud or misrepresentation.

To the extent that state statutes or com­
mon law indicate that a plaintiff cannot
bring a claim against an innovator that
did not manufacture the drug ingested,
this argument permits the cleanest analy­
sis of this issue. The rule is clear and easy
to apply. It constitutes an across-the-board
determination that eliminates the need
for each court to perform an ad hoc duty
analysis. Moreover, as discussed below, it
eliminates the uncertainty that innova­
tors will face as long as individual courts
are applying varying state laws to deter­
mine whether the innovator has a duty to
genenc consumers.

No Duty Is Owed by the Innovator
Even when they have concluded that no
claim lies against the innovator, many
courts go on to consider whether the inno­
vator would be liable for fraud or mis­
representation. The key element under
consideration is whether the innovator
had a duty to the plaintiffas a consumer of
the generic drug.

As the number of these cases has grown,
the litigants' arguments and the courts'
analyses of whether an innovator owes a
duty to the consumer ofa generic drug have
become more sophisticated. While Foster
focused only on foreseeability in assess­
ing duty, the litigants have argued about,
and courts have applied, a variety of fac­
tors, including: the relationship between
the parties, the social utility of the actor's
conduct; the nature of risk imposed and
foreseeability of the harm incurred; the
consequences of imposing a duty upon the
actor; and the overall public interest in the
proposed solution.

Plaintiffs have used these factors to ar­
gue that an innovator does owe a duty to

the consumer of a generic equivalent. They
have argued that the innovator knows that
generic manufacturers are obligated by law
to copy its label and that physicians rely on
the innovator's label when writing prescrip­
tions. Evenwhen a physician prescribes the
innovator drug, pharmacies may be permit­
ted or required to fill the prescription with
the generic equivalent. Furthermore, plain-

•
Thus far, courts have

correctly and universally

held that an innovator is not

responsible for the injuries in

ageneric drug only case.

•
tiffs assert, most innovators publish their
label in the PDR, actively promote their
products, and engage in substantial adver­
tising, including direct-to-consumer adver­
tising. See Colacicco, 432 F. Supp. 2d at 539
(plaintiffs argue that direct-to-consumer
advertising expanded from $242 million in
1994to approximately $2.38billion in 2001,
increasing consumers' reliance on innova­
tors' advertising). Finally, plaintiffs point
to the public policy of the Hatch-Waxman
Amendments-to provide cost-effective
prescription drugs for American consum­
ers. They argue that the innovators can
more easily bear the costs of liability, and
that to impose liability on generics for their
labelswould increase the cost ofgeneric pre­
scription drugs and thus defeat the purpose
of the Hatch-Waxman Amendments.

To date, courts have universally rejected
these arguments and have ruled that there
is no duty. Regardless of how the court's
analysis is couched (e.g., as issues of fore­
seeability, relationship between the parties,
or public policy), its substance is usually
the same. The court concludes that it is
unfair for the innovator to be liable for inju­
ries caused by a drug that it did not man­
ufacture or sell, and from which it receives
no economic benefit.

In Foster, for instance, the court focused
on the fact that, for economic reasons,

generics choose to accept the label authored
by the innovators "and simply copy verba­
tim the name brand drugs' package cir­
culars." Foster, 29 F.3d at 169. The court
reasoned that innovators "undertake the
expense of developing pioneer drugs, per­
forming the studies necessary to obtain
premarketing approval, and formulating
labeling information," while" [g]eneric
manufacturers avoid these expenses by
duplicating successful pioneer drugs and
their labels." Id. at 170. The court thus
concluded that no duty should lie with the
innovator. Id.; see also Colacicco, 432 F.
Supp. 2d at 541 ("[U]nfair consequences
would result if we were to impose a duty
upon [the innovator], when it obtained no
benefit from the sale of [the] generic equiv­
alent and had no control over the manufac­
turing or labeling of [the generic drug], yet
it bore the expense ofdeveloping [the inno­
vator drug] from which [the generic manu­
facturer] materially benefits."); Sharp, 2006
WL 515532, at *7 (Tt would be manifestly
unfair to hold a name brand manufacturer
responsible for injuries that arise from a
product that is beyond its control.").

In finding for the innovators, courts also
invoke public policy and the wisdom of the
FDA. They recite the "importance of new
and effective prescription drugs" and "the
need not to unduly burden the pharmaceu­
tical industry with unfettered liability" in
support ofa determination that no duty lies
with the innovator. Colacicco, 432 F. Supp.
2d at 542; Kelly, 2005 WL 4056740, at *4­
5 (focusing on the costs of research and
development born by the innovators and
evidence of Congress's intent to encour­
age innovators to invest in new drugs).
The courts have reasoned that such liabil­
ity would be contrary to the FDCA. The
purpose behind both the NDA and the
ANDA process is to encourage innova­
tors to invest in new drugs while at the
same time enabling generic competitors
to bring cheaper generic drugs to the mar­
ket. To impose liability on the innovator
would not advance either purpose. Inno­
vator liability would make innovators less
likely to develop new products and would
not advance the affordabi1ity of prescrip­
tion drugs. Sloan, No. MRS-L-1l83-04, slip
op. at 9; see also Kelly, 2005 WL 4056740,
at *4-5. Indeed, one court has found that
plaintiff's theory would mean that "name
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sion is the bioequivalent of the innovator
drug and use a label identical 10 that of the
innovator drug. Finally, the generic man­
ufacturers argue that, unlike the innova-

Generic Drugs, conti nued on page 66

• Product Liability
• Insurance Coverage
• Bad Faith Litigation
• Construction Defect Litigation

that require the innovator to investigate
the safety and efficacy of the drug and draft
the initial label. To obtain approval for its
generic drug, the generic manufacturer
must establish only that its generic ver-

brand manufacturers could be held respon­
sible for every injury caused by every prod­
uct that was made by every competing
generic manufacturer.... [S]uch a result
would have a substantial and extraordi­
nary impact on the pharmaceutical indus­
try." Sharp, 2006 WL 515532,at *7.

Courts have also relied on the absence
of any relationship between the innovator
and plaintiff-the innovator did not pro­
vide information about the generic product
to the plaintiff. Kelly, 2005 WL 4056740, at
*4. Instead, the innovator supplied infor­
mation for its product only. Moreover, the
injured plaintiff rarely relies on the infor­
mation included in the innovator labeL

Finally, the courts also emphasize that
the injured plaintiff has a viable claim
against the generic manufacturer. Sloan,
No. MRS-L-1l83-04, slip op. at 10; Sharp,
2006 WL 515532, at *7. This finding, how­
ever, may be weakened by successful pre­
emption rulings obtained by generic
manufacturers.

In sum, courts considering these duty
arguments have reached the right result
and not imposed a duty on the innovators.
However, the variability of state common
law on duty and the variety of public pol­
icy issues in play in these cases leave inno­
vators vulnerable to the possibility that a
court might reach the wrong result.

Liabilityof Generic Manufacturer
Unlike the innovator, the generic manufac­
turer is the manufacturer of the product at
issue, and should seemingly be responsi­
ble for its product. Nevertheless, in recent
cases, generic manufacturers have asserted
two related arguments to avoid liability for
their generic drug.

The primary argument made by the
generic manufacturer is that the plain­
tiff's claims are preempted by many of
the federal regulations described above.
This "implied" preemption argument will
be addressed in the second installment of
this article.

The second argument is a recent and
more novel approach. Some generic man­
ufacturers have argued that they had no
duty to warn about their products. The
arguments in support of this theory are
very similar to those advanced in support
of the preemption argument. The generic
manufacturers point to FDA regulations
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Generic Drugs, from page 49
tors, they cannot modify the label with­
out prior FDA approval. Generic manu­
facturers argue that it is against public
policyto require the genericmanufacturer
to (1) to acquire the scientific information
that supported the original NDA, and then
(2) assess whether a different or stron­
gerwarning is required. The imposition of
the duty implicitly withheldby the Hatch­
Waxman Amendments would defeat the
purposes of the Actby delaying the emer­
gence of generic equivalents and increas­
ing generic cost to the consumer, as would
impositionofsuch a duty thereafter.

The leading case to consider and reject
these arguments is Cola cicco. In Colacicco,
the court concluded that the generic man­
ufacturer's duty was proper and foresee­
able because "basic tort concepts always
hold a manufacturer liable for its prod­
ucts," and the Hatch-Waxman Amend­
ments did not render it unforeseeable that
the generic manufacturer would "be held
liable for inadequacies in its own labels."
Colacicco, 432 F. Supp. 2d at 544.Thecourt
disagreed that the generic manufacturer
wasjust an intermediary that passesalong
the informationprovidedbythe innovator.
Thecourt alsoconsideredthe socialutility
of the generic manufacturer's conductand
the public policyinterestsat stake.In doing
so,the court rejectedthe generic manufac­
turer's public policy arguments. "While
one could argue that there is social utility
in making less-expensive, generic substi­
tutes available to the public, this Court is
mindful of the fact that [the generic man­
ufacturer] is still a business, manufactur­
ingdrugs... not for somealtruistic reason,
but to realize a profit." Id.

Although Colacicco isthe onlypublished
decision ofwhich weareaware inwhichthe
generic manufacturer has asserted that it
hasnoduty, othercases have considered this
same argument when raised by a plaintiff
seeking to establish theliability ofthe inno­
vator. Forinstance, in Foster, the plaintiffs
soughtto establish that the dutyrestedwith
the innovator ratherthan thegeneric, where
the generic had alreadysettled. The Foster
court, like the Colacicco court, rejectedthe
proposition that generics had no dutyto the
plaintiffs with respect to the information
in the label. In support of its conclusion, it
notedthat" [w] hen a generic manufacturer
adoptsanamebrand manufacturer'swarn­
ings and representations without indepen­
dent investigation, it doessoat the riskthat
suchwarnings and representations maybe
flawed.... [A]s an expert, a manufacturer
of generic products is responsible for the
accuracyof labels placed on its products."
Foster, 29F.3d at 169-70. Finally, the court
noted that generic manufacturers are per­
mitted to add or strengthen warnings and
delete misleading statementson labels. Id.
at 170. "Manufacturers of generic drugs,
likeallothermanufacturers, areresponsible
for the representations they make regard­
ing their products." Id.; see also Sloan, No.
MRS-L-1l83-04, slipop. at 10.

Basedon the limited current caselaw, it
is unlikelythat generic manufacturerswill
be able to disclaim their duty to warn. To
the extent courts insulate generic manu­
facturers from liabilityfor their warnings,
courts are more likely to do so because
such liability is preempted by federal reg­
ulations, not because the generic manu­
facturers owe no duty to the consumersof
their products.

Conclusion
With the continued growth of the generic
drug market and the creativity of plain­
tiffs' counsel,this issueof"whose labelis it
anyway?" will continue to be a significant
concern for both innovator and generic
manufacturers.Byits nature, the issuecre­
ates possible conflict between both inno­
vators and generic manufacturers. This
conflict maysplita collective defense to the
benefitofthe plaintiff.

Based on the unanimous authority in its
favor, the innovator must move to dismiss
all claims. It has no choice. Every court
that has consideredthe issue has held that
the innovator cannot be liablefor the inju­
ries caused by the generic drug regardless
ofthe theoriesofliability. Atthe sametime,
this authorityplaces liabilityon the generic
manufacturer for the injuries caused by
its drug. These conclusions are consis­
tent with basicproduct liabilityprinciples.
Although the generic manufacturermaybe
relieved of liabilitybecause of preemption
(asdiscussedin the next installmentofthis
article), the defense of the generic manu­
facturer likelywill depend on the pharma­
covigilance ofboth manufacturers and the
involvement of the FDA. Thus, both inno­
vator and generic manufacturers should
find common defense strategies to avoid
such conflicts.

To the extentconflict cannot be avoided,
there maybe indemnity and relatedlitiga­
tion between innovatorsand genericman­
ufacturers. Generic manufacturers may
argue that innovators are liable to them
for any adverse verdicts and related costs.
Based on existing case law, however, the
success of this argument seems question­
able. 1m

Hold Letter, from page 14
Promise Follow Up and Keep Your Promise
Finally, the effective litigation hold letter
should always promise that the company
and its counsel (in-house and/or outside)
will be following up for an update on their
preservation efforts and to answer any
questionsthat mayarise.

The duty on both the company and its
counsel to ensure compliance with pres­
ervation efforts cannot be overstated. As
Judge Sheindlinnoted in Zubulake V:
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A party's discovery obligations do not
end with the implementation of a "lit­
igation hold"-to the contrary, that's
only the beginning. Counsel must over­
see compliance with the litigationhold,
monitoring the party's efforts to retain
and producethe relevantdocuments....
Once a "litigation hold" is in place, a
party and her counsel must make cer­
tain that all sources of potentially rel­
evant information are identified and
placed"on hold," to the extent required

in Zubulake IV. Todo this, counselmust
become fully familiar with her client's
document retention policies, as well as
the client's data retention architecture.
This will invariably involve speaking
with information technology personnel,
who can explain system-wide backup
procedures and the actual (asopposedto
theoretical) implementation ofthe firm's
recycling policy. It willalsoinvolve com­
municating with the "key players" in
the litigation, in order to understand
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