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HoLpING PHARMA PLAINTIEES TO THEIR PLEADING BURDEN: IMPLICATIONS OF 7TWOMBLY

AND [QBAL
By Eric Lasker & Michael Junk*

tate and federal courts nationwide are home to a staggering
S number of pharmaceutical product liability cases. Three

years ago, as one of the more than 23,000 Vioxx lawsuits
headed to trial in California, a Los Angeles Times writer observed
that while a mere 2,700 pharmaceutical product liability suits
were litigated in federal court in 2001, “[m]ore than 71,000
drug lawsuits ha[d] been filed in federal courts since 2001 and
un-told others in state courts.”! The author remarked that by
2006 pharmaceutical product liability suits “account[ed] for
more than a third of all product liability filings in federal courts,
outnumbering asbestos, tobacco and auto safety claims by a
widening margin since 2002.”? Although more recent statistics
on the total number of pharmaceutical product liability cases are
not available, one look at the relative volume of pharmaceutical
product liability cases within the federal mass tort system makes
it clear that the upward trend has continued. Nearly 40% of
the product liability MDLs created by the Judicial Panel on
Mulddistrict Litigation since 2006 involved pharmaceutical
products. These federal MDL proceedings over the last three
years alone have consolidated the claims of more than 13,500
plaintiffs, and they have implicated a broad spectrum of
products, ranging from one extreme (e.g., contraceptives) to
the next (e.g., treatments for erectile dysfunction).?

While there are many causes for this proliferation of
pharmaceutical product liability lawsuits, plaintiffs’ counsel’s
ability to transform pharmaceutical litigation into the “next
asbestos” was considerably aided by the “no set of facts” pleading
standard set forth in Conley v. Gibson.* In pharmaceutical
litigation, this pleading standard allowed plaintiffs to file suit
based upon little more than allegations that they took a drug
and subsequently experienced an adverse event. The other facts
necessary to support a plaintiff’s claim that the defendant drug
manufacturer was liable—e.g., (1) that there was some defect in
the design or manufacture of the drug, (2) that the information
set forth in the warning label was inaccurate, or (3) that the
prescribing doctor relied upon the warning language in the label
and would not have prescribed the drug if aware of the alleged
risks—were left for discovery, where the attendant costs and
burdens inherently weigh far more heavily against the defendant.
Moreover, as plaintiffs’ counsel became ever more prolific in
rounding up thousands of potential plaintiffs—often with only
cursory investigation of the bona fides of their claims—the “no
set of facts” pleading standard midwifed the birth of the modern
era of mass tort pharmaceutical litigation.

In two recent decisions, the United States Supreme
Court did away with the “no set of facts” pleading standard
and, in so doing, returned to plaintiffs the requirement that
they investigate first and file suit later.” The impact of these
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opinions could be dramatic and perhaps nowhere more so
than in pharmaceutical product liability litigation. Under Igbal
and Twombly, pharmaceutical products liability plaintiffs can
no longer proceed to trial based upon the mere possibility of a
legal cause of action. To survive a motion to dismiss, plaintiffs
must allege facts in their complaint that provide a plausible
basis for relief under each element of their legal claims.In this
article, we first review the holdings of Igbal and Twombly. We
then discuss some of the early successes that pharmaceutical
defendants have enjoyed under Zwombly and Igbal in holding
plaintiffs to their more stringent pleading requirement. We
conclude with an analysis of the factual showing that is now
required of plaintiffs in alleging the primary cause of action
in pharmaceutical product liability cases: that the plaintiffs’
injuries were caused by a drug manufacturer’s failure to warn.

I. The New “Plausibility” Pleading Standard

For fifty years, defendants seeking dismissals of vague and
factually-deficient complaints were repeatedly thwarted by the
liberal pleading standard set forth by the Supreme Court in
Conley v. Gibson. Conley arose in the context of the civil rights
legal battles of the 1950s and involved a class action complaint
in which African-American railway workers alleged racial
discrimination by their local union. A federal district court in
Texas dismissed the complaint for failure to state a claim. That
decision was affirmed by the Fifth Circuit, thus setting the
stage for the Supreme Court to address the proper pleading
standard in the context of a longstanding history of hostile
treatment of African-American workers that was countered by
an equally longstanding history of judicial disregard of these
workers. In reinstating the complaint, the Supreme Court
established a pleading standard that provided plaintiffs with
the greatest opportunity to pursue their legal claims, holding
that “a complaint should not be dismissed for failure to state
a claim unless it appears beyond doubt that the plaintiffs can
prove no set of facts in support of his claim which would entitle
him to relief.”® The Court held that plaintiffs were entitled
to discovery to identify specifically actionable facts: “Such
simplified ‘notice pleading’ is made possible by the liberal
opportunity for discovery and the other pretrial procedures
established by the Rules to disclose more precisely the basis of
both claim and defense.”

The Conley pleading standard was a by-product of its
times, designed to remedy judicial abuses in the 1950s in which
access to the courts was being improperly denied to certain
plaintiff groups. Over the years, however, the Conley pleading
standard gave rise to a new form of abuse, as plaintiffs capitalized
upon it to file vaguely-worded complaints and thereafter engage
in discovery “fishing expeditions” with the hope of uncovering
some factual basis for a valid legal claim. With the advent of the
computer and internet era, the costs of these fishing expeditions
on corporate defendants rose dramatically, so much so that the
threat of discovery costs alone often became more daunting to
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defendants than the risks of an adverse judgment. With this
swing in the pendulum, the Supreme Court recently acted once
again to prevent abuses of the judicial process. In Twombly
and Igbal, the Court held that the sue-first-discovery-later
paradigm that had emerged following Conley was unacceptable,
and it tightened the pleading standards to put an end to this
practice.

The Supreme Court took its first big step away from
Conley in Bell Atlantic Corporation v. Twombly.® In Twombly, the
Supreme Court focused squarely on the abuses that had arisen
in the wake of the Conley “no set of facts” pleading standard.
The Court explained that “when the allegations in a complaint,
however true, could not raise a claim of entitlement to relief,
‘this basic deficiency should . . . be exposed at the point of
minimum expenditure of time and money by the parties and

the court.”

It is no answer to say that a claim just shy of a plausible
entitlement to relief can, if groundless, be weeded out early
in the discovery process through “careful case management”
given the common lament that the success of judicial
supervision in checking discovery abuse has been on the
modest side. And it is self-evident that the problem of
discovery abuse cannot be solved by “careful scrutiny of
evidence at the summary judgment stage,” much less “lucid
instructions to juries”; the threat of discovery expense will
push cost-conscious defendants to settle even anemic cases
before reaching those proceedings.'

Thus, the Court held that “something beyond the mere
possibility of loss causation must be alleged, lest a plaintiff with
a ‘largely groundless claim’ be allowed to ‘take up the time of
a number of other people with the right to do so representing
an in terrorem increment of the settlement value.””!!

After placing Conley in its original factual context,
the Court squarely rejected the “no set of facts” pleading

standard:

We could go on, but there is no need to pile up further
citations to show that Conley’s “no set of facts” language
has been questioned, criticized, and explained away long
enough. To be fair to the Conley Court, the passage should
be understood in light of the opinion’s preceding summary
of the complaint’s concrete allegations [of discrimination],
which the Court quite reasonably understood as amply
stating a claim of relief. But the passage so often quoted fails
to mention this understanding on the part of the Court,
and after puzzling the profession for 50 years, this famous
observation has earned its retirement.'

The Court then announced a new pleading standard: to survive
a motion to dismiss for failure to state a claim, a complaint
must have enough “factual enhancement [to bring it across] .
. . the line between possibility and plausibility of entitlement
to relief.”!? With that, the new “plausibility” pleading standard
was born.

Although courts and commentators initially debated the
reach and import of the Twombly plausibility standard because
of the antitrust context in which it arose, the Court resolved the
debate in 2009 with its decision in Ashcroft v. Igbal,** in which
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it stated that its “decision in Zwombly expounded the pleading
standard for a// civil actions”” The Court also elucidated its
new plausibility pleading standard, making it clear that Rule 8
“demands more than an unadorned, the-defendant-unlawfully-
harmed-me accusation.”'® The Court stated:

To survive a motion to dismiss, a complaint must contain
sufficient factual matter, accepted as true, to “state a claim
to relief that is plausible on its face.” A claim has facial
plausibility [only] when the plaintiff pleads factual content
that allows the court to draw the reasonable inference that the
defendant is liable for the misconduct alleged. The plausibility
standard is not akin to a “probability requirement,” but
it asks for more than a sheer possibility that a defendant has
acted unlawfully. Where a complaint pleads facts that are
“merely consistent with” a defendant’s liability, it “stops
short of the line between possibility and plausibility of

‘entitlement to relief.””!”

Applying this plausibility standard in /gbal—where the
plaintiff alleged that following the September 11th attacks
the Attorney General and others designated him a suspected
terrorist and then detained him in violation of his Constitutional
rights—the Court focused on the essential elements of the
plaintiff’s claim and concluded that the plaintiff “must plead
sufficient factual matter to show that [the Attorney General
and others named in the complaint] adopted and implemented
the detention policies at issue not for a neutral, investigative
reason but for the purpose of discriminating on account of
race, religion, or national origin.”*® Looking for factual matter,
the Court disregarded the plaintiff’s “bare” and “conclusory”
allegations, which it determined were “not entitled to the
assumption of truth.”" Looking to the factual matter set out in
the plaintiff's complaint, the Court noted that the plaintiff had
alleged “that ‘the [FBI], under the direction of [the defendants,]
... arrested and detained thousands of Arab Muslim men . .

. as part of its investigation of the events of September 11.7%

The plaintiff had further alleged “that ‘[tJhe policy of holding
post-September-11th detainees in highly restrictive conditions
of confinement until they were “cleared” by the FBI was
approved by Defendants . . . in discussions in the weeks after
September 11, 2001.”7%! Assuming these allegations were true,
the Court nonetheless determined that the plaintiff had “not
‘nudged [his] claims’ of invidious discrimination ‘across the line
from conceivable to plausible.””? Although the plaintiff’s factual
allegations arguably were consistent with a discriminatory
purpose, the Court relied upon “its judicial experience and
common sense”? to conclude that the pleaded facts likely
demonstrated a non-discriminatory purpose behind the
defendants’ conduct. “[Gliven [the] more likely explanations,
[the plaintiff’s allegations] d[id] not plausibly establish” a cause
of action against the defendants.*

The depth of the Supreme Court’s analysis in Jgbal—
indeed, the very notion that factual context and common sense
play a role in the evaluation of every plaintiffs complaint—
stands in stark contrast to the deference previously paid to
plaintiffs’ allegations under the Conley “no set of facts” standard.
The Twombly and Iqbal decisions make clear that it is no longer
sufficient for plaintiffs to allege facts that are consistent with
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their theory of liability. Rather, plaintiffs must now set forth
facts that provide a plausible basis to believe they can establish
each element of their legal claims.

I1. The Impact Of The Plausibility Standard on Pharmaceutical
Product Liability Litigation

In one sense, the impact of the Twombly and Igbal
decisions may be measured by the response to them. In just
over two and a half years, Twombly has been cited in over
22,700 opinions. And as of January 10, 2010, less than eight
months after the opinion was issued, /gbal had been cited in
over 4,500 judicial opinions. On the flip side, Zwombly and
Igbal have been roundly criticized for placing too onerous a
pleading burden upon plaintiffs. United States Senator Arlen
Specter of Pennsylvania recently called for legislation to reinstate
the Conley “no set of facts” standard. The Senator introduced
Senate Bill 1504, called the “Notice Pleading Restoration Act
0f 2009,”* which provides:

Except as otherwise expressly provided by an Act of
Congress or by an amendment to the Federal Rules of Civil
Procedure which takes effect after the date of enactment of
this Act, a Federal court shall not dismiss a complaint under
rule 12(b)(6) or (e) of the Federal Rules of Civil Procedure,
except under the standards set forth by the Supreme Court
of the United States in Conley v. Gibson . . . .*

The bill was co-sponsored by Senator Feingold. After it was
introduced, it was immediately referred to the Senate Judiciary
Committee, which held a hearing on December 2, 2009. At
that hearing, John Payton, the President and Director of the
NAACP’s Legal Defense and Educational Fund, called the
plausibility pleading standard “nothing short of an assault on
our democratic principles.”” Likewise, on October 27, 2009,
the U.S. House of Representatives Judiciary Committee’s
Subcommittee on the Constitution, Civil Rights and Civil
Liberties held a hearing entitled “Access to Justice Denied—
Ashcroft v. Igbal” At that hearing, Arthur R. Miller, co-author
of the treatise Federal Practice and Procedure, testified that the
heightened pleading standard has “come at the expense of the
values of access to the federal courts and the ability of citizens
to secure an adjudication of the merits of their claims.”*®

While it is clear that there has been a paradigmatic shift
in the legal landscape, the specific parameters of the new
environment are still taking shape. In pharmaceutical product
liability litigation, only a handful of cases to date provide any
detailed analysis of the plaintiffs’ burden under the new pleading
standard. While these cases demonstrate the possibilities
inherent in a disciplined application of the plausibility pleading
standard, the full impact of Twombly and Iqbal with regard to
the fundamental premises of pharmaceutical product liability
litigation arguably has not yet been felt.

'The initial promise of Zwombly and Igbalis demonstrated
in a recent opinion from the Southern District of Ohio in
which a defendant succeeded in securing dismissal of a panoply
of different legal causes of action allegedly arising from the
plaintiff’s ingestion of a prescription medication.” As is typical
in prescription drug product liability litigation, the plaintiff
in Frey alleged a variety of different legal causes of action for
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which she claimed the right of monetary relief, including
failure to warn, manufacturing defect, and design defect,
relying particularly in her non-warnings claims on formulaic
recitations of the elements of each legal theory. Prior to
Twombly, plaintiffs routinely were allowed to pursue discovery
on these claims despite the lack of any specific factual support
in their complaint because defendants could not establish
“beyond doubt that the plaintiff]] [could] prove no set of facts
in support of his claim which would entitle him to relief.”*® As
the Frey Court recognized at the very first pre-trial conference
shortly after Twombly was issued, however, and once again in its
ruling on defendant’s motion to dismiss, 7wombly has shifted
the burden to plaintiffs to set forth a plausible factual basis for
his claimed entitlement of relief. In Frey, the defendant argued
that the plaintiff had not made such a showing with respect
to their manufacturing defect and design defect claims.>® The
court agreed.

The Frey plaintiff’s allegations in support of her
manufacturing defect and design defect claims were typical
of those commonly seen in pharmaceutical product liability
litigation. Frey’s manufacturing defect claims were fully stated
as follows:

[1.] The product which was consumed by Plaintiff was
defective in design or construction at the time it left the
Defendants’ control.

[2.] Defendants failed to design, manufacture, test, and
control the quality of [the product] such that when it left
the control of the Defendant, it deviated in a material way
from the design specifications, formula or performance
standards of the manufacturer, or from otherwise identical
units manufactured to the same design specifications,
formula or performance standards.

[3.] As a direct and proximate result of the defect in
manufacture or construction by Defendants, Plaintiff,
suffered the injuries and damages set forth herein.?

While somewhat more fulsome, Frey’s design-defect claim
consisted mainly of the following allegations:

[1.] When [the product]... left the control of the
Defendants, the foreseeable risks associated with its design
or formulation exceeded the benefits associated with that
design or formulation.

[2.] At the time the product left the control of the
Defendants, a practical and technically feasible alternative
design or formulation was available that would have
prevented the harm for which the claimant seeks to recover
compensatory damages without substantially impairing the
usefulness or intended purpose of the product.

[3.] As a direct and proximate result of defect in design
or formulation by Defendants, Plaintiff suffered, and
will continue to suffer, the injuries and damages set forth
herein.??
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In granting defendant’s motion to dismiss, the court
made clear that the familiar recitation of these legal claims is
no longer sufficient in the post-Tiwombly world to state a cause
of action. The court held that Frey’s manufacturing defect
claim did “nothing more than provide a formulaic recitation
of the elements of a claim under the [product liability] statute,”
and therefore the complaint “failed to allege any facts that
would permit the Court to conclude that a manufacturing
defect occurred and that the defect was the proximate cause of
Amanda Frey’s alleged injuries.”* Thus, the court found that
Frey’s “allegations in this regard fall far short of the sufficiency
standard set forth in Zwombly.”> Likewise, the court held
that Frey’s design defect claim “once again simply provided
a formulaic recitation of the elements of a claim under the
[product liability] statute,” and therefore the complaint failed
to “allege[] any facts that would permit the Court to conclude
that there was a defect in the design or formulation of [the
product] and that the defect was the proximate cause of Amanda
Frey’s alleged injuries.”*® Notably, the Court also rejected the
plaintiffs’ request for leave to amend and dismissed the claims
with prejudice because the plaintiffs “failed to demonstrate that

an amendment to the complaint would not be futile.””’

III. The Promise Of The Plausibility Pleading Standard in
Pharmaceutical Product Liability Litigation

Frey is aleading indicator of the changes that are to come
in pharmaceutical product liability litigation under the new
plausibility pleading standard. By weeding out the plaintiffs
formulaic legal claims, the Frey court’s ruling will limit the
burdens that would otherwise be imposed on the defendant in
responding (through discovery and otherwise) to legal theories
devoid of any factual support and will focus the litigation on
the plaintiff’s burden under her narrower failure to warn theory.
With the subsequent expansion of the Zwombly holding in Igbal
(which was issued after the Frey briefing), however, and as the
courts become more familiar with the requirements imposed
by this new pleading standard, a larger question arises: what
facts must a pharmaceutical product liability plaintiff allege
before being allowed to proceed to discovery on a failure to
warn claim?

To date, few published decisions discuss the impact of the
Twomblyl Igbal plausibility standard in the context of failure-
to-warn claims. In Bailey v. janssen Pharmaceutica, Inc., the
Eleventh Circuit afirmed dismissal of failure-to-warn claims
after finding the plaintiff’s allegations insufficient to show either
that the warning was inadequate or that the failure to warn
proximately caused the plaintiffs injury.®® In Lewis v. Abborr
Laboratories, the district court dismissed a pro se plaintiffs
failure-to-warn claims because the plaintiff did not plead facts
to show that the defendant failed to provide adequate warnings
to her doctors.*” However, these two cases cite the 7wombly and
Igbal cases only in passing and offer little substantive discussion
of the heightened pleading standard and its true impact on
failure-to-warn allegations.

‘The Supreme Court’s analyses in Tiwombly and Igbal—and
particularly the Court’s rejection of detailed factual allegations
because of their failure to address each of the necessary elements
of the plaintiffs’ claims—suggests that pharmaceutical product
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liability plaintiffs will in the future be required to conduct a
far more thorough pre-filing investigation and identify a far
more complete factual basis for a failure to warn claim than
has heretofore been the case. In both Twombly and Igbal, the
plaintiffs alleged specific facts in support of their complaints.
In Twombly, the plaintiffs’ antitrust complaint included
detailed factual recitations of specific actions taken by or
among local telephone operating carriers (the “Baby Bells” or
“ILECs”), which the plaintiffs alleged impeded the entry into
the marketplace of competing local carriers (“CLECs”).** In
Igbal, the plaintiffs’ constitutional claims were premised upon
an even more-detailed factual discussion of the detention
and treatment both of the named plaintiff and Arab Muslims
generally following the September 11 attacks.!

In each case, however, the Court explained that the
recitation of facts in a complaint that is merely consistent with
a plaintiff’s theory of liability—even a detailed recitation of
such facts—is not enough. As the Court explained in Zgbal,
“Where a complaint pleads facts that are merely consistent
with the defendant’s liability, it stops short of the line between
possibility and plausibility of entitlement to relief.”*> The Court
instructed that “[d]etermining whether a complaint states a
plausible claim for relief will... be a context-specific task that
requires the reviewing court to draw upon its judicial experience
and common sense.”® This analysis requires a court to test
a plaintiff’s factual allegations against each of the elements
needed to support the legal claim. Thus, for example, in Igbal,
the Court held that the plaintiffs’ specific factual allegations
of mistreatment—even if indicative of unconstitutional
discrimination in some respects—did not state a cause of action
because the plaintiffs had not set forth facts plausibly showing
that the defendants “purposefully adopted a policy of classifying
post-September 11 detainees as ‘of high interest’ because of their
race, religion, or national origin,” as necessary under the specific
legal theory of recovery proffered in the case.*

If the Supreme Court’s plausibility standard is faithfully
applied to pharmaceutical product liability complaints, many
failure-to-warn claims will never advance beyond the pleadings
stage. With minor variations among jurisdictions, a cause of
action in strict liability for failure to warn is comprised of five
essential elements:

(1) a risk of harm that is inherent in the product or that
may arise from the intended or reasonably anticipated use
of the product;

(2) a reasonably foreseeable or actually foreseen risk of harm
at the time the product is marketed;

(3) a failure to provide any warning of the danger or a
failure to provide an adequate warning (or instructions) of

the danger;

(4) the absence of the warning (or instruction) must render
the product unreasonably dangerous; and

(5) the failure to warn (or instruct) must constitute a causative
nexus in the product user’s injury.*

Using these basic elements as the framework for their complaints,
many pharmaceutical plaintiffs allege little more than that a
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drug was prescribed, its labeling contained inadequate warnings,
and the failure to warn proximately caused the plaintiff’s
injuries. This is particularly the case in pharmaceutical mass tort
litigation, where plaintiffs’ attorneys often generate cut-and-
paste pleadings for hundreds or thousands of plaintiffs, revealing
little about the facts—Ilet alone the essential facts behind any
particular plaintiffs’ claims. But Twombly and Igbal make it
clear that such unsubstantiated, conclusory allegations cannot
sustain a claim. Rather, every plaintiff asserting failure-to-warn
allegations must plead sufficient factual matter demonstrating
a plausible cause of action that is not subject to an “obvious
alternative explanation.”

What then should be required of a plaindff alleging a
cause of action for failure to warn? Under the Court’s decisions
in Twombly and Igbal, it does not appear to be enough to
merely allege that a drug manufacturer should have known
about the alleged risks of their product absent some plausible
factual showing that this risk was apparent to the defendant
at the time the drug was prescribed. Nor, as is often the case,
does it seem that a subsequent FDA-mandated labeling change
alone would set forth a plausible basis for a claim that the
manufacturer reasonably or actually new of the alleged risk at the
time of prescription, given the “obvious alternative explanation”
that the labeling change was required due to new, previously
unrecognized risks. Likewise, plaintiffs cannot rest on simple
formulaic allegations that the prescribing physician was unaware
of the alleged risk or that a different warning label would have
changed the physician’s prescribing decision. The plausible
bases for such factual allegations are a necessary predicate under
Twombly and Igbal for plaintiffs to state a cause of action.

Plaintiffs in pharmaceutical product liability litigation
can be expected to argue that they should not be held to
strict application of the Twomblyllgbal standard because of
an alleged inequity of information between plaintiffs and
corporate defendants. However, defendants would counter
that this objection overlooks the plaintiffs’ pre-existing, pre-
suit duty to investigate the validity of their claims? and the
fact that this modern age provides plaintiffs with myriad fact-
generating and fact-gathering tools. For example, plaintiffs often
can gather significant information about a drugs known or
anticipated risk event profile from information that is publicly
available on the FDA website or obtainable through FOIA
requests, from clinical trial information available on the drug
manufacturer’s website, or through published literature, most
of which is also available online. Furthermore, product liability
plaintiffs, unlike defendants, have the ability to speak with their
prescribing physicians and thereby obtain facts necessary to
support allegations that a warning was inadequate and that the
inadequacy proximately caused the plaintiff’s injuries.

Given these readily available sources of pre-filing
information, defendants argue, plaintiffs who rely upon only
formulaic recitations of fact in their complaints either have not
satisfied their Rule 11 inquiry obligations or do not have the
required factual basis to demonstrate the required plausible
basis for recovery. As the Supreme Court noted, although “Rule
8 marks a notable and generous departure from the hyper-
technical, code-pleading regime of a prior era, ... it does not
unlock the doors of discovery for a plaintiff armed with nothing
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more than conclusions.” Courts should not “forget that
proceeding to . . . discovery can be expensive,”® and therefore
“a district court must retain the power to insist upon some
specificity in pleading before allowing a potentially massive
factual controversy to proceed.”® With its rulings in Twombly
and Igbal, the Supreme Court thus has provided pharmaceutical
defendants with a powerful weapon against unsubstantiated,
formulaic claims of wrongdoing and has imposed discipline
upon plaintiffs in the filing of pharmaceutical product liability
complaints.
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